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Table 34a => Bone marrow MRD status by  flow cy tometry  and time point by  Age (Enrolled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                               
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 34a 

Bone marrow MRD status by flow cytometry and time point by Age 

Enrolled set 

 

Age: <10 years 

 
All subjects 

N=37 

Timepoint  n (%) 95% CI 

Day 28   Negative    25 ( 67.6) (50.2, 82.0) 

   Positive     2 (  5.4)  

   Missing    10 ( 27.0)  

Month 3   Negative    21 ( 56.8) (39.5, 72.9) 

   Positive     3 (  8.1)  

   Missing    13 ( 35.1)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t34a_gd_b2001x.sas@@/main/1 25AUG23:16:54         Final 

 
  



  

  

22 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 34a 

Bone marrow MRD status by flow cytometry and time point by Age 

Enrolled set 

 

Age: <10 years 

 
All subjects 

N=37 

Timepoint  n (%) 95% CI 

Month 6   Negative    18 ( 48.6) (31.9, 65.6) 

   Missing    16 ( 43.2)  

   Unknown     3 (  8.1)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t34a_gd_b2001x.sas@@/main/1 25AUG23:16:54         Final 
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Table 34a 

Bone marrow MRD status by flow cytometry and time point by Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All subjects 

N=19 

Timepoint  n (%) 95% CI 

Day 28   Negative    13 ( 68.4) (43.4, 87.4) 

   Positive     1 (  5.3)  

   Missing     5 ( 26.3)  

Month 3   Negative    10 ( 52.6) (28.9, 75.6) 

   Positive     2 ( 10.5)  

   Missing     7 ( 36.8)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t34a_gd_b2001x.sas@@/main/1 25AUG23:16:54         Final 
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Table 34a 

Bone marrow MRD status by flow cytometry and time point by Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All subjects 

N=19 

Timepoint  n (%) 95% CI 

Month 6   Negative     9 ( 47.4) (24.4, 71.1) 

   Positive     1 (  5.3)  

   Missing     9 ( 47.4)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t34a_gd_b2001x.sas@@/main/1 25AUG23:16:54         Final 
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Table 34a 

Bone marrow MRD status by flow cytometry and time point by Age 

Enrolled set 

 

Age: >=18 years 

 
All subjects 

N=18 

Timepoint  n (%) 95% CI 

Day 28   Negative     6 ( 33.3) (13.3, 59.0) 

   Positive     1 (  5.6)  

   Unknown     2 ( 11.1)  

   Missing     9 ( 50.0)  

Month 3   Negative     3 ( 16.7) (3.6, 41.4) 

   Positive     2 ( 11.1)  

   Unknown     1 (  5.6)  

   Missing    12 ( 66.7)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t34a_gd_b2001x.sas@@/main/1 25AUG23:16:54         Final 
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Table 34a 

Bone marrow MRD status by flow cytometry and time point by Age 

Enrolled set 

 

Age: >=18 years 

 
All subjects 

N=18 

Timepoint  n (%) 95% CI 

Month 6   Negative     3 ( 16.7) (3.6, 41.4) 

   Positive     1 (  5.6)  

   Missing    13 ( 72.2)  

   Not done     1 (  5.6)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t34a_gd_b2001x.sas@@/main/1 25AUG23:16:54         Final 

 



  

  

27 

Tabl e 34b => Bone marrow MRD  status by flow cytometr y and ti me poi nt by Gender (Enrolled set ) 
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Table 34b 

Bone marrow MRD status by flow cytometry and time point by Gender 

Enrolled set 

 

Gender: Male 

 
All subjects 

N=44 

Timepoint  n (%) 95% CI 

Day 28   Negative    28 ( 63.6) (47.8, 77.6) 

   Positive     2 (  4.5)  

   Unknown     1 (  2.3)  

   Missing    13 ( 29.5)  

Month 3   Negative    17 ( 38.6) (24.4, 54.5) 

   Positive     6 ( 13.6)  

   Missing    21 ( 47.7)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t34b_gd_b2001x.sas@@/main/1 25AUG23:16:55         Final 
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Table 34b 

Bone marrow MRD status by flow cytometry and time point by Gender 

Enrolled set 

 

Gender: Male 

 
All subjects 

N=44 

Timepoint  n (%) 95% CI 

Month 6   Negative    16 ( 36.4) (22.4, 52.2) 

   Positive     2 (  4.5)  

   Unknown     1 (  2.3)  

   Missing    24 ( 54.5)  

   Not done     1 (  2.3)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t34b_gd_b2001x.sas@@/main/1 25AUG23:16:55         Final 
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Table 34b 

Bone marrow MRD status by flow cytometry and time point by Gender 

Enrolled set 

 

Gender: Female 

 
All subjects 

N=30 

Timepoint  n (%) 95% CI 

Day 28   Negative    16 ( 53.3) (34.3, 71.7) 

   Positive     2 (  6.7)  

   Unknown     1 (  3.3)  

   Missing    11 ( 36.7)  

Month 3   Negative    17 ( 56.7) (37.4, 74.5) 

   Positive     1 (  3.3)  

   Unknown     1 (  3.3)  

   Missing    11 ( 36.7)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t34b_gd_b2001x.sas@@/main/1 25AUG23:16:55         Final 
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Table 34b 

Bone marrow MRD status by flow cytometry and time point by Gender 

Enrolled set 

 

Gender: Female 

 
All subjects 

N=30 

Timepoint  n (%) 95% CI 

Month 6   Negative    14 ( 46.7) (28.3, 65.7) 

   Unknown     2 (  6.7)  

   Missing    14 ( 46.7)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t34b_gd_b2001x.sas@@/main/1 25AUG23:16:55         Final 
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Tabl e 34c => Bone marr ow MRD s tatus  by fl ow cytometr y and ti me point by R esponse status  at study entr y (Enroll ed set ) 
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Table 34c 

Bone marrow MRD status by flow cytometry and time point by Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All subjects 

N=73 

Timepoint  n (%) 95% CI 

Day 28   Negative    44 ( 60.3) (48.1, 71.5) 

   Positive     3 (  4.1)  

   Unknown     2 (  2.7)  

   Missing    24 ( 32.9)  

Month 3   Negative    34 ( 46.6) (34.8, 58.6) 

   Positive     6 (  8.2)  

   Unknown     1 (  1.4)  

   Missing    32 ( 43.8)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t34c_gd_b2001x.sas@@/main/1 25AUG23:16:51         Final 
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Table 34c 

Bone marrow MRD status by flow cytometry and time point by Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All subjects 

N=73 

Timepoint  n (%) 95% CI 

Month 6   Negative    30 ( 41.1) (29.7, 53.2) 

   Positive     2 (  2.7)  

   Unknown     3 (  4.1)  

   Missing    37 ( 50.7)  

   Not done     1 (  1.4)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t34c_gd_b2001x.sas@@/main/1 25AUG23:16:51         Final 

 
  



  

  

35 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 34c 

Bone marrow MRD status by flow cytometry and time point by Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All subjects 

N=1 

Timepoint  n (%) 95% CI 

Day 28   Negative     0 (NE, NE) 

   Positive     1 (100.0)  

Month 3   Negative     0 (NE, NE) 

   Positive     1 (100.0)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t34c_gd_b2001x.sas@@/main/1 25AUG23:16:51         Final 
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Table 34c 

Bone marrow MRD status by flow cytometry and time point by Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All subjects 

N=1 

Timepoint  n (%) 95% CI 

Month 6   Negative     0 (NE, NE) 

   Missing     1 (100.0)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t34c_gd_b2001x.sas@@/main/1 25AUG23:16:51         Final 
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Tabl e 34d => Bone marrow MRD  status by flow cytometr y and ti me poi nt by Region ( Enr olled set ) 
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Table 34d 

Bone marrow MRD status by flow cytometry and time point by Region 

Enrolled set 

 

Region: Europe 

 
All subjects 

N=53 

Timepoint  n (%) 95% CI 

Day 28   Negative    29 ( 54.7) (40.4, 68.4) 

   Positive     3 (  5.7)  

   Missing    21 ( 39.6)  

Month 3   Negative    26 ( 49.1) (35.1, 63.2) 

   Positive     2 (  3.8)  

   Missing    25 ( 47.2)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34d 

Bone marrow MRD status by flow cytometry and time point by Region 

Enrolled set 

 

Region: Europe 

 
All subjects 

N=53 

Timepoint  n (%) 95% CI 

Month 6   Negative    24 ( 45.3) (31.6, 59.6) 

   Positive     2 (  3.8)  

   Missing    25 ( 47.2)  

   Unknown     2 (  3.8)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34d 

Bone marrow MRD status by flow cytometry and time point by Region 

Enrolled set 

 

Region: US 

 
All subjects 

N=18 

Timepoint  n (%) 95% CI 

Day 28   Negative    13 ( 72.2) (46.5, 90.3) 

   Positive     1 (  5.6)  

   Unknown     2 ( 11.1)  

   Missing     2 ( 11.1)  

Month 3   Negative     6 ( 33.3) (13.3, 59.0) 

   Positive     5 ( 27.8)  

   Unknown     1 (  5.6)  

   Missing     6 ( 33.3)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34d 

Bone marrow MRD status by flow cytometry and time point by Region 

Enrolled set 

 

Region: US 

 
All subjects 

N=18 

Timepoint  n (%) 95% CI 

Month 6   Negative     4 ( 22.2) (6.4, 47.6) 

   Unknown     1 (  5.6)  

   Missing    12 ( 66.7)  

   Not done     1 (  5.6)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34d 

Bone marrow MRD status by flow cytometry and time point by Region 

Enrolled set 

 

Region: Rest of World 

 
All subjects 

N=3 

Timepoint  n (%) 95% CI 

Day 28   Negative     2 ( 66.7) (9.4, 99.2) 

   Missing     1 ( 33.3)  

Month 3   Negative     2 ( 66.7) (9.4, 99.2) 

   Missing     1 ( 33.3)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34d 

Bone marrow MRD status by flow cytometry and time point by Region 

Enrolled set 

 

Region: Rest of World 

 
All subjects 

N=3 

Timepoint  n (%) 95% CI 

Month 6   Negative     2 ( 66.7) (9.4, 99.2) 

   Missing     1 ( 33.3)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34e 

Bone marrow MRD status by flow cytometry and time point by Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All subjects 

N=45 

Timepoint  n (%) 95% CI 

Day 28   Negative    29 ( 64.4) (48.8, 78.1) 

   Positive     1 (  2.2)  

   Unknown     1 (  2.2)  

   Missing    14 ( 31.1)  

Month 3   Negative    23 ( 51.1) (35.8, 66.3) 

   Positive     1 (  2.2)  

   Unknown     1 (  2.2)  

   Missing    20 ( 44.4)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34e 

Bone marrow MRD status by flow cytometry and time point by Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All subjects 

N=45 

Timepoint  n (%) 95% CI 

Month 6   Negative    21 ( 46.7) (31.7, 62.1) 

   Positive     1 (  2.2)  

   Unknown     1 (  2.2)  

   Missing    22 ( 48.9)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34e 

Bone marrow MRD status by flow cytometry and time point by Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All subjects 

N=29 

Timepoint  n (%) 95% CI 

Day 28   Negative    15 ( 51.7) (32.5, 70.6) 

   Positive     3 ( 10.3)  

   Unknown     1 (  3.4)  

   Missing    10 ( 34.5)  

Month 3   Negative    11 ( 37.9) (20.7, 57.7) 

   Positive     6 ( 20.7)  

   Missing    12 ( 41.4)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34e 

Bone marrow MRD status by flow cytometry and time point by Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All subjects 

N=29 

Timepoint  n (%) 95% CI 

Month 6   Negative     9 ( 31.0) (15.3, 50.8) 

   Positive     1 (  3.4)  

   Unknown     2 (  6.9)  

   Missing    16 ( 55.2)  

   Not done     1 (  3.4)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34f 

Bone marrow MRD status by flow cytometry and time point by Baseline bone marrow tumor 
burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All subjects 

N=27 

Timepoint  n (%) 95% CI 

Day 28   Negative    19 ( 70.4) (49.8, 86.2) 

   Positive     1 (  3.7)  

   Missing     7 ( 25.9)  

Month 3   Negative    12 ( 44.4) (25.5, 64.7) 

   Positive     2 (  7.4)  

   Missing    13 ( 48.1)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34f 

Bone marrow MRD status by flow cytometry and time point by Baseline bone marrow tumor 
burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All subjects 

N=27 

Timepoint  n (%) 95% CI 

Month 6   Negative    12 ( 44.4) (25.5, 64.7) 

   Positive     2 (  7.4)  

   Missing    12 ( 44.4)  

   Unknown     1 (  3.7)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34f 

Bone marrow MRD status by flow cytometry and time point by Baseline bone marrow tumor 
burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All subjects 

N=44 

Timepoint  n (%) 95% CI 

Day 28   Negative    22 ( 50.0) (34.6, 65.4) 

   Positive     3 (  6.8)  

   Unknown     2 (  4.5)  

   Missing    17 ( 38.6)  

Month 3   Negative    20 ( 45.5) (30.4, 61.2) 

   Positive     5 ( 11.4)  

   Unknown     1 (  2.3)  

   Missing    18 ( 40.9)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t34f_gd_b2001x.sas@@/main/2 29AUG23:07:33         Final 

 
  



  

  

53 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 34f 

Bone marrow MRD status by flow cytometry and time point by Baseline bone marrow tumor 
burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All subjects 

N=44 

Timepoint  n (%) 95% CI 

Month 6   Negative    16 ( 36.4) (22.4, 52.2) 

   Unknown     2 (  4.5)  

   Missing    25 ( 56.8)  

   Not done     1 (  2.3)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34f 

Bone marrow MRD status by flow cytometry and time point by Baseline bone marrow tumor 
burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All subjects 

N=3 

Timepoint  n (%) 95% CI 

Day 28   Negative     3 (100.0) (29.2, 100.0) 

Month 3   Negative     2 ( 66.7) (9.4, 99.2) 

   Missing     1 ( 33.3)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34f 

Bone marrow MRD status by flow cytometry and time point by Baseline bone marrow tumor 
burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All subjects 

N=3 

Timepoint  n (%) 95% CI 

Month 6   Negative     2 ( 66.7) (9.4, 99.2) 

   Missing     1 ( 33.3)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34g 

Bone marrow MRD status by flow cytometry and time point by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All subjects 

N=7 

Timepoint  n (%) 95% CI 

Day 28   Negative     4 ( 57.1) (18.4, 90.1) 

   Positive     1 ( 14.3)  

   Missing     2 ( 28.6)  

Month 3   Negative     1 ( 14.3) (0.4, 57.9) 

   Positive     2 ( 28.6)  

   Missing     4 ( 57.1)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34g 

Bone marrow MRD status by flow cytometry and time point by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All subjects 

N=7 

Timepoint  n (%) 95% CI 

Month 6   Negative     1 ( 14.3) (0.4, 57.9) 

   Missing     5 ( 71.4)  

   Unknown     1 ( 14.3)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34g 

Bone marrow MRD status by flow cytometry and time point by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All subjects 

N=32 

Timepoint  n (%) 95% CI 

Day 28   Negative    16 ( 50.0) (31.9, 68.1) 

   Positive     2 (  6.3)  

   Unknown     2 (  6.3)  

   Missing    12 ( 37.5)  

Month 3   Negative    15 ( 46.9) (29.1, 65.3) 

   Positive     2 (  6.3)  

   Unknown     1 (  3.1)  

   Missing    14 ( 43.8)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34g 

Bone marrow MRD status by flow cytometry and time point by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All subjects 

N=32 

Timepoint  n (%) 95% CI 

Month 6   Negative    12 ( 37.5) (21.1, 56.3) 

   Positive     1 (  3.1)  

   Unknown     2 (  6.3)  

   Missing    16 ( 50.0)  

   Not done     1 (  3.1)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34g 

Bone marrow MRD status by flow cytometry and time point by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All subjects 

N=22 

Timepoint  n (%) 95% CI 

Day 28   Negative    14 ( 63.6) (40.7, 82.8) 

   Positive     1 (  4.5)  

   Missing     7 ( 31.8)  

Month 3   Negative    11 ( 50.0) (28.2, 71.8) 

   Positive     1 (  4.5)  

   Missing    10 ( 45.5)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34g 

Bone marrow MRD status by flow cytometry and time point by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All subjects 

N=22 

Timepoint  n (%) 95% CI 

Month 6   Negative    12 ( 54.5) (32.2, 75.6) 

   Missing    10 ( 45.5)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34g 

Bone marrow MRD status by flow cytometry and time point by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All subjects 

N=13 

Timepoint  n (%) 95% CI 

Day 28   Negative    10 ( 76.9) (46.2, 95.0) 

   Missing     3 ( 23.1)  

Month 3   Negative     7 ( 53.8) (25.1, 80.8) 

   Missing     4 ( 30.8)  

   Positive     2 ( 15.4)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 34g 

Bone marrow MRD status by flow cytometry and time point by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All subjects 

N=13 

Timepoint  n (%) 95% CI 

Month 6   Negative     5 ( 38.5) (13.9, 68.4) 

   Missing     7 ( 53.8)  

   Positive     1 (  7.7)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t34g_gd_b2001x.sas@@/main/1 25AUG23:16:49         Final 

 



  

  

65 

Tabl e 39a => Event fr ee survi val ( EFS) from enroll ment censoring H SCT by Age ( Enr olled set ) 
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Table 39a 

Event free survival (EFS) from enrollment censoring HSCT by Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Events/Total (%) 10/37 (27.0) 

Maximum follow-up (months) 15.3 

Median follow-up (months) 7.98 

Percentiles (95% CI) [1]  

  25th  8.0 ( 3.9, NE) 

  50th  NE ( 9.6, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 91.4 (75.6, 97.1) 

  Month 6 81.7 (63.6, 91.4) 

  Month 9 74.2 (54.5, 86.3) 

  Month 12 70.1 (49.8, 83.4) 

  Month 15 63.7 (41.3, 79.4) 

  Month 18  NE 
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CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Table 39a 

Event free survival (EFS) from enrollment censoring HSCT by Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Events/Total (%) 8/19 (42.1) 

Maximum follow-up (months) 17.2 

Median follow-up (months) 10.55 

Percentiles (95% CI) [1]  

  25th  6.7 ( 0.2, NE) 

  50th 17.2 ( 6.7, NE) 

  75th 17.2 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 94.7 (68.1, 99.2) 

  Month 6 78.6 (52.5, 91.4) 

  Month 9 72.6 (45.9, 87.6) 

  Month 12 58.0 (30.8, 77.8) 

  Month 15 58.0 (30.8, 77.8) 

  Month 18  0.0 (NE, NE    ) 
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CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Table 39a 

Event free survival (EFS) from enrollment censoring HSCT by Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Events/Total (%) 6/18 (33.3) 

Maximum follow-up (months) 16.0 

Median follow-up (months) 8.84 

Percentiles (95% CI) [1]  

  25th  7.6 ( 0.0, NE) 

  50th  NE ( 7.6, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 94.4 (66.6, 99.2) 

  Month 6 88.1 (60.2, 96.9) 

  Month 9 72.7 (41.9, 89.0) 

  Month 12 64.6 (34.0, 83.8) 

  Month 15 56.6 (27.0, 78.0) 

  Month 18  NE 
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CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 39b => Event fr ee survi val ( EFS) from enroll ment censoring H SCT by Gender ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                           
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 39b 

Event free survival (EFS) from enrollment censoring HSCT by Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Events/Total (%) 16/44 (36.4) 

Maximum follow-up (months) 15.3 

Median follow-up (months) 9.84 

Percentiles (95% CI) [1]  

  25th  7.3 ( 3.9, 10.5) 

  50th  NE (10.1, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 93.2 (80.3, 97.7) 

  Month 6 81.4 (66.2, 90.2) 

  Month 9 70.6 (53.9, 82.2) 

  Month 12 61.3 (43.7, 74.8) 

  Month 15 57.9 (40.1, 72.1) 

  Month 18  NE 
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CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 39b 

Event free survival (EFS) from enrollment censoring HSCT by Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Events/Total (%) 8/30 (26.7) 

Maximum follow-up (months) 17.2 

Median follow-up (months) 9.86 

Percentiles (95% CI) [1]  

  25th 11.7 ( 2.5, NE) 

  50th 17.2 (11.7, NE) 

  75th 17.2 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 92.3 (72.6, 98.0) 

  Month 6 83.5 (61.7, 93.5) 

  Month 9 78.3 (55.1, 90.5) 

  Month 12 73.1 (49.1, 87.1) 

  Month 15 65.8 (39.9, 82.6) 

  Month 18  0.0 (NE, NE    ) 
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CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 39c => Event free sur vi val (EFS) fr om enr ollment censori ng HSCT  by Response status at study entr y ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                   
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 39c 

Event free survival (EFS) from enrollment censoring HSCT by Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Events/Total (%) 1/1 (100.0) 

Maximum follow-up (months) 3.5 

Median follow-up (months) 3.48 

Percentiles (95% CI) [1]  

  25th  3.5 (NE, NE) 

  50th  3.5 (NE, NE) 

  75th  3.5 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6  0.0 (NE, NE    ) 

 

 
CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 39c 

Event free survival (EFS) from enrollment censoring HSCT by Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Events/Total (%) 23/73 (31.5) 

Maximum follow-up (months) 17.2 

Median follow-up (months) 10.05 

Percentiles (95% CI) [1]  

  25th  8.0 ( 5.6, 13.6) 

  50th 17.2 (13.6, NE) 

  75th 17.2 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 93.0 (84.0, 97.0) 

  Month 6 83.6 (72.4, 90.6) 

  Month 9 74.7 (61.8, 83.8) 

  Month 12 66.7 (52.9, 77.3) 

  Month 15 61.3 (46.6, 73.1) 

  Month 18  0.0 (NE, NE    ) 
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CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 39d => Event fr ee survi val ( EFS) from enroll ment censoring H SCT by R egion (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                           
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 39d 

Event free survival (EFS) from enrollment censoring HSCT by Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Events/Total (%) 14/53 (26.4) 

Maximum follow-up (months) 17.2 

Median follow-up (months) 11.73 

Percentiles (95% CI) [1]  

  25th 11.7 ( 4.6, NE) 

  50th 17.2 (NE, NE) 

  75th 17.2 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 90.2 (78.1, 95.8) 

  Month 6 85.9 (72.7, 93.1) 

  Month 9 80.8 (66.1, 89.6) 

  Month 12 72.5 (56.2, 83.6) 

  Month 15 68.3 (50.5, 80.8) 

  Month 18  0.0 (NE, NE    ) 
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CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 39d 

Event free survival (EFS) from enrollment censoring HSCT by Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Events/Total (%) 9/18 (50.0) 

Maximum follow-up (months) 14.1 

Median follow-up (months) 7.31 

Percentiles (95% CI) [1]  

  25th  6.3 ( 5.1,  9.6) 

  50th  9.6 ( 5.7, NE) 

  75th  NE ( 9.6, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6 76.5 (48.8, 90.4) 

  Month 9 55.6 (28.1, 76.2) 

  Month 12 46.3 (19.6, 69.5) 

  Month 15  NE 

 

 
CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t39a_gd_b2001x.sas@@/main/3 29AUG23:16:32                                        Final 

 
  



  

  

87 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 39d 

Event free survival (EFS) from enrollment censoring HSCT by Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Events/Total (%) 1/3 (33.3) 

Maximum follow-up (months) 14.3 

Median follow-up (months) 12.09 

Percentiles (95% CI) [1]  

  25th  3.9 ( 3.9, NE) 

  50th  NE ( 3.9, NE) 

  75th  NE ( 3.9, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6 66.7 ( 5.4, 94.5) 

  Month 9 66.7 ( 5.4, 94.5) 

  Month 12 66.7 ( 5.4, 94.5) 

  Month 15  NE 

 

 
CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t39a_gd_b2001x.sas@@/main/3 29AUG23:16:32                                        Final 

 



  

  

89 

Tabl e 39e => Event fr ee survi val ( EFS) from enroll ment censoring H SCT by Prior SCT therapy (Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 39e 

Event free survival (EFS) from enrollment censoring HSCT by Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Events/Total (%) 11/45 (24.4) 

Maximum follow-up (months) 17.2 

Median follow-up (months) 11.73 

Percentiles (95% CI) [1]  

  25th 11.7 ( 7.6, NE) 

  50th 17.2 (13.6, NE) 

  75th 17.2 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 93.2 (80.4, 97.8) 

  Month 6 90.8 (77.4, 96.5) 

  Month 9 87.8 (72.9, 94.8) 

  Month 12 74.8 (56.6, 86.2) 

  Month 15 69.0 (48.3, 82.8) 

  Month 18  0.0 (NE, NE    ) 
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CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 39e 

Event free survival (EFS) from enrollment censoring HSCT by Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Events/Total (%) 13/29 (44.8) 

Maximum follow-up (months) 16.0 

Median follow-up (months) 6.34 

Percentiles (95% CI) [1]  

  25th  5.6 ( 2.5,  7.3) 

  50th  8.0 ( 5.6, NE) 

  75th  NE (12.0, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 92.8 (74.2, 98.2) 

  Month 6 67.8 (45.6, 82.5) 

  Month 9 49.7 (28.5, 67.8) 

  Month 12 49.7 (28.5, 67.8) 

  Month 15 44.8 (24.1, 63.5) 

  Month 18  NE 
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CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 39f => Event free sur vi val (EFS) fr om enr ollment censoring HSCT  by Baseline bone marrow tumor burden (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 39f 

Event free survival (EFS) from enrollment censoring HSCT by Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Events/Total (%) 8/27 (29.6) 

Maximum follow-up (months) 17.2 

Median follow-up (months) 10.55 

Percentiles (95% CI) [1]  

  25th 10.5 ( 6.7, NE) 

  50th 17.2 (10.5, NE) 

  75th 17.2 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 96.3 (76.5, 99.5) 

  Month 6 96.3 (76.5, 99.5) 

  Month 9 86.1 (62.3, 95.4) 

  Month 12 69.2 (43.3, 85.0) 

  Month 15 60.5 (32.8, 79.8) 

  Month 18  0.0 (NE, NE    ) 
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CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 39f 

Event free survival (EFS) from enrollment censoring HSCT by Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Events/Total (%) 16/44 (36.4) 

Maximum follow-up (months) 16.0 

Median follow-up (months) 7.57 

Percentiles (95% CI) [1]  

  25th  5.7 ( 3.5, 10.1) 

  50th  NE ( 7.3, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 90.4 (76.4, 96.3) 

  Month 6 72.5 (55.7, 83.7) 

  Month 9 63.4 (45.8, 76.6) 

  Month 12 60.1 (42.3, 73.9) 

  Month 15 56.7 (38.9, 71.2) 

  Month 18  NE 
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CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t39a_gd_b2001x.sas@@/main/3 29AUG23:16:32                                        Final 

 
  



  

  

99 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 39f 

Event free survival (EFS) from enrollment censoring HSCT by Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Events/Total (%) 0/3 (0.0) 

Maximum follow-up (months) 14.5 

Median follow-up (months) 11.79 

Percentiles (95% CI) [1]  

  25th  NE 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6  100 ( 100, 100 ) 

  Month 9  100 ( 100, 100 ) 

  Month 12  100 ( 100, 100 ) 

  Month 15  NE 

 

 
CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 39g => Event fr ee survi val ( EFS) from enroll ment censoring H SCT by N umber of previ ous r elapses (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                      
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 39g 

Event free survival (EFS) from enrollment censoring HSCT by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Events/Total (%) 4/7 (57.1) 

Maximum follow-up (months) 14.1 

Median follow-up (months) 4.63 

Percentiles (95% CI) [1]  

  25th  3.5 ( 2.3,  5.6) 

  50th  5.1 ( 2.3, NE) 

  75th  NE ( 3.5, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 83.3 (27.3, 97.5) 

  Month 6 33.3 ( 4.6, 67.6) 

  Month 9 33.3 ( 4.6, 67.6) 

  Month 12 33.3 ( 4.6, 67.6) 

  Month 15  NE 

 

 
CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 39g 

Event free survival (EFS) from enrollment censoring HSCT by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Events/Total (%) 10/32 (31.3) 

Maximum follow-up (months) 17.2 

Median follow-up (months) 7.57 

Percentiles (95% CI) [1]  

  25th  8.0 ( 5.1, NE) 

  50th 17.2 ( 9.6, NE) 

  75th 17.2 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 93.4 (76.1, 98.3) 

  Month 6 85.3 (65.1, 94.3) 

  Month 9 74.9 (51.6, 88.2) 

  Month 12 63.8 (39.4, 80.5) 

  Month 15 57.4 (32.8, 75.9) 

  Month 18  0.0 (NE, NE    ) 
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CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 39g 

Event free survival (EFS) from enrollment censoring HSCT by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Events/Total (%) 5/22 (22.7) 

Maximum follow-up (months) 14.9 

Median follow-up (months) 12.58 

Percentiles (95% CI) [1]  

  25th 13.6 ( 0.2, NE) 

  50th  NE (13.6, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 95.5 (71.9, 99.3) 

  Month 6 90.9 (68.3, 97.6) 

  Month 9 86.1 (62.9, 95.3) 

  Month 12 80.0 (54.5, 92.1) 

  Month 15  NE 

 

 
CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 39g 

Event free survival (EFS) from enrollment censoring HSCT by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Events/Total (%) 5/13 (38.5) 

Maximum follow-up (months) 15.3 

Median follow-up (months) 13.50 

Percentiles (95% CI) [1]  

  25th  7.6 ( 0.0, NE) 

  50th  NE ( 6.7, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 92.3 (56.6, 98.9) 

  Month 6 84.6 (51.2, 95.9) 

  Month 9 68.4 (35.9, 86.8) 

  Month 12 59.8 (28.5, 81.0) 

  Month 15 59.8 (28.5, 81.0) 

  Month 18  NE 
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CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 136a => Over all sur vi val ( OS) by Age (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                           
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 136a 

Overall survival (OS) by Age 

Full analysis set 

 

Age: <10 years 

 
All patients 

N=34 

Events/Total (%) 3/34 (8.8) 

Maximum follow-up (months) 24.4 

Median follow-up (months) 11.68 

Percentiles (95% CI) [1]  

  25th  NE ( 0.9, NE) 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 90.7 (73.9, 96.9) 

  Month 6 90.7 (73.9, 96.9) 

  Month 9 90.7 (73.9, 96.9) 

  Month 12 90.7 (73.9, 96.9) 

  Month 15 90.7 (73.9, 96.9) 

  Month 18 90.7 (73.9, 96.9) 

  Month 21 90.7 (73.9, 96.9) 
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Age: <10 years 

 
All patients 

N=34 

  Month 24 90.7 (73.9, 96.9) 

  Month 27  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 136a 

Overall survival (OS) by Age 

Full analysis set 

 

Age: >=10 years to <18 years 

 
All patients 

N=18 

Events/Total (%) 3/18 (16.7) 

Maximum follow-up (months) 15.1 

Median follow-up (months) 11.86 

Percentiles (95% CI) [1]  

  25th 15.1 ( 8.8, NE) 

  50th 15.1 (NE, NE) 

  75th 15.1 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6  100 ( 100, 100 ) 

  Month 9 93.3 (61.3, 99.0) 

  Month 12 86.7 (56.4, 96.5) 

  Month 15 86.7 (56.4, 96.5) 

  Month 18  0.0 (NE, NE    ) 
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- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 136a 

Overall survival (OS) by Age 

Full analysis set 

 

Age: >=18 years 

 
All patients 

N=17 

Events/Total (%) 3/17 (17.6) 

Maximum follow-up (months) 12.9 

Median follow-up (months) 11.50 

Percentiles (95% CI) [1]  

  25th 12.9 ( 1.0, NE) 

  50th 12.9 (NE, NE) 

  75th 12.9 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 93.8 (63.2, 99.1) 

  Month 6 93.8 (63.2, 99.1) 

  Month 9 85.2 (51.9, 96.2) 

  Month 12 85.2 (51.9, 96.2) 

  Month 15  0.0 (NE, NE    ) 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t136_gd_b2001x.sas@@/main/1 25JUN21:16:00                                        Final 

 



  

  

117 

Tabl e 136b => Over all sur vi val ( OS) by Gender (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                        
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 136b 

Overall survival (OS) by Gender 

Full analysis set 

 

Gender: Male 

 
All patients 

N=41 

Events/Total (%) 6/41 (14.6) 

Maximum follow-up (months) 24.4 

Median follow-up (months) 11.70 

Percentiles (95% CI) [1]  

  25th 12.9 ( 8.8, NE) 

  50th  NE (12.9, NE) 

  75th  NE (12.9, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 95.1 (81.7, 98.7) 

  Month 6 95.1 (81.7, 98.7) 

  Month 9 88.7 (72.4, 95.7) 

  Month 12 85.4 (68.2, 93.7) 

  Month 15 64.1 (19.2, 88.7) 

  Month 18 64.1 (19.2, 88.7) 

  Month 21 64.1 (19.2, 88.7) 
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Gender: Male 

 
All patients 

N=41 

  Month 24 64.1 (19.2, 88.7) 

  Month 27  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 136b 

Overall survival (OS) by Gender 

Full analysis set 

 

Gender: Female 

 
All patients 

N=28 

Events/Total (%) 3/28 (10.7) 

Maximum follow-up (months) 15.1 

Median follow-up (months) 11.30 

Percentiles (95% CI) [1]  

  25th 15.1 ( 1.0, NE) 

  50th 15.1 (NE, NE) 

  75th 15.1 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 92.3 (72.6, 98.0) 

  Month 6 92.3 (72.6, 98.0) 

  Month 9 92.3 (72.6, 98.0) 

  Month 12 92.3 (72.6, 98.0) 

  Month 15 92.3 (72.6, 98.0) 

  Month 18  0.0 (NE, NE    ) 
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- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 136c  => Overall sur vi val (OS) by R esponse status at study entr y (Full anal ysis  set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 136c 

Overall survival (OS) by Response status at study entry 

Full analysis set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Events/Total (%) 1/1 (100.0) 

Maximum follow-up (months) 8.8 

Median follow-up (months) 8.84 

Percentiles (95% CI) [1]  

  25th  8.8 (NE, NE) 

  50th  8.8 (NE, NE) 

  75th  8.8 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6  100 ( 100, 100 ) 

  Month 9  0.0 (NE, NE    ) 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 
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remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 136c 

Overall survival (OS) by Response status at study entry 

Full analysis set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Events/Total (%) 8/68 (11.8) 

Maximum follow-up (months) 24.4 

Median follow-up (months) 11.68 

Percentiles (95% CI) [1]  

  25th 15.1 (12.9, NE) 

  50th 15.1 (12.9, NE) 

  75th  NE (15.1, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 93.9 (84.5, 97.7) 

  Month 6 93.9 (84.5, 97.7) 

  Month 9 91.9 (81.5, 96.6) 

  Month 12 89.8 (78.5, 95.3) 

  Month 15 77.0 (41.8, 92.4) 

  Month 18 38.5 ( 1.5, 80.6) 

  Month 21 38.5 ( 1.5, 80.6) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=68 

  Month 24 38.5 ( 1.5, 80.6) 

  Month 27  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 136d => Over all sur vi val ( OS) by R egion (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                        
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 136d 

Overall survival (OS) by Region 

Full analysis set 

 

Region: Europe 

 
All patients 

N=48 

Events/Total (%) 6/48 (12.5) 

Maximum follow-up (months) 24.4 

Median follow-up (months) 11.79 

Percentiles (95% CI) [1]  

  25th 15.1 (12.9, NE) 

  50th 15.1 (12.9, NE) 

  75th  NE (15.1, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 95.7 (83.7, 98.9) 

  Month 6 95.7 (83.7, 98.9) 

  Month 9 93.1 (79.9, 97.7) 

  Month 12 90.4 (76.3, 96.3) 

  Month 15 75.3 (35.0, 92.7) 

  Month 18 37.7 ( 1.4, 79.9) 

  Month 21 37.7 ( 1.4, 79.9) 
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Region: Europe 

 
All patients 

N=48 

  Month 24 37.7 ( 1.4, 79.9) 

  Month 27  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 136d 

Overall survival (OS) by Region 

Full analysis set 

 

Region: US 

 
All patients 

N=18 

Events/Total (%) 2/18 (11.1) 

Maximum follow-up (months) 13.0 

Median follow-up (months) 6.93 

Percentiles (95% CI) [1]  

  25th  NE ( 0.4, NE) 

  50th  NE ( 7.2, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 94.4 (66.6, 99.2) 

  Month 6 94.4 (66.6, 99.2) 

  Month 9 84.0 (46.8, 96.0) 

  Month 12 84.0 (46.8, 96.0) 

  Month 15  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 
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Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 136d 

Overall survival (OS) by Region 

Full analysis set 

 

Region: Rest of World 

 
All patients 

N=3 

Events/Total (%) 1/3 (33.3) 

Maximum follow-up (months) 12.5 

Median follow-up (months) 12.09 

Percentiles (95% CI) [1]  

  25th  0.6 ( 0.6, NE) 

  50th  NE ( 0.6, NE) 

  75th  NE ( 0.6, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 66.7 ( 5.4, 94.5) 

  Month 6 66.7 ( 5.4, 94.5) 

  Month 9 66.7 ( 5.4, 94.5) 

  Month 12 66.7 ( 5.4, 94.5) 

  Month 15  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 136e => Over all sur vi val ( OS) by Prior SCT therapy (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                             
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 136e 

Overall survival (OS) by Prior SCT therapy 

Full analysis set 

 

Prior SCT therapy: Yes 

 
All patients 

N=42 

Events/Total (%) 6/42 (14.3) 

Maximum follow-up (months) 15.1 

Median follow-up (months) 11.79 

Percentiles (95% CI) [1]  

  25th 12.9 ( 9.7, NE) 

  50th 15.1 (12.9, NE) 

  75th 15.1 (12.9, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 95.1 (81.9, 98.8) 

  Month 6 95.1 (81.9, 98.8) 

  Month 9 92.3 (78.0, 97.5) 

  Month 12 89.4 (74.2, 95.9) 

  Month 15 67.1 (18.4, 91.0) 

  Month 18  0.0 (NE, NE    ) 
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- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 136e 

Overall survival (OS) by Prior SCT therapy 

Full analysis set 

 

Prior SCT therapy: No 

 
All patients 

N=27 

Events/Total (%) 3/27 (11.1) 

Maximum follow-up (months) 24.4 

Median follow-up (months) 7.85 

Percentiles (95% CI) [1]  

  25th  NE ( 0.6, NE) 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 92.1 (72.1, 98.0) 

  Month 6 92.1 (72.1, 98.0) 

  Month 9 85.1 (58.5, 95.2) 

  Month 12 85.1 (58.5, 95.2) 

  Month 15 85.1 (58.5, 95.2) 

  Month 18 85.1 (58.5, 95.2) 

  Month 21 85.1 (58.5, 95.2) 
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Prior SCT therapy: No 

 
All patients 

N=27 

  Month 24 85.1 (58.5, 95.2) 

  Month 27  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 136f => Overall sur vi val (OS) by Baseline bone marrow tumor bur den (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                             
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 136f 

Overall survival (OS) by Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Events/Total (%) 4/26 (15.4) 

Maximum follow-up (months) 24.4 

Median follow-up (months) 11.79 

Percentiles (95% CI) [1]  

  25th 12.9 ( 7.2, 15.1) 

  50th 15.1 (12.9, NE) 

  75th  NE (12.9, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6  100 ( 100, 100 ) 

  Month 9 95.0 (69.5, 99.3) 

  Month 12 90.0 (65.6, 97.4) 

  Month 15 60.0 ( 8.1, 90.1) 

  Month 18 30.0 ( 1.0, 72.8) 

  Month 21 30.0 ( 1.0, 72.8) 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

  Month 24 30.0 ( 1.0, 72.8) 

  Month 27  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 136f 

Overall survival (OS) by Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Events/Total (%) 5/40 (12.5) 

Maximum follow-up (months) 13.8 

Median follow-up (months) 11.61 

Percentiles (95% CI) [1]  

  25th  NE ( 1.0, NE) 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 89.3 (74.0, 95.9) 

  Month 6 89.3 (74.0, 95.9) 

  Month 9 85.6 (68.4, 93.8) 

  Month 12 85.6 (68.4, 93.8) 

  Month 15  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 
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Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 136f 

Overall survival (OS) by Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Events/Total (%) 0/3 (0.0) 

Maximum follow-up (months) 12.2 

Median follow-up (months) 10.94 

Percentiles (95% CI) [1]  

  25th  NE 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6  100 ( 100, 100 ) 

  Month 9  100 ( 100, 100 ) 

  Month 12  100 ( 100, 100 ) 

  Month 15  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 136g => Over all sur vi val ( OS) by N umber of pr evious r elapses (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                   
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 136g 

Overall survival (OS) by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 0 

 
All patients 

N=6 

Events/Total (%) 2/6 (33.3) 

Maximum follow-up (months) 13.1 

Median follow-up (months) 10.32 

Percentiles (95% CI) [1]  

  25th  8.8 ( 0.9, NE) 

  50th  NE ( 0.9, NE) 

  75th  NE ( 8.8, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 83.3 (27.3, 97.5) 

  Month 6 83.3 (27.3, 97.5) 

  Month 9 62.5 (14.2, 89.3) 

  Month 12 62.5 (14.2, 89.3) 

  Month 15  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 
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Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 136g 

Overall survival (OS) by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 1 

 
All patients 

N=30 

Events/Total (%) 4/30 (13.3) 

Maximum follow-up (months) 15.1 

Median follow-up (months) 10.83 

Percentiles (95% CI) [1]  

  25th 12.9 ( 1.0, NE) 

  50th 15.1 (12.9, NE) 

  75th 15.1 (12.9, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 93.0 (74.7, 98.2) 

  Month 6 93.0 (74.7, 98.2) 

  Month 9 93.0 (74.7, 98.2) 

  Month 12 93.0 (74.7, 98.2) 

  Month 15 69.7 (16.9, 92.9) 

  Month 18  0.0 (NE, NE    ) 
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- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 136g 

Overall survival (OS) by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 2 

 
All patients 

N=21 

Events/Total (%) 1/21 (4.8) 

Maximum follow-up (months) 24.4 

Median follow-up (months) 11.79 

Percentiles (95% CI) [1]  

  25th  NE ( 0.6, NE) 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 95.0 (69.5, 99.3) 

  Month 6 95.0 (69.5, 99.3) 

  Month 9 95.0 (69.5, 99.3) 

  Month 12 95.0 (69.5, 99.3) 

  Month 15 95.0 (69.5, 99.3) 

  Month 18 95.0 (69.5, 99.3) 

  Month 21 95.0 (69.5, 99.3) 



  

  

152 

Number of previous relapses: 2 

 
All patients 

N=21 

  Month 24 95.0 (69.5, 99.3) 

  Month 27  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 136g 

Overall survival (OS) by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: >=3 

 
All patients 

N=12 

Events/Total (%) 2/12 (16.7) 

Maximum follow-up (months) 12.4 

Median follow-up (months) 11.48 

Percentiles (95% CI) [1]  

  25th  NE ( 7.2, NE) 

  50th  NE ( 7.2, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6  100 ( 100, 100 ) 

  Month 9 88.9 (43.3, 98.4) 

  Month 12 77.8 (36.5, 93.9) 

  Month 15  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 137a => Over all sur vi val ( OS) by Age (Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 137a 

Overall survival (OS) by Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Events/Total (%) 5/37 (13.5) 

Maximum follow-up (months) 27.6 

Median follow-up (months) 13.34 

Percentiles (95% CI) [1]  

  25th  NE ( 3.9, NE) 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 91.3 (75.5, 97.1) 

  Month 6 85.1 (67.8, 93.5) 

  Month 9 85.1 (67.8, 93.5) 

  Month 12 85.1 (67.8, 93.5) 

  Month 15 85.1 (67.8, 93.5) 

  Month 18 85.1 (67.8, 93.5) 

  Month 21 85.1 (67.8, 93.5) 
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Age: <10 years 

 
All patients 

N=37 

  Month 24 85.1 (67.8, 93.5) 

  Month 27 85.1 (67.8, 93.5) 

  Month 30  NE 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis 

product is received and accepted by the manufacturing facility 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t137_gd_b2001x.sas@@/main/1 25JUN21:16:03                                        Final 

 
  



  

  

157 

 



  

  

158 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 137a 

Overall survival (OS) by Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Events/Total (%) 4/19 (21.1) 

Maximum follow-up (months) 17.2 

Median follow-up (months) 13.27 

Percentiles (95% CI) [1]  

  25th 17.2 ( 0.2, NE) 

  50th 17.2 (NE, NE) 

  75th 17.2 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 94.7 (68.1, 99.2) 

  Month 6 94.7 (68.1, 99.2) 

  Month 9 94.7 (68.1, 99.2) 

  Month 12 82.1 (53.9, 93.9) 

  Month 15 82.1 (53.9, 93.9) 

  Month 18  0.0 (NE, NE    ) 

 

 



  

  

159 

-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis 

product is received and accepted by the manufacturing facility 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 137a 

Overall survival (OS) by Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Events/Total (%) 4/18 (22.2) 

Maximum follow-up (months) 16.0 

Median follow-up (months) 13.24 

Percentiles (95% CI) [1]  

  25th 15.7 ( 2.0, NE) 

  50th 15.7 (15.7, NE) 

  75th  NE (15.7, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 88.9 (62.4, 97.1) 

  Month 6 88.9 (62.4, 97.1) 

  Month 9 88.9 (62.4, 97.1) 

  Month 12 81.5 (52.3, 93.7) 

  Month 15 81.5 (52.3, 93.7) 

  Month 18  NE 
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-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis 

product is received and accepted by the manufacturing facility 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 137b => Over all sur vi val ( OS) by Gender ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                             
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 137b 

Overall survival (OS) by Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Events/Total (%) 9/44 (20.5) 

Maximum follow-up (months) 27.6 

Median follow-up (months) 13.29 

Percentiles (95% CI) [1]  

  25th 15.7 ( 5.3, NE) 

  50th  NE (15.7, NE) 

  75th  NE (15.7, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 93.2 (80.3, 97.7) 

  Month 6 88.6 (74.7, 95.1) 

  Month 9 88.6 (74.7, 95.1) 

  Month 12 80.0 (63.7, 89.5) 

  Month 15 80.0 (63.7, 89.5) 

  Month 18 53.3 (10.0, 84.2) 

  Month 21 53.3 (10.0, 84.2) 
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Gender: Male 

 
All patients 

N=44 

  Month 24 53.3 (10.0, 84.2) 

  Month 27 53.3 (10.0, 84.2) 

  Month 30  NE 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis 

product is received and accepted by the manufacturing facility 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 137b 

Overall survival (OS) by Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Events/Total (%) 4/30 (13.3) 

Maximum follow-up (months) 17.2 

Median follow-up (months) 12.76 

Percentiles (95% CI) [1]  

  25th 17.2 ( 2.5, NE) 

  50th 17.2 (NE, NE) 

  75th 17.2 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 88.7 (69.0, 96.2) 

  Month 6 88.7 (69.0, 96.2) 

  Month 9 88.7 (69.0, 96.2) 

  Month 12 88.7 (69.0, 96.2) 

  Month 15 88.7 (69.0, 96.2) 

  Month 18  0.0 (NE, NE    ) 
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-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis 

product is received and accepted by the manufacturing facility 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 137c  => Overall sur vi val (OS) by R esponse status at study entr y (Enrolled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                     
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 137c 

Overall survival (OS) by Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Events/Total (%) 1/1 (100.0) 

Maximum follow-up (months) 9.3 

Median follow-up (months) 9.33 

Percentiles (95% CI) [1]  

  25th  9.3 (NE, NE) 

  50th  9.3 (NE, NE) 

  75th  9.3 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6  100 ( 100, 100 ) 

  Month 9  100 ( 100, 100 ) 

  Month 12  0.0 (NE, NE    ) 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis 

product is received and accepted by the manufacturing facility 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 
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Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t137_gd_b2001x.sas@@/main/1 25JUN21:16:03                                        Final 

 
  



  

  

169 

 



  

  

170 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 137c 

Overall survival (OS) by Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Events/Total (%) 12/73 (16.4) 

Maximum follow-up (months) 27.6 

Median follow-up (months) 13.27 

Percentiles (95% CI) [1]  

  25th 15.7 (11.2, NE) 

  50th 17.2 (15.7, NE) 

  75th  NE (17.2, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 91.5 (82.1, 96.1) 

  Month 6 88.6 (78.4, 94.1) 

  Month 9 88.6 (78.4, 94.1) 

  Month 12 84.8 (73.4, 91.6) 

  Month 15 84.8 (73.4, 91.6) 

  Month 18 36.3 ( 1.6, 78.0) 

  Month 21 36.3 ( 1.6, 78.0) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

  Month 24 36.3 ( 1.6, 78.0) 

  Month 27 36.3 ( 1.6, 78.0) 

  Month 30  NE 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis 

product is received and accepted by the manufacturing facility 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 137d => Over all sur vi val ( OS) by R egion (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                             
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 137d 

Overall survival (OS) by Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Events/Total (%) 10/53 (18.9) 

Maximum follow-up (months) 27.6 

Median follow-up (months) 13.31 

Percentiles (95% CI) [1]  

  25th 15.7 ( 9.3, NE) 

  50th 17.2 (15.7, NE) 

  75th  NE (17.2, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 88.2 (75.7, 94.5) 

  Month 6 88.2 (75.7, 94.5) 

  Month 9 88.2 (75.7, 94.5) 

  Month 12 83.5 (69.5, 91.4) 

  Month 15 83.5 (69.5, 91.4) 

  Month 18 34.8 ( 1.6, 76.3) 

  Month 21 34.8 ( 1.6, 76.3) 
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Region: Europe 

 
All patients 

N=53 

  Month 24 34.8 ( 1.6, 76.3) 

  Month 27 34.8 ( 1.6, 76.3) 

  Month 30  NE 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis 

product is received and accepted by the manufacturing facility 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t137_gd_b2001x.sas@@/main/1 25JUN21:16:03                                        Final 

 
  



  

  

174 

 



  

  

175 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 137d 

Overall survival (OS) by Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Events/Total (%) 2/18 (11.1) 

Maximum follow-up (months) 17.0 

Median follow-up (months) 10.12 

Percentiles (95% CI) [1]  

  25th  NE ( 5.3, NE) 

  50th  NE (10.6, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6 94.1 (65.0, 99.1) 

  Month 9 94.1 (65.0, 99.1) 

  Month 12 83.7 (46.5, 95.9) 

  Month 15 83.7 (46.5, 95.9) 

  Month 18  NE 
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-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis 

product is received and accepted by the manufacturing facility 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 137d 

Overall survival (OS) by Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Events/Total (%) 1/3 (33.3) 

Maximum follow-up (months) 15.3 

Median follow-up (months) 14.29 

Percentiles (95% CI) [1]  

  25th  3.9 ( 3.9, NE) 

  50th  NE ( 3.9, NE) 

  75th  NE ( 3.9, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6 66.7 ( 5.4, 94.5) 

  Month 9 66.7 ( 5.4, 94.5) 

  Month 12 66.7 ( 5.4, 94.5) 

  Month 15 66.7 ( 5.4, 94.5) 

  Month 18  NE 
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-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis 

product is received and accepted by the manufacturing facility 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 137e => Over all sur vi val ( OS) by Prior SCT therapy ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                  
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 137e 

Overall survival (OS) by Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Events/Total (%) 8/45 (17.8) 

Maximum follow-up (months) 17.2 

Median follow-up (months) 13.50 

Percentiles (95% CI) [1]  

  25th 15.7 (10.6, NE) 

  50th 17.2 (15.7, NE) 

  75th 17.2 (15.7, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 91.0 (77.7, 96.5) 

  Month 6 91.0 (77.7, 96.5) 

  Month 9 91.0 (77.7, 96.5) 

  Month 12 85.6 (70.6, 93.3) 

  Month 15 85.6 (70.6, 93.3) 

  Month 18  0.0 (NE, NE    ) 
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-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis 

product is received and accepted by the manufacturing facility 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 137e 

Overall survival (OS) by Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Events/Total (%) 5/29 (17.2) 

Maximum follow-up (months) 27.6 

Median follow-up (months) 9.33 

Percentiles (95% CI) [1]  

  25th  NE ( 2.5, NE) 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 92.8 (74.2, 98.2) 

  Month 6 84.9 (64.6, 94.1) 

  Month 9 84.9 (64.6, 94.1) 

  Month 12 79.3 (56.3, 91.0) 

  Month 15 79.3 (56.3, 91.0) 

  Month 18 79.3 (56.3, 91.0) 

  Month 21 79.3 (56.3, 91.0) 
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Prior SCT therapy: No 

 
All patients 

N=29 

  Month 24 79.3 (56.3, 91.0) 

  Month 27 79.3 (56.3, 91.0) 

  Month 30  NE 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis 

product is received and accepted by the manufacturing facility 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 137f => Overall sur vi val (OS) by Baseline bone marrow tumor bur den ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                  
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 137f 

Overall survival (OS) by Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Events/Total (%) 5/27 (18.5) 

Maximum follow-up (months) 27.6 

Median follow-up (months) 13.40 

Percentiles (95% CI) [1]  

  25th 15.7 (10.6, 17.2) 

  50th 17.2 (15.7, NE) 

  75th  NE (15.7, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 96.3 (76.5, 99.5) 

  Month 6 96.3 (76.5, 99.5) 

  Month 9 96.3 (76.5, 99.5) 

  Month 12 86.7 (63.8, 95.5) 

  Month 15 86.7 (63.8, 95.5) 

  Month 18 28.9 ( 1.1, 71.2) 

  Month 21 28.9 ( 1.1, 71.2) 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

  Month 24 28.9 ( 1.1, 71.2) 

  Month 27 28.9 ( 1.1, 71.2) 

  Month 30  NE 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis 

product is received and accepted by the manufacturing facility 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 137f 

Overall survival (OS) by Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Events/Total (%) 8/44 (18.2) 

Maximum follow-up (months) 17.0 

Median follow-up (months) 12.48 

Percentiles (95% CI) [1]  

  25th  NE ( 2.9, NE) 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 88.1 (73.6, 94.9) 

  Month 6 83.2 (67.9, 91.6) 

  Month 9 83.2 (67.9, 91.6) 

  Month 12 80.0 (63.7, 89.5) 

  Month 15 80.0 (63.7, 89.5) 

  Month 18  NE 
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-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis 

product is received and accepted by the manufacturing facility 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 137f 

Overall survival (OS) by Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Events/Total (%) 0/3 (0.0) 

Maximum follow-up (months) 14.5 

Median follow-up (months) 13.63 

Percentiles (95% CI) [1]  

  25th  NE 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6  100 ( 100, 100 ) 

  Month 9  100 ( 100, 100 ) 

  Month 12  100 ( 100, 100 ) 

  Month 15  NE 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis 
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product is received and accepted by the manufacturing facility 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 137g => Over all sur vi val ( OS) by N umber of pr evious r elapses ( Enr olled set ) 
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Table 137g 

Overall survival (OS) by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Events/Total (%) 2/7 (28.6) 

Maximum follow-up (months) 14.5 

Median follow-up (months) 9.59 

Percentiles (95% CI) [1]  

  25th  9.3 ( 2.3, NE) 

  50th  NE ( 2.3, NE) 

  75th  NE ( 9.3, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 83.3 (27.3, 97.5) 

  Month 6 83.3 (27.3, 97.5) 

  Month 9 83.3 (27.3, 97.5) 

  Month 12 66.7 (19.5, 90.4) 

  Month 15  NE 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis 

product is received and accepted by the manufacturing facility 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Table 137g 

Overall survival (OS) by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Events/Total (%) 6/32 (18.8) 

Maximum follow-up (months) 17.2 

Median follow-up (months) 12.06 

Percentiles (95% CI) [1]  

  25th 15.7 ( 2.9, NE) 

  50th 17.2 (15.7, NE) 

  75th 17.2 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 90.1 (72.2, 96.7) 

  Month 6 86.3 (67.4, 94.7) 

  Month 9 86.3 (67.4, 94.7) 

  Month 12 86.3 (67.4, 94.7) 

  Month 15 86.3 (67.4, 94.7) 

  Month 18  0.0 (NE, NE    ) 
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-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis 

product is received and accepted by the manufacturing facility 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Table 137g 

Overall survival (OS) by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Events/Total (%) 2/22 (9.1) 

Maximum follow-up (months) 27.6 

Median follow-up (months) 13.62 

Percentiles (95% CI) [1]  

  25th  NE ( 0.2, NE) 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 95.5 (71.9, 99.3) 

  Month 6 90.9 (68.3, 97.6) 

  Month 9 90.9 (68.3, 97.6) 

  Month 12 90.9 (68.3, 97.6) 

  Month 15 90.9 (68.3, 97.6) 

  Month 18 90.9 (68.3, 97.6) 

  Month 21 90.9 (68.3, 97.6) 
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Number of previous relapses: 2 

 
All patients 

N=22 

  Month 24 90.9 (68.3, 97.6) 

  Month 27 90.9 (68.3, 97.6) 

  Month 30  NE 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis 

product is received and accepted by the manufacturing facility 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Table 137g 

Overall survival (OS) by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Events/Total (%) 3/13 (23.1) 

Maximum follow-up (months) 15.3 

Median follow-up (months) 13.50 

Percentiles (95% CI) [1]  

  25th 11.2 ( 2.0, NE) 

  50th  NE (10.6, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 92.3 (56.6, 98.9) 

  Month 6 92.3 (56.6, 98.9) 

  Month 9 92.3 (56.6, 98.9) 

  Month 12 71.8 (34.9, 90.1) 

  Month 15 71.8 (34.9, 90.1) 

  Month 18  NE 
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-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis 

product is received and accepted by the manufacturing facility 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 138a => Bes t over all response (BOR) and over all remissi on rate (ORR)  withi n 3 months  pos t CTL019 infusi on by Age (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                               
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 138a 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Age 

Full analysis set 

 

Age: <10 years 

 
All patients 

N=34 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 16 (47.1)  

   CRi 11 (32.4)  

   No response 0  

   Unknown (UNK) 7 (20.6)  

Overall Remission Rate (ORR: CR+CRi) 27 (79.4) (62.1,91.3) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 138a 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Age 

Full analysis set 

 

Age: >=10 years to <18 years 

 
All patients 

N=18 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 13 (72.2)  

   CRi 4 (22.2)  

   No response 1 ( 5.6)  

   Unknown (UNK) 0  

Overall Remission Rate (ORR: CR+CRi) 17 (94.4) (72.7,99.9) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 138a 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Age 

Full analysis set 

 

Age: >=18 years 

 
All patients 

N=17 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 4 (23.5)  

   CRi 9 (52.9)  

   No response 2 (11.8)  

   Unknown (UNK) 2 (11.8)  

Overall Remission Rate (ORR: CR+CRi) 13 (76.5) (50.1,93.2) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Tabl e 138b => Bes t over all response (BOR) and over all remissi on rate (ORR)  withi n 3 months  pos t CTL019 infusi on by Gender (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                            
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 138b 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Gender 

Full analysis set 

 

Gender: Male 

 
All patients 

N=41 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 20 (48.8)  

   CRi 16 (39.0)  

   No response 1 ( 2.4)  

   Unknown (UNK) 4 ( 9.8)  

Overall Remission Rate (ORR: CR+CRi) 36 (87.8) (73.8,95.9) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 138b 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Gender 

Full analysis set 

 

Gender: Female 

 
All patients 

N=28 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 13 (46.4)  

   CRi 8 (28.6)  

   No response 2 ( 7.1)  

   Unknown (UNK) 5 (17.9)  

Overall Remission Rate (ORR: CR+CRi) 21 (75.0) (55.1,89.3) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Tabl e 138c  => Best overall r esponse (BOR) and overall remission rate (ORR) within 3 months post CTL019 i nfusion by Response status at s tudy entr y (Full anal ysis set ) 
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Table 138c 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by 

Response status at study entry 

Full analysis set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 1 ( 100)  

   CRi 0  

   No response 0  

   Unknown (UNK) 0  

Overall Remission Rate (ORR: CR+CRi) 1 ( 100) ( 0.0,97.5) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 138c 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by 

Response status at study entry 

Full analysis set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=68 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 32 (47.1)  

   CRi 24 (35.3)  

   No response 3 ( 4.4)  

   Unknown (UNK) 9 (13.2)  

Overall Remission Rate (ORR: CR+CRi) 56 (82.4) (71.2,90.5) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Tabl e 138d => Bes t over all response (BOR) and over all remissi on rate (ORR)  withi n 3 months  pos t CTL019 infusi on by R egion (Full anal ysis  set ) 
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Table 138d 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Region 

Full analysis set 

 

Region: Europe 

 
All patients 

N=48 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 28 (58.3)  

   CRi 14 (29.2)  

   No response 1 ( 2.1)  

   Unknown (UNK) 5 (10.4)  

Overall Remission Rate (ORR: CR+CRi) 42 (87.5) (74.8,95.3) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 138d 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Region 

Full analysis set 

 

Region: US 

 
All patients 

N=18 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 3 (16.7)  

   CRi 10 (55.6)  

   No response 2 (11.1)  

   Unknown (UNK) 3 (16.7)  

Overall Remission Rate (ORR: CR+CRi) 13 (72.2) (46.5,90.3) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 138d 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Region 

Full analysis set 

 

Region: Rest of World 

 
All patients 

N=3 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 2 (66.7)  

   CRi 0  

   No response 0  

   Unknown (UNK) 1 (33.3)  

Overall Remission Rate (ORR: CR+CRi) 2 (66.7) ( 9.4,99.2) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Tabl e 138e => Bes t over all response (BOR) and over all remissi on rate (ORR)  withi n 3 months  pos t CTL019 infusi on by Prior SC T ther apy (Full  anal ysis set ) 
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Table 138e 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Prior SCT therapy 

Full analysis set 

 

Prior SCT therapy: Yes 

 
All patients 

N=42 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 21 (50.0)  

   CRi 16 (38.1)  

   No response 2 ( 4.8)  

   Unknown (UNK) 3 ( 7.1)  

Overall Remission Rate (ORR: CR+CRi) 37 (88.1) (74.4,96.0) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 138e 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Prior SCT therapy 

Full analysis set 

 

Prior SCT therapy: No 

 
All patients 

N=27 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 12 (44.4)  

   CRi 8 (29.6)  

   No response 1 ( 3.7)  

   Unknown (UNK) 6 (22.2)  

Overall Remission Rate (ORR: CR+CRi) 20 (74.1) (53.7,88.9) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Tabl e 138f => Best over all response ( BOR) and overall r emission r ate (ORR) withi n 3 months post CTL019 infusi on by Baseline bone marr ow tumor  burden (Full anal ysis  set ) 
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Table 138f 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by 

Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 13 (50.0)  

   CRi 10 (38.5)  

   No response 1 ( 3.8)  

   Unknown (UNK) 2 ( 7.7)  

Overall Remission Rate (ORR: CR+CRi) 23 (88.5) (69.8,97.6) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 138f 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by 

Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 18 (45.0)  

   CRi 13 (32.5)  

   No response 2 ( 5.0)  

   Unknown (UNK) 7 (17.5)  

Overall Remission Rate (ORR: CR+CRi) 31 (77.5) (61.5,89.2) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 138f 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by 

Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 2 (66.7)  

   CRi 1 (33.3)  

   No response 0  

   Unknown (UNK) 0  

Overall Remission Rate (ORR: CR+CRi) 3 ( 100) ( 0.0,70.8) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 138g 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by 

Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 0 

 
All patients 

N=6 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 4 (66.7)  

   CRi 1 (16.7)  

   No response 0  

   Unknown (UNK) 1 (16.7)  

Overall Remission Rate (ORR: CR+CRi) 5 (83.3) (35.9,99.6) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 138g 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by 

Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 1 

 
All patients 

N=30 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 10 (33.3)  

   CRi 12 (40.0)  

   No response 2 ( 6.7)  

   Unknown (UNK) 6 (20.0)  

Overall Remission Rate (ORR: CR+CRi) 22 (73.3) (54.1,87.7) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 138g 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by 

Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 2 

 
All patients 

N=21 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 12 (57.1)  

   CRi 7 (33.3)  

   No response 0  

   Unknown (UNK) 2 ( 9.5)  

Overall Remission Rate (ORR: CR+CRi) 19 (90.5) (69.6,98.8) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 138g 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by 

Number of previous relapses 

Full analysis set 

 

Number of previous relapses: >=3 

 
All patients 

N=12 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 7 (58.3)  

   CRi 4 (33.3)  

   No response 1 ( 8.3)  

   Unknown (UNK) 0  

Overall Remission Rate (ORR: CR+CRi) 11 (91.7) (61.5,99.8) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Tabl e 139a => Bes t over all response (BOR) and over all remissi on rate (ORR)  withi n 3 months  pos t CTL019 infusi on by Age (Enr olled set ) 
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Table 139a 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 16 (43.2)  

   CRi 11 (29.7)  

   No response 0  

   Unknown (UNK) 10 (27.0)  

Overall Remission Rate (ORR: CR+CRi) 27 (73.0) (55.9,86.2) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 139a 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 13 (68.4)  

   CRi 4 (21.1)  

   No response 1 ( 5.3)  

   Unknown (UNK) 1 ( 5.3)  

Overall Remission Rate (ORR: CR+CRi) 17 (89.5) (66.9,98.7) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 139a 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 4 (22.2)  

   CRi 9 (50.0)  

   No response 2 (11.1)  

   Unknown (UNK) 3 (16.7)  

Overall Remission Rate (ORR: CR+CRi) 13 (72.2) (46.5,90.3) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Tabl e 139b => Bes t over all response (BOR) and over all remissi on rate (ORR)  withi n 3 months  pos t CTL019 infusi on by Gender (Enroll ed set ) 
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Table 139b 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 20 (45.5)  

   CRi 16 (36.4)  

   No response 1 ( 2.3)  

   Unknown (UNK) 7 (15.9)  

Overall Remission Rate (ORR: CR+CRi) 36 (81.8) (67.3,91.8) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 139b 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 13 (43.3)  

   CRi 8 (26.7)  

   No response 2 ( 6.7)  

   Unknown (UNK) 7 (23.3)  

Overall Remission Rate (ORR: CR+CRi) 21 (70.0) (50.6,85.3) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Tabl e 139c  => Best overall r esponse (BOR) and overall remission rate (ORR) within 3 months post CTL019 i nfusion by Response status at s tudy entr y ( Enr olled set ) 
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Table 139c 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by 

Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 1 ( 100)  

   CRi 0  

   No response 0  

   Unknown (UNK) 0  

Overall Remission Rate (ORR: CR+CRi) 1 ( 100) ( 0.0,97.5) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 139c 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by 

Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 32 (43.8)  

   CRi 24 (32.9)  

   No response 3 ( 4.1)  

   Unknown (UNK) 14 (19.2)  

Overall Remission Rate (ORR: CR+CRi) 56 (76.7) (65.4,85.8) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t139_gd_b2001x.sas@@/main/4 25JUN21:16:08                                        Final 

 



  

  

236 

Tabl e 139d => Bes t over all response (BOR) and over all remissi on rate (ORR)  withi n 3 months  pos t CTL019 infusi on by R egion (Enrolled set ) 
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Table 139d 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 28 (52.8)  

   CRi 14 (26.4)  

   No response 1 ( 1.9)  

   Unknown (UNK) 10 (18.9)  

Overall Remission Rate (ORR: CR+CRi) 42 (79.2) (65.9,89.2) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 139d 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 3 (16.7)  

   CRi 10 (55.6)  

   No response 2 (11.1)  

   Unknown (UNK) 3 (16.7)  

Overall Remission Rate (ORR: CR+CRi) 13 (72.2) (46.5,90.3) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 139d 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 2 (66.7)  

   CRi 0  

   No response 0  

   Unknown (UNK) 1 (33.3)  

Overall Remission Rate (ORR: CR+CRi) 2 (66.7) ( 9.4,99.2) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Tabl e 139e => Bes t over all response (BOR) and over all remissi on rate (ORR)  withi n 3 months  pos t CTL019 infusi on by Prior SC T ther apy (Enroll ed set ) 
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Table 139e 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 21 (46.7)  

   CRi 16 (35.6)  

   No response 2 ( 4.4)  

   Unknown (UNK) 6 (13.3)  

Overall Remission Rate (ORR: CR+CRi) 37 (82.2) (67.9,92.0) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 139e 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 12 (41.4)  

   CRi 8 (27.6)  

   No response 1 ( 3.4)  

   Unknown (UNK) 8 (27.6)  

Overall Remission Rate (ORR: CR+CRi) 20 (69.0) (49.2,84.7) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Tabl e 139f => Best over all response ( BOR) and overall r emission r ate (ORR) withi n 3 months post CTL019 infusi on by Baseline bone marr ow tumor  burden (Enrolled set ) 
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Table 139f 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by 

Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 13 (48.1)  

   CRi 10 (37.0)  

   No response 1 ( 3.7)  

   Unknown (UNK) 3 (11.1)  

Overall Remission Rate (ORR: CR+CRi) 23 (85.2) (66.3,95.8) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 139f 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by 

Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 18 (40.9)  

   CRi 13 (29.5)  

   No response 2 ( 4.5)  

   Unknown (UNK) 11 (25.0)  

Overall Remission Rate (ORR: CR+CRi) 31 (70.5) (54.8,83.2) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 139f 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by 

Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 2 (66.7)  

   CRi 1 (33.3)  

   No response 0  

   Unknown (UNK) 0  

Overall Remission Rate (ORR: CR+CRi) 3 ( 100) ( 0.0,70.8) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 139g 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by 

Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 4 (57.1)  

   CRi 1 (14.3)  

   No response 0  

   Unknown (UNK) 2 (28.6)  

Overall Remission Rate (ORR: CR+CRi) 5 (71.4) (29.0,96.3) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 139g 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by 

Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 10 (31.3)  

   CRi 12 (37.5)  

   No response 2 ( 6.3)  

   Unknown (UNK) 8 (25.0)  

Overall Remission Rate (ORR: CR+CRi) 22 (68.8) (50.0,83.9) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 139g 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by 

Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 12 (54.5)  

   CRi 7 (31.8)  

   No response 0  

   Unknown (UNK) 3 (13.6)  

Overall Remission Rate (ORR: CR+CRi) 19 (86.4) (65.1,97.1) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 139g 

Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by 

Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 7 (53.8)  

   CRi 4 (30.8)  

   No response 1 ( 7.7)  

   Unknown (UNK) 1 ( 7.7)  

Overall Remission Rate (ORR: CR+CRi) 11 (84.6) (54.6,98.1) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Tabl e 140a => Bes t over all response (BOR) and over all remissi on rate (ORR)  withi n 6 months  pos t CTL019 infusi on by Age (Full anal ysis set ) 
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Table 140a 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Age 

Full analysis set 

 

Age: <10 years 

 
All patients 

N=34 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 21 (61.8)  

   CRi 6 (17.6)  

   No response 0  

   Unknown (UNK) 7 (20.6)  

Overall Remission Rate (ORR: CR+CRi) 27 (79.4) (62.1,91.3) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 140a 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Age 

Full analysis set 

 

Age: >=10 years to <18 years 

 
All patients 

N=18 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 13 (72.2)  

   CRi 4 (22.2)  

   No response 1 ( 5.6)  

   Unknown (UNK) 0  

Overall Remission Rate (ORR: CR+CRi) 17 (94.4) (72.7,99.9) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 140a 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Age 

Full analysis set 

 

Age: >=18 years 

 
All patients 

N=17 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 5 (29.4)  

   CRi 8 (47.1)  

   No response 2 (11.8)  

   Unknown (UNK) 2 (11.8)  

Overall Remission Rate (ORR: CR+CRi) 13 (76.5) (50.1,93.2) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 140b 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Gender 

Full analysis set 

 

Gender: Male 

 
All patients 

N=41 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 24 (58.5)  

   CRi 12 (29.3)  

   No response 1 ( 2.4)  

   Unknown (UNK) 4 ( 9.8)  

Overall Remission Rate (ORR: CR+CRi) 36 (87.8) (73.8,95.9) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 140b 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Gender 

Full analysis set 

 

Gender: Female 

 
All patients 

N=28 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 15 (53.6)  

   CRi 6 (21.4)  

   No response 2 ( 7.1)  

   Unknown (UNK) 5 (17.9)  

Overall Remission Rate (ORR: CR+CRi) 21 (75.0) (55.1,89.3) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Tabl e 140c  => Best overall r esponse (BOR) and overall remission rate (ORR) within 6 months post CTL019 i nfusion by Response status at s tudy entr y (Full anal ysis set ) 
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Table 140c 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by 

Response status at study entry 

Full analysis set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 1 ( 100)  

   CRi 0  

   No response 0  

   Unknown (UNK) 0  

Overall Remission Rate (ORR: CR+CRi) 1 ( 100) ( 0.0,97.5) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 140c 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by 

Response status at study entry 

Full analysis set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=68 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 38 (55.9)  

   CRi 18 (26.5)  

   No response 3 ( 4.4)  

   Unknown (UNK) 9 (13.2)  

Overall Remission Rate (ORR: CR+CRi) 56 (82.4) (71.2,90.5) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Tabl e 140d => Bes t over all response (BOR) and over all remissi on rate (ORR)  withi n 6 months  pos t CTL019 infusi on by R egion (Full anal ysis  set ) 
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Table 140d 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Region 

Full analysis set 

 

Region: Europe 

 
All patients 

N=48 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 32 (66.7)  

   CRi 10 (20.8)  

   No response 1 ( 2.1)  

   Unknown (UNK) 5 (10.4)  

Overall Remission Rate (ORR: CR+CRi) 42 (87.5) (74.8,95.3) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 140d 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Region 

Full analysis set 

 

Region: US 

 
All patients 

N=18 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 5 (27.8)  

   CRi 8 (44.4)  

   No response 2 (11.1)  

   Unknown (UNK) 3 (16.7)  

Overall Remission Rate (ORR: CR+CRi) 13 (72.2) (46.5,90.3) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 140d 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Region 

Full analysis set 

 

Region: Rest of World 

 
All patients 

N=3 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 2 (66.7)  

   CRi 0  

   No response 0  

   Unknown (UNK) 1 (33.3)  

Overall Remission Rate (ORR: CR+CRi) 2 (66.7) ( 9.4,99.2) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Tabl e 140e => Bes t over all response (BOR) and over all remissi on rate (ORR)  withi n 6 months  pos t CTL019 infusi on by Prior SC T ther apy (Full  anal ysis set ) 
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Table 140e 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Prior SCT therapy 

Full analysis set 

 

Prior SCT therapy: Yes 

 
All patients 

N=42 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 26 (61.9)  

   CRi 11 (26.2)  

   No response 2 ( 4.8)  

   Unknown (UNK) 3 ( 7.1)  

Overall Remission Rate (ORR: CR+CRi) 37 (88.1) (74.4,96.0) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 140e 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Prior SCT therapy 

Full analysis set 

 

Prior SCT therapy: No 

 
All patients 

N=27 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 13 (48.1)  

   CRi 7 (25.9)  

   No response 1 ( 3.7)  

   Unknown (UNK) 6 (22.2)  

Overall Remission Rate (ORR: CR+CRi) 20 (74.1) (53.7,88.9) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t140_gd_b2001x.sas@@/main/3 25JUN21:16:12                                        Final 

 



  

  

269 
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Table 140f 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by 

Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 16 (61.5)  

   CRi 7 (26.9)  

   No response 1 ( 3.8)  

   Unknown (UNK) 2 ( 7.7)  

Overall Remission Rate (ORR: CR+CRi) 23 (88.5) (69.8,97.6) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 140f 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by 

Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 21 (52.5)  

   CRi 10 (25.0)  

   No response 2 ( 5.0)  

   Unknown (UNK) 7 (17.5)  

Overall Remission Rate (ORR: CR+CRi) 31 (77.5) (61.5,89.2) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 140f 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by 

Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 2 (66.7)  

   CRi 1 (33.3)  

   No response 0  

   Unknown (UNK) 0  

Overall Remission Rate (ORR: CR+CRi) 3 ( 100) ( 0.0,70.8) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 140g 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by 

Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 0 

 
All patients 

N=6 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 4 (66.7)  

   CRi 1 (16.7)  

   No response 0  

   Unknown (UNK) 1 (16.7)  

Overall Remission Rate (ORR: CR+CRi) 5 (83.3) (35.9,99.6) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 140g 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by 

Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 1 

 
All patients 

N=30 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 12 (40.0)  

   CRi 10 (33.3)  

   No response 2 ( 6.7)  

   Unknown (UNK) 6 (20.0)  

Overall Remission Rate (ORR: CR+CRi) 22 (73.3) (54.1,87.7) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 140g 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by 

Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 2 

 
All patients 

N=21 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 15 (71.4)  

   CRi 4 (19.0)  

   No response 0  

   Unknown (UNK) 2 ( 9.5)  

Overall Remission Rate (ORR: CR+CRi) 19 (90.5) (69.6,98.8) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 140g 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by 

Number of previous relapses 

Full analysis set 

 

Number of previous relapses: >=3 

 
All patients 

N=12 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 8 (66.7)  

   CRi 3 (25.0)  

   No response 1 ( 8.3)  

   Unknown (UNK) 0  

Overall Remission Rate (ORR: CR+CRi) 11 (91.7) (61.5,99.8) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t140_gd_b2001x.sas@@/main/3 25JUN21:16:13                                        Final 

 



  

  

278 

Tabl e 141a => Bes t over all response (BOR) and over all remissi on rate (ORR)  withi n 6 months  pos t CTL019 infusi on by Age (Enr ol led set ) 
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Table 141a 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 21 (56.8)  

   CRi 6 (16.2)  

   No response 0  

   Unknown (UNK) 10 (27.0)  

Overall Remission Rate (ORR: CR+CRi) 27 (73.0) (55.9,86.2) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 141a 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 13 (68.4)  

   CRi 4 (21.1)  

   No response 1 ( 5.3)  

   Unknown (UNK) 1 ( 5.3)  

Overall Remission Rate (ORR: CR+CRi) 17 (89.5) (66.9,98.7) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Table 141a 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 5 (27.8)  

   CRi 8 (44.4)  

   No response 2 (11.1)  

   Unknown (UNK) 3 (16.7)  

Overall Remission Rate (ORR: CR+CRi) 13 (72.2) (46.5,90.3) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Tabl e 141b => Bes t over all response (BOR) and over all remissi on rate (ORR)  withi n 6 months  pos t CTL019 infusi on by Gender (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                 
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 141b 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 24 (54.5)  

   CRi 12 (27.3)  

   No response 1 ( 2.3)  

   Unknown (UNK) 7 (15.9)  

Overall Remission Rate (ORR: CR+CRi) 36 (81.8) (67.3,91.8) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 141b 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 15 (50.0)  

   CRi 6 (20.0)  

   No response 2 ( 6.7)  

   Unknown (UNK) 7 (23.3)  

Overall Remission Rate (ORR: CR+CRi) 21 (70.0) (50.6,85.3) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Tabl e 141c  => Best overall r esponse (BOR) and overall remission rate (ORR) within 6 months post CTL019 i nfusion by Response status at s tudy entr y ( Enr olled set ) 
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Table 141c 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by 

Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 1 ( 100)  

   CRi 0  

   No response 0  

   Unknown (UNK) 0  

Overall Remission Rate (ORR: CR+CRi) 1 ( 100) ( 0.0,97.5) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 141c 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by 

Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 38 (52.1)  

   CRi 18 (24.7)  

   No response 3 ( 4.1)  

   Unknown (UNK) 14 (19.2)  

Overall Remission Rate (ORR: CR+CRi) 56 (76.7) (65.4,85.8) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Tabl e 141d => Bes t over all response (BOR) and over all remissi on rate (ORR)  withi n 6 months  pos t CTL019 infusi on by R egion (Enrolled set ) 
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Table 141d 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 32 (60.4)  

   CRi 10 (18.9)  

   No response 1 ( 1.9)  

   Unknown (UNK) 10 (18.9)  

Overall Remission Rate (ORR: CR+CRi) 42 (79.2) (65.9,89.2) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 141d 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 5 (27.8)  

   CRi 8 (44.4)  

   No response 2 (11.1)  

   Unknown (UNK) 3 (16.7)  

Overall Remission Rate (ORR: CR+CRi) 13 (72.2) (46.5,90.3) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 141d 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 2 (66.7)  

   CRi 0  

   No response 0  

   Unknown (UNK) 1 (33.3)  

Overall Remission Rate (ORR: CR+CRi) 2 (66.7) ( 9.4,99.2) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Tabl e 141e => Bes t over all response (BOR) and over all remissi on rate (ORR)  withi n 6 months  pos t CTL019 infusi on by Prior SC T ther apy (Enroll ed set ) 
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Table 141e 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 26 (57.8)  

   CRi 11 (24.4)  

   No response 2 ( 4.4)  

   Unknown (UNK) 6 (13.3)  

Overall Remission Rate (ORR: CR+CRi) 37 (82.2) (67.9,92.0) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 141e 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 13 (44.8)  

   CRi 7 (24.1)  

   No response 1 ( 3.4)  

   Unknown (UNK) 8 (27.6)  

Overall Remission Rate (ORR: CR+CRi) 20 (69.0) (49.2,84.7) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Tabl e 141f => Best over all response ( BOR) and overall r emission r ate (ORR) withi n 6 months post CTL019 infusi on by Baseline bone marr ow tumor  burden (Enrolled set ) 
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Table 141f 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by 

Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 16 (59.3)  

   CRi 7 (25.9)  

   No response 1 ( 3.7)  

   Unknown (UNK) 3 (11.1)  

Overall Remission Rate (ORR: CR+CRi) 23 (85.2) (66.3,95.8) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 141f 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by 

Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 21 (47.7)  

   CRi 10 (22.7)  

   No response 2 ( 4.5)  

   Unknown (UNK) 11 (25.0)  

Overall Remission Rate (ORR: CR+CRi) 31 (70.5) (54.8,83.2) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 141f 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by 

Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 2 (66.7)  

   CRi 1 (33.3)  

   No response 0  

   Unknown (UNK) 0  

Overall Remission Rate (ORR: CR+CRi) 3 ( 100) ( 0.0,70.8) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Tabl e 141g => Bes t over all response (BOR) and over all remissi on rate (ORR)  withi n 6 months  pos t CTL019 infusi on by N umber of previ ous rel apses (Enroll ed set ) 
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Table 141g 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by 

Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 4 (57.1)  

   CRi 1 (14.3)  

   No response 0  

   Unknown (UNK) 2 (28.6)  

Overall Remission Rate (ORR: CR+CRi) 5 (71.4) (29.0,96.3) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 141g 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by 

Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 12 (37.5)  

   CRi 10 (31.3)  

   No response 2 ( 6.3)  

   Unknown (UNK) 8 (25.0)  

Overall Remission Rate (ORR: CR+CRi) 22 (68.8) (50.0,83.9) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 141g 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by 

Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 15 (68.2)  

   CRi 4 (18.2)  

   No response 0  

   Unknown (UNK) 3 (13.6)  

Overall Remission Rate (ORR: CR+CRi) 19 (86.4) (65.1,97.1) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 141g 

Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by 

Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

 n (%) 95% CI 

Best overall response (BOR)   

   CR 8 (61.5)  

   CRi 3 (23.1)  

   No response 1 ( 7.7)  

   Unknown (UNK) 1 ( 7.7)  

Overall Remission Rate (ORR: CR+CRi) 11 (84.6) (54.6,98.1) 

 

 
CI=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the enrolled set (N). 
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Tabl e 142a => R elapse fr ee sur vi val (RFS) censoring H SCT by Age (Full anal ysis set ) 
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Table 142a 

Relapse free survival (RFS) censoring HSCT by Age 

Full analysis set 

 

Age: <10 years 

 
All patients 

N=27 

Events/Responders (%) 5/27 (18.5) 

Maximum follow-up (months) 11.5 

Median follow-up (months) 8.84 

Percentiles (95% CI) [1]  

  25th 11.1 ( 2.7, NE) 

  50th  NE (11.1, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 92.0 (71.6, 97.9) 

  Month 6 87.8 (66.8, 95.9) 

  Month 9 82.9 (60.5, 93.3) 

  Month 12  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 
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[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 142a 

Relapse free survival (RFS) censoring HSCT by Age 

Full analysis set 

 

Age: >=10 years to <18 years 

 
All patients 

N=17 

Events/Responders (%) 6/17 (35.3) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 9.13 

Percentiles (95% CI) [1]  

  25th  8.0 ( 2.1, NE) 

  50th 14.4 ( 8.0, NE) 

  75th 14.4 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 87.8 (59.5, 96.8) 

  Month 6 80.5 (50.6, 93.3) 

  Month 9 73.2 (43.0, 89.1) 

  Month 12 65.1 (34.7, 84.0) 

  Month 15  0.0 (NE, NE    ) 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 
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Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t142_gd_b2001x.sas@@/main/1 25JUN21:16:18                                        Final 

 
  



  

  

309 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 142a 

Relapse free survival (RFS) censoring HSCT by Age 

Full analysis set 

 

Age: >=18 years 

 
All patients 

N=13 

Events/Responders (%) 4/13 (30.8) 

Maximum follow-up (months) 11.3 

Median follow-up (months) 8.90 

Percentiles (95% CI) [1]  

  25th  7.6 ( 1.7, NE) 

  50th  NE ( 3.3, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 92.3 (56.6, 98.9) 

  Month 6 75.5 (41.6, 91.4) 

  Month 9 66.1 (32.5, 85.8) 

  Month 12  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 
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Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 142b => R elapse fr ee sur vi val (RFS) censoring H SCT by Gender (Full anal ysis set ) 
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Table 142b 

Relapse free survival (RFS) censoring HSCT by Gender 

Full analysis set 

 

Gender: Male 

 
All patients 

N=36 

Events/Responders (%) 10/36 (27.8) 

Maximum follow-up (months) 11.5 

Median follow-up (months) 8.07 

Percentiles (95% CI) [1]  

  25th  7.6 ( 2.8, NE) 

  50th  NE ( 8.0, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 88.3 (71.7, 95.4) 

  Month 6 78.9 (60.7, 89.4) 

  Month 9 68.2 (48.6, 81.6) 

  Month 12  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 
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[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 142b 

Relapse free survival (RFS) censoring HSCT by Gender 

Full analysis set 

 

Gender: Female 

 
All patients 

N=21 

Events/Responders (%) 5/21 (23.8) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 10.58 

Percentiles (95% CI) [1]  

  25th 11.1 ( 2.7, NE) 

  50th 14.4 (11.1, NE) 

  75th 14.4 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 95.0 (69.5, 99.3) 

  Month 6 89.4 (63.8, 97.3) 

  Month 9 89.4 (63.8, 97.3) 

  Month 12 71.7 (38.7, 89.0) 

  Month 15  0.0 (NE, NE    ) 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 
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Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 142c  => Rel apse free sur vi val (RFS) censoring HSCT  by Response status at study entr y (Full anal ysis  set ) 
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Table 142c 

Relapse free survival (RFS) censoring HSCT by Response status at study entry 

Full analysis set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Events/Responders (%) 1/1 (100.0) 

Maximum follow-up (months) 2.1 

Median follow-up (months) 2.10 

Percentiles (95% CI) [1]  

  25th  2.1 (NE, NE) 

  50th  2.1 (NE, NE) 

  75th  2.1 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  0.0 (NE, NE    ) 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 142c 

Relapse free survival (RFS) censoring HSCT by Response status at study entry 

Full analysis set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=56 

Events/Responders (%) 14/56 (25.0) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 9.02 

Percentiles (95% CI) [1]  

  25th  9.1 ( 4.7, NE) 

  50th 14.4 (NE, NE) 

  75th 14.4 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 92.4 (81.1, 97.1) 

  Month 6 84.2 (70.8, 91.8) 

  Month 9 77.4 (62.7, 86.8) 

  Month 12 69.6 (51.8, 82.0) 

  Month 15  0.0 (NE, NE    ) 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 
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Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 142d => R elapse fr ee sur vi val (RFS) censoring H SCT by R egion (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                   
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 142d 

Relapse free survival (RFS) censoring HSCT by Region 

Full analysis set 

 

Region: Europe 

 
All patients 

N=42 

Events/Responders (%) 9/42 (21.4) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 10.63 

Percentiles (95% CI) [1]  

  25th 11.1 ( 5.0, NE) 

  50th 14.4 (NE, NE) 

  75th 14.4 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 95.0 (81.4, 98.7) 

  Month 6 89.5 (74.3, 95.9) 

  Month 9 83.5 (66.8, 92.3) 

  Month 12 74.3 (53.5, 86.9) 

  Month 15  0.0 (NE, NE    ) 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 
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Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t142_gd_b2001x.sas@@/main/1 25JUN21:16:19                                        Final 

 
  



  

  

323 

 



  

  

324 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 142d 

Relapse free survival (RFS) censoring HSCT by Region 

Full analysis set 

 

Region: US 

 
All patients 

N=13 

Events/Responders (%) 6/13 (46.2) 

Maximum follow-up (months) 10.9 

Median follow-up (months) 4.70 

Percentiles (95% CI) [1]  

  25th  3.3 ( 1.7,  6.9) 

  50th  6.9 ( 2.7, NE) 

  75th  NE ( 6.9, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 75.5 (41.6, 91.4) 

  Month 6 57.5 (25.7, 79.9) 

  Month 9 46.0 (16.2, 71.9) 

  Month 12  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 
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[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 142d 

Relapse free survival (RFS) censoring HSCT by Region 

Full analysis set 

 

Region: Rest of World 

 
All patients 

N=2 

Events/Responders (%) 0/2 (0.0) 

Maximum follow-up (months) 11.1 

Median follow-up (months) 9.68 

Percentiles (95% CI) [1]  

  25th  NE 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6  100 ( 100, 100 ) 

  Month 9  100 ( 100, 100 ) 

  Month 12  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 
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Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 142e => R elapse fr ee sur vi val (RFS) censoring H SCT by Prior SCT therapy (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                        
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 142e 

Relapse free survival (RFS) censoring HSCT by Prior SCT therapy 

Full analysis set 

 

Prior SCT therapy: Yes 

 
All patients 

N=37 

Events/Responders (%) 7/37 (18.9) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 10.28 

Percentiles (95% CI) [1]  

  25th 11.1 ( 7.6, NE) 

  50th 14.4 (11.1, NE) 

  75th 14.4 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6 97.0 (80.4, 99.6) 

  Month 9 86.2 (67.2, 94.6) 

  Month 12 74.4 (49.3, 88.4) 

  Month 15  0.0 (NE, NE    ) 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 



  

  

329 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 142e 

Relapse free survival (RFS) censoring HSCT by Prior SCT therapy 

Full analysis set 

 

Prior SCT therapy: No 

 
All patients 

N=20 

Events/Responders (%) 8/20 (40.0) 

Maximum follow-up (months) 11.1 

Median follow-up (months) 6.52 

Percentiles (95% CI) [1]  

  25th  2.8 ( 1.7, NE) 

  50th  NE ( 2.8, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 74.1 (48.5, 88.3) 

  Month 6 57.0 (32.0, 75.8) 

  Month 9 57.0 (32.0, 75.8) 

  Month 12  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 



  

  

332 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 142f => Rel apse free sur vi val (RFS) censoring HSC T by Baseline bone marrow tumor bur den (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                        
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 142f 

Relapse free survival (RFS) censoring HSCT by Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=23 

Events/Responders (%) 7/23 (30.4) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 9.13 

Percentiles (95% CI) [1]  

  25th  9.1 ( 3.3, NE) 

  50th 14.4 ( 9.1, NE) 

  75th 14.4 (11.1, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6 90.2 (66.2, 97.5) 

  Month 9 78.9 (53.0, 91.6) 

  Month 12 57.9 (24.0, 81.1) 

  Month 15  0.0 (NE, NE    ) 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 
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Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 142f 

Relapse free survival (RFS) censoring HSCT by Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=31 

Events/Responders (%) 8/31 (25.8) 

Maximum follow-up (months) 11.5 

Median follow-up (months) 8.90 

Percentiles (95% CI) [1]  

  25th  7.6 ( 2.4, NE) 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 83.2 (64.1, 92.6) 

  Month 6 75.6 (55.4, 87.6) 

  Month 9 71.4 (50.6, 84.7) 

  Month 12  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 
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[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 142f 

Relapse free survival (RFS) censoring HSCT by Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Events/Responders (%) 0/3 (0.0) 

Maximum follow-up (months) 11.3 

Median follow-up (months) 8.21 

Percentiles (95% CI) [1]  

  25th  NE 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6  100 ( 100, 100 ) 

  Month 9  100 ( 100, 100 ) 

  Month 12  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 



  

  

339 

Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 142g => R elapse fr ee sur vi val (RFS) censoring H SCT by N umber of pr evious r elapses (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                              
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 142g 

Relapse free survival (RFS) censoring HSCT by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 0 

 
All patients 

N=5 

Events/Responders (%) 3/5 (60.0) 

Maximum follow-up (months) 11.1 

Median follow-up (months) 2.66 

Percentiles (95% CI) [1]  

  25th  2.4 ( 2.1, NE) 

  50th  2.7 ( 2.1, NE) 

  75th  NE ( 2.1, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 40.0 ( 5.2, 75.3) 

  Month 6 40.0 ( 5.2, 75.3) 

  Month 9 40.0 ( 5.2, 75.3) 

  Month 12  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 

Brookmeyer and Crowley (1982). 
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[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 142g 

Relapse free survival (RFS) censoring HSCT by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 1 

 
All patients 

N=22 

Events/Responders (%) 6/22 (27.3) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 8.07 

Percentiles (95% CI) [1]  

  25th  9.1 ( 1.7, NE) 

  50th 14.4 ( 9.1, NE) 

  75th 14.4 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 95.5 (71.9, 99.3) 

  Month 6 84.2 (58.4, 94.7) 

  Month 9 77.7 (50.5, 91.1) 

  Month 12 69.1 (39.4, 86.4) 

  Month 15  0.0 (NE, NE    ) 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 
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Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 142g 

Relapse free survival (RFS) censoring HSCT by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 2 

 
All patients 

N=19 

Events/Responders (%) 3/19 (15.8) 

Maximum follow-up (months) 11.1 

Median follow-up (months) 10.68 

Percentiles (95% CI) [1]  

  25th 11.1 ( 2.8, NE) 

  50th  NE (11.1, NE) 

  75th  NE (11.1, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 94.7 (68.1, 99.2) 

  Month 6 94.7 (68.1, 99.2) 

  Month 9 88.0 (59.4, 96.9) 

  Month 12  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 
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Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 142g 

Relapse free survival (RFS) censoring HSCT by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: >=3 

 
All patients 

N=11 

Events/Responders (%) 3/11 (27.3) 

Maximum follow-up (months) 11.5 

Median follow-up (months) 10.78 

Percentiles (95% CI) [1]  

  25th  8.0 ( 3.3, NE) 

  50th  NE ( 3.3, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6 80.0 (40.9, 94.6) 

  Month 9 70.0 (32.9, 89.2) 

  Month 12  NE 

 

 
- Full analysis set (FAS) = All patients who received an infusion of CTL019 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of 
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Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will 

remain event-free up to the specified time point. % Event-free probability estimates are 

obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for CIs of 

KM estimates. 
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Tabl e 143a => Adverse events pos t CTL019 infusi on, r egardl ess of study drug rel ati onshi p, by pri mar y system organ class, preferr ed ter m, maxi mum CTC  grade and Age (Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                          
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143a 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 34 (100) 6 (17.6) 3 (8.8 ) 8 (23.5) 17 (50.0) 

Blood and lymphatic system disorders      

  -Total 16 (47.1) 3 (8.8 ) 2 (5.9 ) 7 (20.6) 4 (11.8) 

  Anaemia 9 (26.5) 3 (8.8 ) 1 (2.9 ) 5 (14.7) 0 

  Neutropenia 6 (17.6) 0 0 2 (5.9 ) 4 (11.8) 

  Disseminated intravascular coagulation 2 (5.9 ) 0 2 (5.9 ) 0 0 

  Febrile neutropenia 2 (5.9 ) 0 0 2 (5.9 ) 0 

Cardiac disorders      

  -Total 7 (20.6) 4 (11.8) 2 (5.9 ) 1 (2.9 ) 0 

  Sinus tachycardia 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Tachycardia 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

  Sinus bradycardia 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Cardiac hypertrophy 1 (2.9 ) 0 1 (2.9 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Left ventricular dysfunction 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Pericardial effusion 1 (2.9 ) 0 1 (2.9 ) 0 0 

Endocrine disorders      

  -Total 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Precocious puberty 1 (2.9 ) 1 (2.9 ) 0 0 0 

Eye disorders      

  -Total 3 (8.8 ) 1 (2.9 ) 2 (5.9 ) 0 0 

  Blepharospasm 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Diplopia 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Dry eye 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Ocular hypertension 1 (2.9 ) 0 1 (2.9 ) 0 0 

Gastrointestinal disorders      

  -Total 17 (50.0) 7 (20.6) 7 (20.6) 3 (8.8 ) 0 

  Diarrhoea 10 (29.4) 8 (23.5) 1 (2.9 ) 1 (2.9 ) 0 

  Vomiting 6 (17.6) 4 (11.8) 2 (5.9 ) 0 0 

  Abdominal pain 5 (14.7) 3 (8.8 ) 2 (5.9 ) 0 0 

  Nausea 4 (11.8) 0 4 (11.8) 0 0 

  Paraesthesia oral 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Abdominal distension 1 (2.9 ) 1 (2.9 ) 0 0 0 



  

  

351 

Timing: within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal fissure 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Anal fistula 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Anal haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Hypoaesthesia oral 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Lip dry 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Lip haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Proctalgia 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Rectal ulcer 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Stomatitis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Upper gastrointestinal haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

General disorders and administration site 
conditions 

     

  -Total 18 (52.9) 8 (23.5) 6 (17.6) 3 (8.8 ) 1 (2.9 ) 

  Pyrexia 14 (41.2) 8 (23.5) 5 (14.7) 1 (2.9 ) 0 

  Face oedema 4 (11.8) 4 (11.8) 0 0 0 

  Fatigue 3 (8.8 ) 1 (2.9 ) 2 (5.9 ) 0 0 

  Catheter site pain 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Drug withdrawal syndrome 1 (2.9 ) 0 0 1 (2.9 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Localised oedema 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Mucosal inflammation 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Multiple organ dysfunction syndrome 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Non-cardiac chest pain 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Oedema peripheral 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Pain 1 (2.9 ) 1 (2.9 ) 0 0 0 

Hepatobiliary disorders      

  -Total 4 (11.8) 1 (2.9 ) 1 (2.9 ) 1 (2.9 ) 1 (2.9 ) 

  Cholestasis 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Gallbladder oedema 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Hepatic failure 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Hepatosplenomegaly 1 (2.9 ) 0 0 0 1 (2.9 ) 

Immune system disorders      

  -Total 28 (82.4) 5 (14.7) 10 (29.4) 5 (14.7) 8 (23.5) 

  Cytokine release syndrome 25 (73.5) 7 (20.6) 6 (17.6) 4 (11.8) 8 (23.5) 

  Hypogammaglobulinaemia 12 (35.3) 3 (8.8 ) 8 (23.5) 1 (2.9 ) 0 

  Allergy to immunoglobulin therapy 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Atopy 1 (2.9 ) 1 (2.9 ) 0 0 0 

Infections and infestations      
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Timing: within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 11 (32.4) 2 (5.9 ) 4 (11.8) 4 (11.8) 1 (2.9 ) 

  Bronchopulmonary aspergillosis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Candida infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Cellulitis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Device related infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Helminthic infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Influenza 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Meningitis aseptic 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Nail infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Parotitis 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Pneumonia 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Pneumonia viral 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Rash pustular 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Respiratory tract infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Sepsis 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Sinusitis 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Upper respiratory tract infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Urinary tract infection viral 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Vascular device infection 1 (2.9 ) 0 0 1 (2.9 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Viral upper respiratory tract infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 5 (14.7) 1 (2.9 ) 4 (11.8) 0 0 

  Allergic transfusion reaction 2 (5.9 ) 0 2 (5.9 ) 0 0 

  Contusion 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Fall 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Infusion related reaction 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Post procedural haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Stoma site erythema 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Stoma site haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Subcutaneous haematoma 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Transfusion reaction 1 (2.9 ) 1 (2.9 ) 0 0 0 

Investigations      

  -Total 21 (61.8) 2 (5.9 ) 2 (5.9 ) 6 (17.6) 11 (32.4) 

  White blood cell count decreased 9 (26.5) 0 2 (5.9 ) 3 (8.8 ) 4 (11.8) 

  Neutrophil count decreased 7 (20.6) 1 (2.9 ) 0 1 (2.9 ) 5 (14.7) 

  Platelet count decreased 5 (14.7) 1 (2.9 ) 1 (2.9 ) 1 (2.9 ) 2 (5.9 ) 

  Blood fibrinogen decreased 4 (11.8) 0 1 (2.9 ) 3 (8.8 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspartate aminotransferase increased 3 (8.8 ) 1 (2.9 ) 1 (2.9 ) 1 (2.9 ) 0 

  Alanine aminotransferase increased 2 (5.9 ) 1 (2.9 ) 0 1 (2.9 ) 0 

  Blood bilirubin increased 2 (5.9 ) 0 0 1 (2.9 ) 1 (2.9 ) 

  Lymphocyte count decreased 2 (5.9 ) 0 0 2 (5.9 ) 0 

  Prothrombin time prolonged 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (2.9 ) 1 (2.9 ) 0 0 0 

  Ammonia increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Blood alkaline phosphatase increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Blood creatine phosphokinase increased 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Blood creatinine increased 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Blood magnesium increased 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Blood urea decreased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Blood urine present 1 (2.9 ) 0 1 (2.9 ) 0 0 

  C-reactive protein increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Chest x-ray abnormal 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Haemoglobin decreased 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Heart sounds abnormal 1 (2.9 ) 1 (2.9 ) 0 0 0 

  International normalised ratio increased 1 (2.9 ) 1 (2.9 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lipase increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Serum ferritin increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 18 (52.9) 6 (17.6) 3 (8.8 ) 7 (20.6) 2 (5.9 ) 

  Hypokalaemia 11 (32.4) 4 (11.8) 1 (2.9 ) 6 (17.6) 0 

  Hypophosphataemia 7 (20.6) 4 (11.8) 1 (2.9 ) 2 (5.9 ) 0 

  Hypoalbuminaemia 4 (11.8) 1 (2.9 ) 3 (8.8 ) 0 0 

  Hypocalcaemia 4 (11.8) 0 0 2 (5.9 ) 2 (5.9 ) 

  Decreased appetite 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

  Hypomagnesaemia 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Dehydration 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Fluid overload 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Hypernatraemia 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Hyperuricaemia 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Hyponatraemia 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Tumour lysis syndrome 1 (2.9 ) 0 0 0 1 (2.9 ) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 8 (23.5) 4 (11.8) 3 (8.8 ) 1 (2.9 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Myalgia 4 (11.8) 4 (11.8) 0 0 0 

  Pain in extremity 4 (11.8) 2 (5.9 ) 2 (5.9 ) 0 0 

  Muscular weakness 2 (5.9 ) 0 1 (2.9 ) 1 (2.9 ) 0 

  Bone pain 1 (2.9 ) 0 1 (2.9 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Leukaemia 1 (2.9 ) 0 0 0 1 (2.9 ) 

Nervous system disorders      

  -Total 11 (32.4) 6 (17.6) 2 (5.9 ) 3 (8.8 ) 0 

  Headache 6 (17.6) 5 (14.7) 1 (2.9 ) 0 0 

  Seizure 3 (8.8 ) 0 1 (2.9 ) 2 (5.9 ) 0 

  Tremor 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Depressed level of consciousness 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Dysgeusia 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Encephalopathy 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Lethargy 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Nervous system disorder 1 (2.9 ) 0 1 (2.9 ) 0 0 

Psychiatric disorders      
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Timing: within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 9 (26.5) 4 (11.8) 4 (11.8) 1 (2.9 ) 0 

  Agitation 3 (8.8 ) 0 2 (5.9 ) 1 (2.9 ) 0 

  Anxiety 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

  Confusional state 2 (5.9 ) 0 1 (2.9 ) 1 (2.9 ) 0 

  Insomnia 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Irritability 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Delirium 1 (2.9 ) 0 1 (2.9 ) 0 0 

Renal and urinary disorders      

  -Total 7 (20.6) 2 (5.9 ) 3 (8.8 ) 1 (2.9 ) 1 (2.9 ) 

  Acute kidney injury 3 (8.8 ) 0 1 (2.9 ) 1 (2.9 ) 1 (2.9 ) 

  Haematuria 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Dysuria 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Polyuria 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Proteinuria 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Urinary incontinence 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Urinary tract disorder 1 (2.9 ) 0 1 (2.9 ) 0 0 

Reproductive system and breast disorders      

  -Total 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Scrotal oedema 1 (2.9 ) 1 (2.9 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 12 (35.3) 5 (14.7) 3 (8.8 ) 3 (8.8 ) 1 (2.9 ) 

  Cough 5 (14.7) 3 (8.8 ) 2 (5.9 ) 0 0 

  Hypoxia 5 (14.7) 1 (2.9 ) 1 (2.9 ) 2 (5.9 ) 1 (2.9 ) 

  Epistaxis 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Oropharyngeal pain 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Apnoea 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Pleural effusion 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Rhinorrhoea 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Tachypnoea 1 (2.9 ) 1 (2.9 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 14 (41.2) 12 (35.3) 1 (2.9 ) 1 (2.9 ) 0 

  Rash 5 (14.7) 4 (11.8) 0 1 (2.9 ) 0 

  Erythema 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

  Pruritus 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Dry skin 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Papule 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Hangnail 1 (2.9 ) 1 (2.9 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Skin exfoliation 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Skin lesion 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Urticaria 1 (2.9 ) 1 (2.9 ) 0 0 0 

Vascular disorders      

  -Total 8 (23.5) 5 (14.7) 2 (5.9 ) 1 (2.9 ) 0 

  Hypertension 4 (11.8) 3 (8.8 ) 1 (2.9 ) 0 0 

  Hypotension 3 (8.8 ) 2 (5.9 ) 0 1 (2.9 ) 0 

  Lymphoedema 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Venous thrombosis limb 1 (2.9 ) 0 1 (2.9 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143a 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 18 (100) 1 (5.6 ) 4 (22.2) 5 (27.8) 8 (44.4) 

Blood and lymphatic system disorders      

  -Total 10 (55.6) 0 2 (11.1) 6 (33.3) 2 (11.1) 

  Anaemia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Febrile neutropenia 2 (11.1) 0 0 2 (11.1) 0 

  Neutropenia 2 (11.1) 0 0 0 2 (11.1) 

  Thrombocytopenia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Coagulation factor deficiency 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Leukopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pancytopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Cardiac disorders      

  -Total 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachycardia 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Bradycardia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Cardiac discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sinus bradycardia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Talipes 1 (5.6 ) 1 (5.6 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Vertigo 1 (5.6 ) 0 0 1 (5.6 ) 0 

Eye disorders      

  -Total 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Amaurosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Conjunctival haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Optic atrophy 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vitreous opacities 1 (5.6 ) 1 (5.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 9 (50.0) 4 (22.2) 3 (16.7) 2 (11.1) 0 
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Timing: within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nausea 5 (27.8) 1 (5.6 ) 3 (16.7) 1 (5.6 ) 0 

  Vomiting 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Diarrhoea 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Abdominal pain upper 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Constipation 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyspepsia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gastrointestinal pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gingival swelling 1 (5.6 ) 0 1 (5.6 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 11 (61.1) 6 (33.3) 3 (16.7) 2 (11.1) 0 

  Pyrexia 4 (22.2) 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 

  Pain 2 (11.1) 0 2 (11.1) 0 0 

  Asthenia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Catheter site erythema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Catheter site pruritus 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Face oedema 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Fatigue 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Localised oedema 1 (5.6 ) 0 0 1 (5.6 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oedema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Oedema peripheral 1 (5.6 ) 1 (5.6 ) 0 0 0 

Hepatobiliary disorders      

  -Total 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Hepatic steatosis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hepatocellular injury 1 (5.6 ) 0 0 1 (5.6 ) 0 

Immune system disorders      

  -Total 13 (72.2) 3 (16.7) 4 (22.2) 3 (16.7) 3 (16.7) 

  Cytokine release syndrome 12 (66.7) 3 (16.7) 3 (16.7) 3 (16.7) 3 (16.7) 

  Haemophagocytic lymphohistiocytosis 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Hypogammaglobulinaemia 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

Infections and infestations      

  -Total 6 (33.3) 0 4 (22.2) 2 (11.1) 0 

  Bacterial infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Eye infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Paronychia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Sepsis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Systemic infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vulvitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (16.7) 0 2 (11.1) 1 (5.6 ) 0 

  Femoral neck fracture 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Periorbital haematoma 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Procedural pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Thermal burn 1 (5.6 ) 0 1 (5.6 ) 0 0 

Investigations      

  -Total 8 (44.4) 0 4 (22.2) 1 (5.6 ) 3 (16.7) 

  Neutrophil count decreased 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Immunoglobulins decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Platelet count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  White blood cell count decreased 2 (11.1) 0 0 0 2 (11.1) 

  Alanine aminotransferase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Antithrombin iii decreased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Aspartate aminotransferase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood bilirubin increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood chloride increased 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood lactate dehydrogenase 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood potassium decreased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood uric acid increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  C-reactive protein increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lymphocyte count decreased 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Protein total decreased 1 (5.6 ) 0 1 (5.6 ) 0 0 

Metabolism and nutrition disorders      

  -Total 8 (44.4) 3 (16.7) 4 (22.2) 1 (5.6 ) 0 

  Decreased appetite 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Hypoalbuminaemia 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Hyperglycaemia 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Hypocalcaemia 2 (11.1) 0 2 (11.1) 0 0 

  Dehydration 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hyperkalaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hyperuricaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypokalaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyponatraemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypophosphataemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vitamin d deficiency 1 (5.6 ) 1 (5.6 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 5 (27.8) 3 (16.7) 1 (5.6 ) 1 (5.6 ) 0 

  Arthralgia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Back pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Joint stiffness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Myalgia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Osteonecrosis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Osteopenia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Nervous system disorders      

  -Total 9 (50.0) 1 (5.6 ) 7 (38.9) 1 (5.6 ) 0 

  Headache 5 (27.8) 0 4 (22.2) 1 (5.6 ) 0 

  Intention tremor 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Seizure 2 (11.1) 0 2 (11.1) 0 0 

  Cerebral atrophy 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Neurological decompensation 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

369 

Timing: within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tremor 1 (5.6 ) 0 1 (5.6 ) 0 0 

Psychiatric disorders      

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Delirium 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Disorientation 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hallucination 1 (5.6 ) 0 1 (5.6 ) 0 0 

Renal and urinary disorders      

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Dysuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Polyuria 1 (5.6 ) 0 1 (5.6 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Cough 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypoxia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Increased upper airway secretion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oropharyngeal pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 5 (27.8) 3 (16.7) 2 (11.1) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Petechiae 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Pruritus 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Rash 2 (11.1) 2 (11.1) 0 0 0 

  Dermatitis acneiform 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Skin discolouration 1 (5.6 ) 1 (5.6 ) 0 0 0 

Vascular disorders      

  -Total 6 (33.3) 1 (5.6 ) 0 5 (27.8) 0 

  Hypertension 3 (16.7) 0 0 3 (16.7) 0 

  Hot flush 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypotension 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Jugular vein thrombosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Vascular occlusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143a 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: within 8 weeks post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 17 (100) 0 5 (29.4) 7 (41.2) 5 (29.4) 

Blood and lymphatic system disorders      

  -Total 8 (47.1) 3 (17.6) 2 (11.8) 2 (11.8) 1 (5.9 ) 

  Anaemia 2 (11.8) 2 (11.8) 0 0 0 

  Thrombocytopenia 2 (11.8) 0 0 1 (5.9 ) 1 (5.9 ) 

  B-cell aplasia 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Bone marrow failure 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Disseminated intravascular coagulation 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Febrile neutropenia 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Splenomegaly 1 (5.9 ) 1 (5.9 ) 0 0 0 

Cardiac disorders      

  -Total 3 (17.6) 2 (11.8) 0 1 (5.9 ) 0 



  

  

373 

Timing: within 8 weeks post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachycardia 2 (11.8) 2 (11.8) 0 0 0 

  Left ventricular dysfunction 1 (5.9 ) 0 0 1 (5.9 ) 0 

Eye disorders      

  -Total 2 (11.8) 2 (11.8) 0 0 0 

  Dry eye 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Vision blurred 1 (5.9 ) 1 (5.9 ) 0 0 0 

Gastrointestinal disorders      

  -Total 8 (47.1) 2 (11.8) 6 (35.3) 0 0 

  Abdominal pain upper 2 (11.8) 0 2 (11.8) 0 0 

  Constipation 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Diarrhoea 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Nausea 2 (11.8) 0 2 (11.8) 0 0 

  Abdominal pain 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Anal incontinence 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Gingival bleeding 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Rectal haemorrhage 1 (5.9 ) 0 1 (5.9 ) 0 0 

General disorders and administration site 
conditions 

     

  -Total 8 (47.1) 2 (11.8) 4 (23.5) 2 (11.8) 0 
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Timing: within 8 weeks post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 7 (41.2) 3 (17.6) 2 (11.8) 2 (11.8) 0 

  Fatigue 3 (17.6) 2 (11.8) 1 (5.9 ) 0 0 

  Catheter site haemorrhage 2 (11.8) 1 (5.9 ) 0 1 (5.9 ) 0 

  Oedema peripheral 2 (11.8) 2 (11.8) 0 0 0 

  Asthenia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Chills 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Pain 1 (5.9 ) 0 0 1 (5.9 ) 0 

Immune system disorders      

  -Total 11 (64.7) 3 (17.6) 4 (23.5) 2 (11.8) 2 (11.8) 

  Cytokine release syndrome 9 (52.9) 2 (11.8) 3 (17.6) 2 (11.8) 2 (11.8) 

  Allergy to immunoglobulin therapy 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Drug hypersensitivity 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Hypogammaglobulinaemia 1 (5.9 ) 0 1 (5.9 ) 0 0 

Infections and infestations      

  -Total 9 (52.9) 0 5 (29.4) 3 (17.6) 1 (5.9 ) 

  Aspergillus infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Candida infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Cellulitis orbital 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Central nervous system infection 1 (5.9 ) 0 0 0 1 (5.9 ) 



  

  

375 

Timing: within 8 weeks post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cerebral fungal infection 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Cystitis 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Device related infection 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Herpes zoster 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Nasopharyngitis 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Oral fungal infection 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Pseudomembranous colitis 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Respiratory syncytial virus infection 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Vascular device infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

Investigations      

  -Total 10 (58.8) 3 (17.6) 3 (17.6) 3 (17.6) 1 (5.9 ) 

  Blood creatinine increased 2 (11.8) 2 (11.8) 0 0 0 

  Immunoglobulins decreased 2 (11.8) 0 1 (5.9 ) 0 1 (5.9 ) 

  Platelet count decreased 2 (11.8) 0 1 (5.9 ) 1 (5.9 ) 0 

  Aspartate aminotransferase increased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Blood alkaline phosphatase increased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Blood fibrinogen decreased 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Blood fibrinogen increased 1 (5.9 ) 1 (5.9 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood urea increased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Clostridium test positive 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Fungal test positive 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Gamma-glutamyltransferase increased 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Monocyte count decreased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Neutrophil count decreased 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Prothrombin time prolonged 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Serum ferritin increased 1 (5.9 ) 1 (5.9 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 5 (29.4) 3 (17.6) 1 (5.9 ) 1 (5.9 ) 0 

  Hypokalaemia 3 (17.6) 3 (17.6) 0 0 0 

  Hyperphosphataemia 2 (11.8) 2 (11.8) 0 0 0 

  Dehydration 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Fluid retention 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Hypercalcaemia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Hypocalcaemia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Hypomagnesaemia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Hypophosphataemia 1 (5.9 ) 1 (5.9 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 5 (29.4) 2 (11.8) 2 (11.8) 1 (5.9 ) 0 

  Arthralgia 3 (17.6) 1 (5.9 ) 2 (11.8) 0 0 

  Bone pain 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Joint effusion 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Muscular weakness 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Myalgia 1 (5.9 ) 1 (5.9 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (11.8) 0 0 1 (5.9 ) 1 (5.9 ) 

  Acute lymphocytic leukaemia recurrent 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Neoplasm progression 1 (5.9 ) 0 0 1 (5.9 ) 0 

Nervous system disorders      

  -Total 7 (41.2) 2 (11.8) 2 (11.8) 2 (11.8) 1 (5.9 ) 

  Somnolence 2 (11.8) 0 0 2 (11.8) 0 

  Dizziness 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Dyskinesia 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Encephalopathy 1 (5.9 ) 0 0 0 1 (5.9 ) 
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Timing: within 8 weeks post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Head discomfort 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Headache 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Hyperkinesia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Neuralgia 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Seizure 1 (5.9 ) 1 (5.9 ) 0 0 0 

Product issues      

  -Total 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Device occlusion 1 (5.9 ) 0 1 (5.9 ) 0 0 

Psychiatric disorders      

  -Total 4 (23.5) 2 (11.8) 2 (11.8) 0 0 

  Insomnia 2 (11.8) 0 2 (11.8) 0 0 

  Anxiety 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Disorientation 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Initial insomnia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Restlessness 1 (5.9 ) 0 1 (5.9 ) 0 0 

Renal and urinary disorders      

  -Total 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Chromaturia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Renal impairment 1 (5.9 ) 0 1 (5.9 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 5 (29.4) 1 (5.9 ) 3 (17.6) 1 (5.9 ) 0 

  Hypoxia 2 (11.8) 0 2 (11.8) 0 0 

  Tachypnoea 2 (11.8) 2 (11.8) 0 0 0 

  Dyspnoea 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Epistaxis 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Lung disorder 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Pleural effusion 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Rhinorrhoea 1 (5.9 ) 1 (5.9 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 6 (35.3) 4 (23.5) 2 (11.8) 0 0 

  Erythema 2 (11.8) 2 (11.8) 0 0 0 

  Petechiae 2 (11.8) 2 (11.8) 0 0 0 

  Rash 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Acne 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Decubitus ulcer 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Dry skin 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Ingrowing nail 1 (5.9 ) 1 (5.9 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pruritus 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Urticaria 1 (5.9 ) 0 1 (5.9 ) 0 0 

Vascular disorders      

  -Total 4 (23.5) 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 

  Hypotension 2 (11.8) 2 (11.8) 0 0 0 

  Capillary leak syndrome 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Pallor 1 (5.9 ) 0 1 (5.9 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t143_gd_b2001x.sas@@/main/4 25JUN21:16:24                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143a 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 22 (78.6) 4 (14.3) 6 (21.4) 7 (25.0) 5 (17.9) 

Blood and lymphatic system disorders      

  -Total 8 (28.6) 2 (7.1 ) 3 (10.7) 3 (10.7) 0 

  Anaemia 5 (17.9) 1 (3.6 ) 2 (7.1 ) 2 (7.1 ) 0 

  Febrile neutropenia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Leukocytosis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Lymphopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Neutropenia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Thrombocytopenia 1 (3.6 ) 0 1 (3.6 ) 0 0 

Cardiac disorders      

  -Total 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Sinus tachycardia 2 (7.1 ) 2 (7.1 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus bradycardia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Tachycardia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Ear pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

Endocrine disorders      

  -Total 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Hypothyroidism 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (3.6 ) 1 (3.6 ) 0 0 0 

Eye disorders      

  -Total 4 (14.3) 3 (10.7) 1 (3.6 ) 0 0 

  Eye pain 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Blepharitis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Blindness unilateral 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Eye pruritus 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Ocular hyperaemia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Visual impairment 1 (3.6 ) 1 (3.6 ) 0 0 0 

Gastrointestinal disorders      
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 9 (32.1) 5 (17.9) 4 (14.3) 0 0 

  Constipation 4 (14.3) 3 (10.7) 1 (3.6 ) 0 0 

  Vomiting 4 (14.3) 2 (7.1 ) 2 (7.1 ) 0 0 

  Abdominal pain 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 0 

  Abdominal distension 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Diarrhoea 2 (7.1 ) 0 2 (7.1 ) 0 0 

  Stomatitis 2 (7.1 ) 0 2 (7.1 ) 0 0 

  Abdominal pain lower 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Abdominal pain upper 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Dental caries 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Gastrointestinal motility disorder 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Gingival bleeding 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Nausea 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Oral pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Periodontal disease 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Proctalgia 1 (3.6 ) 0 1 (3.6 ) 0 0 

General disorders and administration site 
conditions 

     

  -Total 8 (28.6) 4 (14.3) 3 (10.7) 1 (3.6 ) 0 



  

  

384 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 7 (25.0) 3 (10.7) 3 (10.7) 1 (3.6 ) 0 

  Axillary pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Chills 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Face oedema 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Facial pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Fatigue 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Gait disturbance 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Generalised oedema 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Localised oedema 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Malaise 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Non-cardiac chest pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

Immune system disorders      

  -Total 6 (21.4) 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 

  Hypogammaglobulinaemia 3 (10.7) 1 (3.6 ) 1 (3.6 ) 1 (3.6 ) 0 

  Allergy to immunoglobulin therapy 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Drug hypersensitivity 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

Infections and infestations      

  -Total 17 (60.7) 5 (17.9) 7 (25.0) 5 (17.9) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Upper respiratory tract infection 5 (17.9) 2 (7.1 ) 3 (10.7) 0 0 

  Nasopharyngitis 4 (14.3) 3 (10.7) 1 (3.6 ) 0 0 

  Gastroenteritis 3 (10.7) 3 (10.7) 0 0 0 

  Rash pustular 3 (10.7) 3 (10.7) 0 0 0 

  Rhinitis 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Alternaria infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Aspergillus infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Bacterial infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Body tinea 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Bronchitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Candida infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Catheter site infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Cellulitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Conjunctivitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Conjunctivitis viral 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Device related infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Enterococcal infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Enterovirus infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Folliculitis 1 (3.6 ) 1 (3.6 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastrointestinal infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Herpes zoster 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Impetigo 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Laryngitis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Meningitis aseptic 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Molluscum contagiosum 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Mucosal infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Oral herpes 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Otitis externa 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Otitis media 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Otitis media acute 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Parainfluenzae virus infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Paronychia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Periorbital cellulitis 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Pharyngitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pneumonia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Rhinovirus infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Sinusitis 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Skin infection 1 (3.6 ) 1 (3.6 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tinea pedis 1 (3.6 ) 0 1 (3.6 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (14.3) 2 (7.1 ) 2 (7.1 ) 0 0 

  Contusion 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Fall 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Infusion related reaction 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Skin abrasion 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Splinter 1 (3.6 ) 1 (3.6 ) 0 0 0 

Investigations      

  -Total 10 (35.7) 1 (3.6 ) 3 (10.7) 2 (7.1 ) 4 (14.3) 

  Platelet count decreased 5 (17.9) 2 (7.1 ) 1 (3.6 ) 0 2 (7.1 ) 

  Alanine aminotransferase increased 3 (10.7) 0 1 (3.6 ) 1 (3.6 ) 1 (3.6 ) 

  Aspartate aminotransferase increased 3 (10.7) 1 (3.6 ) 0 1 (3.6 ) 1 (3.6 ) 

  Neutrophil count decreased 3 (10.7) 0 0 1 (3.6 ) 2 (7.1 ) 

  White blood cell count decreased 3 (10.7) 1 (3.6 ) 0 1 (3.6 ) 1 (3.6 ) 

  Blood alkaline phosphatase increased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Gamma-glutamyltransferase increased 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Weight decreased 1 (3.6 ) 0 1 (3.6 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders      

  -Total 5 (17.9) 4 (14.3) 0 1 (3.6 ) 0 

  Decreased appetite 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Hyperglycaemia 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

  Hyperkalaemia 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Hyperuricaemia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Hypokalaemia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Hypomagnesaemia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Hypophosphataemia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 5 (17.9) 1 (3.6 ) 4 (14.3) 0 0 

  Arthralgia 4 (14.3) 0 4 (14.3) 0 0 

  Back pain 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Pain in extremity 2 (7.1 ) 0 2 (7.1 ) 0 0 

  Muscular weakness 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Neck pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Osteopenia 1 (3.6 ) 1 (3.6 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (3.6 ) 0 0 0 1 (3.6 ) 

  B precursor type acute leukaemia 1 (3.6 ) 0 0 0 1 (3.6 ) 

Nervous system disorders      

  -Total 7 (25.0) 3 (10.7) 4 (14.3) 0 0 

  Headache 5 (17.9) 4 (14.3) 1 (3.6 ) 0 0 

  Dizziness 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Dysarthria 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Facial paralysis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hemiparesis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Intracranial pressure increased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Lethargy 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Neuropathy peripheral 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Subdural hygroma 1 (3.6 ) 0 1 (3.6 ) 0 0 

Psychiatric disorders      

  -Total 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 0 

  Agitation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Anxiety 1 (3.6 ) 1 (3.6 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Insomnia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Renal and urinary disorders      

  -Total 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

  Haematuria 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

  Proteinuria 1 (3.6 ) 0 1 (3.6 ) 0 0 

Reproductive system and breast disorders      

  -Total 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Perineal pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Vulvovaginal pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 8 (28.6) 6 (21.4) 1 (3.6 ) 1 (3.6 ) 0 

  Cough 6 (21.4) 6 (21.4) 0 0 0 

  Epistaxis 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 0 

  Nasal congestion 3 (10.7) 3 (10.7) 0 0 0 

  Dyspnoea 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hypoxia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Nasal septum perforation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Oropharyngeal pain 1 (3.6 ) 0 1 (3.6 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Productive cough 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Rhinalgia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Rhinorrhoea 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Rhonchi 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Sinus pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Tachypnoea 1 (3.6 ) 0 1 (3.6 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 8 (28.6) 7 (25.0) 1 (3.6 ) 0 0 

  Eczema 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Petechiae 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Pruritus 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Rash 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Alopecia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Dermatitis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Dermatitis bullous 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Dry skin 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Skin ulcer 1 (3.6 ) 1 (3.6 ) 0 0 0 

Vascular disorders      

  -Total 4 (14.3) 2 (7.1 ) 2 (7.1 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pallor 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Embolism 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Flushing 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Hypertension 1 (3.6 ) 0 1 (3.6 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143a 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

12 (66.7) 3 (16.7) 1 (5.6 ) 6 (33.3) 2 (11.1) 

Blood and lymphatic system disorders      

  -Total 2 (11.1) 0 0 2 (11.1) 0 

  Anaemia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Thrombocytopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Cardiac disorders      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Tachycardia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Eye disorders      

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Astigmatism 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Conjunctivitis allergic 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypermetropia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 6 (33.3) 4 (22.2) 2 (11.1) 0 0 

  Nausea 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Abdominal pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Constipation 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Diarrhoea 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vomiting 1 (5.6 ) 1 (5.6 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 5 (27.8) 2 (11.1) 3 (16.7) 0 0 

  Pyrexia 4 (22.2) 1 (5.6 ) 3 (16.7) 0 0 

  Chills 1 (5.6 ) 1 (5.6 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hepatotoxicity 1 (5.6 ) 0 1 (5.6 ) 0 0 

Immune system disorders      

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypogammaglobulinaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

  -Total 11 (61.1) 4 (22.2) 2 (11.1) 4 (22.2) 1 (5.6 ) 

  Nasopharyngitis 4 (22.2) 4 (22.2) 0 0 0 

  Rhinitis 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Herpes zoster 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Atypical pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Device related infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Enterovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Otitis externa 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Otitis media 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Tooth infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Viral upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Ligament sprain 1 (5.6 ) 0 1 (5.6 ) 0 0 

Investigations      
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 6 (33.3) 2 (11.1) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 

  White blood cell count decreased 3 (16.7) 1 (5.6 ) 0 1 (5.6 ) 1 (5.6 ) 

  Lymphocyte count decreased 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Neutrophil count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Platelet count decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Activated partial thromboplastin time 
prolonged 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Alanine aminotransferase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Aspartate aminotransferase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Cytomegalovirus test positive 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Immunoglobulins decreased 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Lymph node palpable 1 (5.6 ) 0 1 (5.6 ) 0 0 

Metabolism and nutrition disorders      

  -Total 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Dehydration 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypercalcaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyperuricaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypomagnesaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lactic acidosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Arthralgia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Back pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Bone pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Neck pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pain in extremity 1 (5.6 ) 1 (5.6 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 0 0 1 (5.6 ) 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Ovarian failure 1 (5.6 ) 0 0 1 (5.6 ) 0 



  

  

398 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 5 (27.8) 1 (5.6 ) 3 (16.7) 1 (5.6 ) 0 

  Cough 2 (11.1) 0 2 (11.1) 0 0 

  Epistaxis 2 (11.1) 2 (11.1) 0 0 0 

  Oropharyngeal pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Dyspnoea 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Nasal congestion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pharyngeal erythema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pulmonary granuloma 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Stridor 1 (5.6 ) 0 1 (5.6 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Dry skin 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Ingrowing nail 1 (5.6 ) 0 1 (5.6 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143a 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 14 (100) 2 (14.3) 5 (35.7) 6 (42.9) 1 (7.1 ) 

Blood and lymphatic system disorders      

  -Total 3 (21.4) 0 1 (7.1 ) 2 (14.3) 0 

  Thrombocytopenia 2 (14.3) 0 1 (7.1 ) 1 (7.1 ) 0 

  B-cell aplasia 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Neutropenia 1 (7.1 ) 0 1 (7.1 ) 0 0 

Eye disorders      

  -Total 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Lacrimation increased 1 (7.1 ) 1 (7.1 ) 0 0 0 

Gastrointestinal disorders      

  -Total 2 (14.3) 0 2 (14.3) 0 0 

  Abdominal pain 1 (7.1 ) 0 1 (7.1 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Constipation 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Diarrhoea 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Nausea 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Toothache 1 (7.1 ) 1 (7.1 ) 0 0 0 

General disorders and administration site 
conditions 

     

  -Total 5 (35.7) 2 (14.3) 3 (21.4) 0 0 

  Pyrexia 3 (21.4) 0 3 (21.4) 0 0 

  Catheter site erythema 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Chills 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Gait disturbance 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Oedema peripheral 1 (7.1 ) 0 1 (7.1 ) 0 0 

Immune system disorders      

  -Total 2 (14.3) 1 (7.1 ) 1 (7.1 ) 0 0 

  Cytokine release syndrome 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Hypogammaglobulinaemia 1 (7.1 ) 1 (7.1 ) 0 0 0 

Infections and infestations      

  -Total 7 (50.0) 0 3 (21.4) 4 (28.6) 0 

  Bronchitis 1 (7.1 ) 1 (7.1 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Central nervous system infection 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Escherichia urinary tract infection 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Herpes zoster 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Influenza 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Oral herpes 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Pneumonia haemophilus 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Respiratory syncytial virus infection 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Septic shock 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Sinusitis 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Tonsillitis 1 (7.1 ) 0 0 1 (7.1 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Procedural pain 1 (7.1 ) 0 1 (7.1 ) 0 0 

Investigations      

  -Total 4 (28.6) 2 (14.3) 1 (7.1 ) 1 (7.1 ) 0 

  Alanine aminotransferase increased 2 (14.3) 2 (14.3) 0 0 0 

  Aspartate aminotransferase increased 2 (14.3) 2 (14.3) 0 0 0 

  Chlamydia test positive 1 (7.1 ) 0 1 (7.1 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Platelet count decreased 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Vitamin d decreased 1 (7.1 ) 1 (7.1 ) 0 0 0 

  White blood cell count decreased 1 (7.1 ) 0 0 1 (7.1 ) 0 

Metabolism and nutrition disorders      

  -Total 3 (21.4) 0 3 (21.4) 0 0 

  Hypomagnesaemia 2 (14.3) 1 (7.1 ) 1 (7.1 ) 0 0 

  Hyperferritinaemia 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Hypoalbuminaemia 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Hypocalcaemia 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Hypokalaemia 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Hypophosphataemia 1 (7.1 ) 0 1 (7.1 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 4 (28.6) 2 (14.3) 2 (14.3) 0 0 

  Back pain 2 (14.3) 2 (14.3) 0 0 0 

  Arthralgia 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Osteoporosis 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Pain in extremity 1 (7.1 ) 0 1 (7.1 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (14.3) 0 0 1 (7.1 ) 1 (7.1 ) 

  Acute lymphocytic leukaemia 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Acute lymphocytic leukaemia recurrent 1 (7.1 ) 0 0 0 1 (7.1 ) 

Nervous system disorders      

  -Total 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Neuralgia 1 (7.1 ) 0 1 (7.1 ) 0 0 

Psychiatric disorders      

  -Total 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Confusional state 1 (7.1 ) 1 (7.1 ) 0 0 0 

Reproductive system and breast disorders      

  -Total 2 (14.3) 2 (14.3) 0 0 0 

  Metrorrhagia 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Vulvovaginal dryness 1 (7.1 ) 1 (7.1 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (14.3) 2 (14.3) 0 0 0 

  Cough 2 (14.3) 2 (14.3) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Skin and subcutaneous tissue disorders      

  -Total 4 (28.6) 2 (14.3) 2 (14.3) 0 0 

  Eczema 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Erythema 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Hangnail 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Ingrowing nail 1 (7.1 ) 0 1 (7.1 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143a 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Age: <10 years 

 
All patients 

N=9 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (33.3) 1 (11.1) 0 2 (22.2) 0 

Eye disorders      

  -Total 1 (11.1) 0 0 1 (11.1) 0 

  Keratitis 1 (11.1) 0 0 1 (11.1) 0 

Infections and infestations      

  -Total 1 (11.1) 1 (11.1) 0 0 0 

  Rhinitis 1 (11.1) 1 (11.1) 0 0 0 

Neoplasms benign, malignant and unspecified 
(incl cysts and polyps) 

     

  -Total 1 (11.1) 0 0 1 (11.1) 0 

  Acute lymphocytic leukaemia recurrent 1 (11.1) 0 0 1 (11.1) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 
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counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143a 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

Infections and infestations      

  -Total 1 (14.3) 0 1 (14.3) 0 0 

  Infection 1 (14.3) 0 1 (14.3) 0 0 

Investigations      

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Lymphocyte count decreased 1 (14.3) 1 (14.3) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143a 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Age: >=18 years 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143a 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 34 (100) 3 (8.8 ) 3 (8.8 ) 9 (26.5) 19 (55.9) 

Blood and lymphatic system disorders      

  -Total 18 (52.9) 2 (5.9 ) 4 (11.8) 8 (23.5) 4 (11.8) 

  Anaemia 10 (29.4) 2 (5.9 ) 2 (5.9 ) 6 (17.6) 0 

  Neutropenia 7 (20.6) 1 (2.9 ) 0 2 (5.9 ) 4 (11.8) 

  Febrile neutropenia 3 (8.8 ) 1 (2.9 ) 0 2 (5.9 ) 0 

  Disseminated intravascular coagulation 2 (5.9 ) 0 2 (5.9 ) 0 0 

  Leukocytosis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Lymphopenia 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Thrombocytopenia 1 (2.9 ) 0 1 (2.9 ) 0 0 

Cardiac disorders      

  -Total 7 (20.6) 4 (11.8) 2 (5.9 ) 1 (2.9 ) 0 



  

  

412 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus tachycardia 4 (11.8) 4 (11.8) 0 0 0 

  Tachycardia 4 (11.8) 3 (8.8 ) 1 (2.9 ) 0 0 

  Sinus bradycardia 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Cardiac hypertrophy 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Left ventricular dysfunction 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Pericardial effusion 1 (2.9 ) 0 1 (2.9 ) 0 0 

Ear and labyrinth disorders      

  -Total 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Ear pain 1 (2.9 ) 1 (2.9 ) 0 0 0 

Endocrine disorders      

  -Total 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Hypothyroidism 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Inappropriate antidiuretic hormone secretion 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Precocious puberty 1 (2.9 ) 1 (2.9 ) 0 0 0 

Eye disorders      

  -Total 6 (17.6) 2 (5.9 ) 3 (8.8 ) 1 (2.9 ) 0 

  Eye pain 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Blepharitis 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Blepharospasm 1 (2.9 ) 1 (2.9 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blindness unilateral 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Diplopia 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Dry eye 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Eye pruritus 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Keratitis 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Ocular hyperaemia 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Ocular hypertension 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Visual impairment 1 (2.9 ) 1 (2.9 ) 0 0 0 

Gastrointestinal disorders      

  -Total 20 (58.8) 8 (23.5) 9 (26.5) 3 (8.8 ) 0 

  Diarrhoea 10 (29.4) 7 (20.6) 2 (5.9 ) 1 (2.9 ) 0 

  Vomiting 8 (23.5) 4 (11.8) 4 (11.8) 0 0 

  Abdominal pain 5 (14.7) 2 (5.9 ) 3 (8.8 ) 0 0 

  Nausea 5 (14.7) 0 5 (14.7) 0 0 

  Constipation 4 (11.8) 3 (8.8 ) 1 (2.9 ) 0 0 

  Abdominal distension 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

  Stomatitis 3 (8.8 ) 0 3 (8.8 ) 0 0 

  Paraesthesia oral 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Proctalgia 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal pain lower 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Abdominal pain upper 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Anal fissure 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Anal fistula 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Anal haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Dental caries 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Gastrointestinal motility disorder 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Gingival bleeding 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Hypoaesthesia oral 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Lip dry 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Lip haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Oral pain 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Periodontal disease 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Rectal ulcer 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Upper gastrointestinal haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

General disorders and administration site 
conditions 

     

  -Total 21 (61.8) 10 (29.4) 6 (17.6) 4 (11.8) 1 (2.9 ) 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 18 (52.9) 9 (26.5) 7 (20.6) 2 (5.9 ) 0 

  Face oedema 5 (14.7) 5 (14.7) 0 0 0 

  Fatigue 3 (8.8 ) 1 (2.9 ) 2 (5.9 ) 0 0 

  Catheter site pain 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Localised oedema 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Non-cardiac chest pain 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Pain 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Axillary pain 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Chills 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Drug withdrawal syndrome 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Facial pain 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Gait disturbance 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Generalised oedema 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Malaise 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Mucosal inflammation 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Multiple organ dysfunction syndrome 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Oedema peripheral 1 (2.9 ) 1 (2.9 ) 0 0 0 

Hepatobiliary disorders      

  -Total 4 (11.8) 1 (2.9 ) 1 (2.9 ) 1 (2.9 ) 1 (2.9 ) 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cholestasis 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Gallbladder oedema 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Hepatic failure 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Hepatosplenomegaly 1 (2.9 ) 0 0 0 1 (2.9 ) 

Immune system disorders      

  -Total 29 (85.3) 4 (11.8) 11 (32.4) 6 (17.6) 8 (23.5) 

  Cytokine release syndrome 25 (73.5) 7 (20.6) 6 (17.6) 4 (11.8) 8 (23.5) 

  Hypogammaglobulinaemia 15 (44.1) 4 (11.8) 9 (26.5) 2 (5.9 ) 0 

  Allergy to immunoglobulin therapy 3 (8.8 ) 1 (2.9 ) 2 (5.9 ) 0 0 

  Drug hypersensitivity 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Atopy 1 (2.9 ) 1 (2.9 ) 0 0 0 

Infections and infestations      

  -Total 22 (64.7) 4 (11.8) 10 (29.4) 7 (20.6) 1 (2.9 ) 

  Upper respiratory tract infection 6 (17.6) 2 (5.9 ) 4 (11.8) 0 0 

  Nasopharyngitis 4 (11.8) 3 (8.8 ) 1 (2.9 ) 0 0 

  Gastroenteritis 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Rash pustular 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Candida infection 2 (5.9 ) 1 (2.9 ) 0 1 (2.9 ) 0 

  Cellulitis 2 (5.9 ) 0 2 (5.9 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Device related infection 2 (5.9 ) 0 1 (2.9 ) 1 (2.9 ) 0 

  Pneumonia 2 (5.9 ) 0 0 2 (5.9 ) 0 

  Rhinitis 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Sinusitis 2 (5.9 ) 0 0 2 (5.9 ) 0 

  Alternaria infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Aspergillus infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Bacterial infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Body tinea 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Bronchitis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Bronchopulmonary aspergillosis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Catheter site infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Conjunctivitis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Conjunctivitis viral 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Enterococcal infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Enterovirus infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Folliculitis 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Gastrointestinal infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Helminthic infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Herpes zoster 1 (2.9 ) 0 1 (2.9 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Impetigo 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Influenza 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Laryngitis 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Meningitis aseptic 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Molluscum contagiosum 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Mucosal infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Nail infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Oral herpes 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Otitis externa 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Otitis media 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Otitis media acute 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Parainfluenzae virus infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Paronychia 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Parotitis 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Periorbital cellulitis 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Pharyngitis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Pneumonia viral 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Respiratory tract infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Rhinovirus infection 1 (2.9 ) 0 1 (2.9 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sepsis 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Skin infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Tinea pedis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Urinary tract infection viral 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Vascular device infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Viral upper respiratory tract infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

Injury, poisoning and procedural complications      

  -Total 8 (23.5) 3 (8.8 ) 5 (14.7) 0 0 

  Contusion 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Allergic transfusion reaction 2 (5.9 ) 0 2 (5.9 ) 0 0 

  Fall 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Infusion related reaction 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Post procedural haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Skin abrasion 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Splinter 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Stoma site erythema 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Stoma site haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Subcutaneous haematoma 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Transfusion reaction 1 (2.9 ) 1 (2.9 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations      

  -Total 21 (61.8) 2 (5.9 ) 1 (2.9 ) 6 (17.6) 12 (35.3) 

  White blood cell count decreased 10 (29.4) 0 2 (5.9 ) 3 (8.8 ) 5 (14.7) 

  Neutrophil count decreased 7 (20.6) 1 (2.9 ) 0 1 (2.9 ) 5 (14.7) 

  Platelet count decreased 6 (17.6) 1 (2.9 ) 1 (2.9 ) 0 4 (11.8) 

  Aspartate aminotransferase increased 5 (14.7) 1 (2.9 ) 1 (2.9 ) 2 (5.9 ) 1 (2.9 ) 

  Alanine aminotransferase increased 4 (11.8) 0 1 (2.9 ) 2 (5.9 ) 1 (2.9 ) 

  Blood fibrinogen decreased 4 (11.8) 0 1 (2.9 ) 3 (8.8 ) 0 

  Blood bilirubin increased 2 (5.9 ) 0 0 1 (2.9 ) 1 (2.9 ) 

  Lymphocyte count decreased 2 (5.9 ) 0 0 2 (5.9 ) 0 

  Prothrombin time prolonged 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Activated partial thromboplastin time prolonged 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Ammonia increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Blood alkaline phosphatase increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Blood creatine phosphokinase increased 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Blood creatinine increased 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Blood magnesium increased 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Blood urea decreased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Blood urine present 1 (2.9 ) 0 1 (2.9 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  C-reactive protein increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Chest x-ray abnormal 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Gamma-glutamyltransferase increased 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Haemoglobin decreased 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Heart sounds abnormal 1 (2.9 ) 1 (2.9 ) 0 0 0 

  International normalised ratio increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Lipase increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Serum ferritin increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Weight decreased 1 (2.9 ) 0 1 (2.9 ) 0 0 

Metabolism and nutrition disorders      

  -Total 19 (55.9) 7 (20.6) 2 (5.9 ) 8 (23.5) 2 (5.9 ) 

  Hypokalaemia 11 (32.4) 3 (8.8 ) 1 (2.9 ) 7 (20.6) 0 

  Hypophosphataemia 7 (20.6) 4 (11.8) 1 (2.9 ) 2 (5.9 ) 0 

  Decreased appetite 5 (14.7) 4 (11.8) 1 (2.9 ) 0 0 

  Hypoalbuminaemia 4 (11.8) 1 (2.9 ) 3 (8.8 ) 0 0 

  Hypocalcaemia 4 (11.8) 0 0 2 (5.9 ) 2 (5.9 ) 

  Hypomagnesaemia 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Hyperglycaemia 2 (5.9 ) 1 (2.9 ) 0 1 (2.9 ) 0 

  Hyperkalaemia 2 (5.9 ) 2 (5.9 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperuricaemia 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Dehydration 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Fluid overload 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Hypernatraemia 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Hyponatraemia 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Tumour lysis syndrome 1 (2.9 ) 0 0 0 1 (2.9 ) 

Musculoskeletal and connective tissue disorders      

  -Total 9 (26.5) 3 (8.8 ) 5 (14.7) 1 (2.9 ) 0 

  Pain in extremity 5 (14.7) 2 (5.9 ) 3 (8.8 ) 0 0 

  Arthralgia 4 (11.8) 0 4 (11.8) 0 0 

  Myalgia 4 (11.8) 4 (11.8) 0 0 0 

  Back pain 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Muscular weakness 2 (5.9 ) 0 1 (2.9 ) 1 (2.9 ) 0 

  Bone pain 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Neck pain 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Osteopenia 1 (2.9 ) 1 (2.9 ) 0 0 0 

Neoplasms benign, malignant and unspecified 
(incl cysts and polyps) 

     

  -Total 3 (8.8 ) 0 0 1 (2.9 ) 2 (5.9 ) 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia recurrent 1 (2.9 ) 0 0 1 (2.9 ) 0 

  B precursor type acute leukaemia 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Leukaemia 1 (2.9 ) 0 0 0 1 (2.9 ) 

Nervous system disorders      

  -Total 15 (44.1) 6 (17.6) 6 (17.6) 3 (8.8 ) 0 

  Headache 10 (29.4) 8 (23.5) 2 (5.9 ) 0 0 

  Seizure 3 (8.8 ) 0 1 (2.9 ) 2 (5.9 ) 0 

  Tremor 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Lethargy 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Depressed level of consciousness 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Dizziness 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Dysarthria 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Dysgeusia 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Encephalopathy 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Facial paralysis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Hemiparesis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Intracranial pressure increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Nervous system disorder 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Neuropathy peripheral 1 (2.9 ) 0 1 (2.9 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Subdural hygroma 1 (2.9 ) 0 1 (2.9 ) 0 0 

Psychiatric disorders      

  -Total 10 (29.4) 5 (14.7) 4 (11.8) 1 (2.9 ) 0 

  Agitation 3 (8.8 ) 0 2 (5.9 ) 1 (2.9 ) 0 

  Anxiety 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

  Insomnia 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

  Confusional state 2 (5.9 ) 0 1 (2.9 ) 1 (2.9 ) 0 

  Irritability 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Delirium 1 (2.9 ) 0 1 (2.9 ) 0 0 

Renal and urinary disorders      

  -Total 9 (26.5) 3 (8.8 ) 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 

  Haematuria 4 (11.8) 3 (8.8 ) 0 1 (2.9 ) 0 

  Acute kidney injury 3 (8.8 ) 0 1 (2.9 ) 1 (2.9 ) 1 (2.9 ) 

  Proteinuria 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Dysuria 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Polyuria 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Urinary incontinence 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Urinary tract disorder 1 (2.9 ) 0 1 (2.9 ) 0 0 

Reproductive system and breast disorders      



  

  

425 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Perineal pain 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Scrotal oedema 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Vulvovaginal pain 1 (2.9 ) 0 1 (2.9 ) 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 15 (44.1) 7 (20.6) 3 (8.8 ) 4 (11.8) 1 (2.9 ) 

  Cough 10 (29.4) 8 (23.5) 2 (5.9 ) 0 0 

  Epistaxis 5 (14.7) 3 (8.8 ) 2 (5.9 ) 0 0 

  Hypoxia 5 (14.7) 1 (2.9 ) 0 3 (8.8 ) 1 (2.9 ) 

  Nasal congestion 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Oropharyngeal pain 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

  Rhinorrhoea 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Apnoea 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Dyspnoea 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Nasal septum perforation 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Pleural effusion 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Productive cough 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Rhinalgia 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Rhonchi 1 (2.9 ) 1 (2.9 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus pain 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Tachypnoea 1 (2.9 ) 0 1 (2.9 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 17 (50.0) 14 (41.2) 2 (5.9 ) 1 (2.9 ) 0 

  Rash 6 (17.6) 4 (11.8) 1 (2.9 ) 1 (2.9 ) 0 

  Pruritus 5 (14.7) 5 (14.7) 0 0 0 

  Dry skin 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Erythema 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

  Eczema 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Papule 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Petechiae 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Alopecia 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Dermatitis 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Dermatitis bullous 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Hangnail 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Skin exfoliation 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Skin lesion 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Skin ulcer 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Urticaria 1 (2.9 ) 1 (2.9 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders      

  -Total 11 (32.4) 6 (17.6) 4 (11.8) 1 (2.9 ) 0 

  Hypertension 5 (14.7) 3 (8.8 ) 2 (5.9 ) 0 0 

  Hypotension 3 (8.8 ) 2 (5.9 ) 0 1 (2.9 ) 0 

  Pallor 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Embolism 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Flushing 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Lymphoedema 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Venous thrombosis limb 1 (2.9 ) 0 1 (2.9 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143a 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 18 (100) 0 1 (5.6 ) 8 (44.4) 9 (50.0) 

Blood and lymphatic system disorders      

  -Total 10 (55.6) 0 1 (5.6 ) 7 (38.9) 2 (11.1) 

  Anaemia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Febrile neutropenia 2 (11.1) 0 0 2 (11.1) 0 

  Neutropenia 2 (11.1) 0 0 0 2 (11.1) 

  Thrombocytopenia 2 (11.1) 0 0 2 (11.1) 0 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Coagulation factor deficiency 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Leukopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pancytopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Cardiac disorders      
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Tachycardia 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Bradycardia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Cardiac discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sinus bradycardia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Congenital, familial and genetic disorders      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Talipes 1 (5.6 ) 1 (5.6 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Vertigo 1 (5.6 ) 0 0 1 (5.6 ) 0 

Eye disorders      

  -Total 4 (22.2) 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 

  Amaurosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Astigmatism 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Conjunctival haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Conjunctivitis allergic 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypermetropia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Optic atrophy 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vitreous opacities 1 (5.6 ) 1 (5.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 13 (72.2) 7 (38.9) 4 (22.2) 2 (11.1) 0 

  Nausea 8 (44.4) 3 (16.7) 4 (22.2) 1 (5.6 ) 0 

  Vomiting 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Diarrhoea 4 (22.2) 3 (16.7) 0 1 (5.6 ) 0 

  Abdominal pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Abdominal pain upper 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Constipation 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyspepsia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gastrointestinal pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gingival swelling 1 (5.6 ) 0 1 (5.6 ) 0 0 

General disorders and administration site 
conditions 

     

  -Total 13 (72.2) 6 (33.3) 5 (27.8) 2 (11.1) 0 

  Pyrexia 6 (33.3) 2 (11.1) 3 (16.7) 1 (5.6 ) 0 

  Pain 2 (11.1) 0 2 (11.1) 0 0 

  Asthenia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Catheter site erythema 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Catheter site pruritus 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Chills 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Face oedema 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Fatigue 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Localised oedema 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Oedema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Oedema peripheral 1 (5.6 ) 1 (5.6 ) 0 0 0 

Hepatobiliary disorders      

  -Total 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Hepatic steatosis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hepatocellular injury 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Hepatotoxicity 1 (5.6 ) 0 1 (5.6 ) 0 0 

Immune system disorders      

  -Total 13 (72.2) 2 (11.1) 5 (27.8) 3 (16.7) 3 (16.7) 

  Cytokine release syndrome 12 (66.7) 3 (16.7) 3 (16.7) 3 (16.7) 3 (16.7) 

  Hypogammaglobulinaemia 4 (22.2) 1 (5.6 ) 3 (16.7) 0 0 

  Haemophagocytic lymphohistiocytosis 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

Infections and infestations      

  -Total 12 (66.7) 2 (11.1) 4 (22.2) 5 (27.8) 1 (5.6 ) 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nasopharyngitis 4 (22.2) 4 (22.2) 0 0 0 

  Rhinitis 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Herpes zoster 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Sepsis 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Atypical pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Bacterial infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Device related infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Enterovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Eye infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Otitis externa 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Otitis media 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Paronychia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Systemic infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Tooth infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Viral upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vulvitis 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (16.7) 0 2 (11.1) 1 (5.6 ) 0 

  Femoral neck fracture 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Ligament sprain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Periorbital haematoma 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Procedural pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Thermal burn 1 (5.6 ) 0 1 (5.6 ) 0 0 

Investigations      

  -Total 8 (44.4) 0 3 (16.7) 2 (11.1) 3 (16.7) 

  Immunoglobulins decreased 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Lymphocyte count decreased 3 (16.7) 1 (5.6 ) 0 2 (11.1) 0 

  Neutrophil count decreased 3 (16.7) 0 0 0 3 (16.7) 

  White blood cell count decreased 3 (16.7) 1 (5.6 ) 0 0 2 (11.1) 

  Platelet count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Activated partial thromboplastin time 
prolonged 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Alanine aminotransferase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Antithrombin iii decreased 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspartate aminotransferase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood bilirubin increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood chloride increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood lactate dehydrogenase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood potassium decreased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood uric acid increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  C-reactive protein increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Cytomegalovirus test positive 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lymph node palpable 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Protein total decreased 1 (5.6 ) 0 1 (5.6 ) 0 0 

Metabolism and nutrition disorders      

  -Total 8 (44.4) 3 (16.7) 3 (16.7) 2 (11.1) 0 

  Decreased appetite 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Hypoalbuminaemia 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Hyperglycaemia 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Hyperuricaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hypocalcaemia 2 (11.1) 0 2 (11.1) 0 0 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dehydration 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypercalcaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyperkalaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypokalaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypomagnesaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyponatraemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypophosphataemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lactic acidosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Vitamin d deficiency 1 (5.6 ) 1 (5.6 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 7 (38.9) 3 (16.7) 2 (11.1) 2 (11.1) 0 

  Arthralgia 2 (11.1) 0 0 2 (11.1) 0 

  Back pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Bone pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Joint stiffness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Myalgia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Neck pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Osteonecrosis 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Osteopenia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pain in extremity 1 (5.6 ) 1 (5.6 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Acute lymphocytic leukaemia recurrent 1 (5.6 ) 0 0 1 (5.6 ) 0 

Nervous system disorders      

  -Total 9 (50.0) 1 (5.6 ) 7 (38.9) 1 (5.6 ) 0 

  Headache 5 (27.8) 0 4 (22.2) 1 (5.6 ) 0 

  Intention tremor 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Seizure 2 (11.1) 0 2 (11.1) 0 0 

  Cerebral atrophy 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Neurological decompensation 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Tremor 1 (5.6 ) 0 1 (5.6 ) 0 0 

Psychiatric disorders      

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Delirium 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Disorientation 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hallucination 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Renal and urinary disorders      

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Dysuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Polyuria 1 (5.6 ) 0 1 (5.6 ) 0 0 

Reproductive system and breast disorders      

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Ovarian failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 6 (33.3) 2 (11.1) 3 (16.7) 1 (5.6 ) 0 

  Oropharyngeal pain 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Cough 2 (11.1) 0 2 (11.1) 0 0 

  Epistaxis 2 (11.1) 2 (11.1) 0 0 0 

  Dyspnoea 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypoxia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Increased upper airway secretion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Nasal congestion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pharyngeal erythema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pulmonary granuloma 1 (5.6 ) 0 0 1 (5.6 ) 0 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Stridor 1 (5.6 ) 0 1 (5.6 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 6 (33.3) 3 (16.7) 3 (16.7) 0 0 

  Petechiae 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Pruritus 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Rash 2 (11.1) 2 (11.1) 0 0 0 

  Dermatitis acneiform 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dry skin 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Ingrowing nail 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Skin discolouration 1 (5.6 ) 1 (5.6 ) 0 0 0 

Vascular disorders      

  -Total 6 (33.3) 1 (5.6 ) 0 5 (27.8) 0 

  Hypertension 3 (16.7) 0 0 3 (16.7) 0 

  Hot flush 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypotension 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Jugular vein thrombosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Vascular occlusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 
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counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143a 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 17 (100) 0 3 (17.6) 9 (52.9) 5 (29.4) 

Blood and lymphatic system disorders      

  -Total 10 (58.8) 3 (17.6) 3 (17.6) 3 (17.6) 1 (5.9 ) 

  Thrombocytopenia 3 (17.6) 0 1 (5.9 ) 1 (5.9 ) 1 (5.9 ) 

  Anaemia 2 (11.8) 2 (11.8) 0 0 0 

  B-cell aplasia 2 (11.8) 0 1 (5.9 ) 1 (5.9 ) 0 

  Bone marrow failure 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Disseminated intravascular coagulation 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Febrile neutropenia 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Neutropenia 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Splenomegaly 1 (5.9 ) 1 (5.9 ) 0 0 0 

Cardiac disorders      
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (17.6) 2 (11.8) 0 1 (5.9 ) 0 

  Tachycardia 2 (11.8) 2 (11.8) 0 0 0 

  Left ventricular dysfunction 1 (5.9 ) 0 0 1 (5.9 ) 0 

Eye disorders      

  -Total 2 (11.8) 2 (11.8) 0 0 0 

  Dry eye 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Lacrimation increased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Vision blurred 1 (5.9 ) 1 (5.9 ) 0 0 0 

Gastrointestinal disorders      

  -Total 9 (52.9) 2 (11.8) 7 (41.2) 0 0 

  Diarrhoea 3 (17.6) 1 (5.9 ) 2 (11.8) 0 0 

  Nausea 3 (17.6) 1 (5.9 ) 2 (11.8) 0 0 

  Abdominal pain 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Abdominal pain upper 2 (11.8) 0 2 (11.8) 0 0 

  Constipation 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Anal incontinence 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Gingival bleeding 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Rectal haemorrhage 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Toothache 1 (5.9 ) 1 (5.9 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration site 
conditions 

     

  -Total 11 (64.7) 3 (17.6) 6 (35.3) 2 (11.8) 0 

  Pyrexia 9 (52.9) 3 (17.6) 4 (23.5) 2 (11.8) 0 

  Fatigue 3 (17.6) 2 (11.8) 1 (5.9 ) 0 0 

  Oedema peripheral 3 (17.6) 2 (11.8) 1 (5.9 ) 0 0 

  Catheter site haemorrhage 2 (11.8) 1 (5.9 ) 0 1 (5.9 ) 0 

  Chills 2 (11.8) 0 2 (11.8) 0 0 

  Asthenia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Catheter site erythema 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Gait disturbance 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Pain 1 (5.9 ) 0 0 1 (5.9 ) 0 

Immune system disorders      

  -Total 12 (70.6) 3 (17.6) 5 (29.4) 2 (11.8) 2 (11.8) 

  Cytokine release syndrome 10 (58.8) 2 (11.8) 4 (23.5) 2 (11.8) 2 (11.8) 

  Hypogammaglobulinaemia 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Allergy to immunoglobulin therapy 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Drug hypersensitivity 1 (5.9 ) 0 1 (5.9 ) 0 0 

Infections and infestations      
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 11 (64.7) 0 4 (23.5) 6 (35.3) 1 (5.9 ) 

  Herpes zoster 2 (11.8) 0 2 (11.8) 0 0 

  Respiratory syncytial virus infection 2 (11.8) 0 1 (5.9 ) 1 (5.9 ) 0 

  Aspergillus infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Bronchitis 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Candida infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Cellulitis orbital 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Central nervous system infection 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Cerebral fungal infection 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Cystitis 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Device related infection 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Escherichia urinary tract infection 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Influenza 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Nasopharyngitis 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Oral fungal infection 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Oral herpes 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Pneumonia haemophilus 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Pseudomembranous colitis 1 (5.9 ) 0 1 (5.9 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Septic shock 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Sinusitis 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Tonsillitis 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Vascular device infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

Injury, poisoning and procedural complications      

  -Total 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Procedural pain 1 (5.9 ) 0 1 (5.9 ) 0 0 

Investigations      

  -Total 10 (58.8) 2 (11.8) 4 (23.5) 3 (17.6) 1 (5.9 ) 

  Alanine aminotransferase increased 2 (11.8) 2 (11.8) 0 0 0 

  Aspartate aminotransferase increased 2 (11.8) 2 (11.8) 0 0 0 

  Blood creatinine increased 2 (11.8) 2 (11.8) 0 0 0 

  Immunoglobulins decreased 2 (11.8) 0 1 (5.9 ) 0 1 (5.9 ) 

  Platelet count decreased 2 (11.8) 0 1 (5.9 ) 1 (5.9 ) 0 

  Blood alkaline phosphatase increased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Blood fibrinogen decreased 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Blood fibrinogen increased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Blood urea increased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Chlamydia test positive 1 (5.9 ) 0 1 (5.9 ) 0 0 



  

  

445 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Clostridium test positive 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Fungal test positive 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Gamma-glutamyltransferase increased 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Monocyte count decreased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Neutrophil count decreased 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Prothrombin time prolonged 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Serum ferritin increased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Vitamin d decreased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  White blood cell count decreased 1 (5.9 ) 0 0 1 (5.9 ) 0 

Metabolism and nutrition disorders      

  -Total 7 (41.2) 2 (11.8) 4 (23.5) 1 (5.9 ) 0 

  Hypokalaemia 3 (17.6) 3 (17.6) 0 0 0 

  Hypomagnesaemia 3 (17.6) 2 (11.8) 1 (5.9 ) 0 0 

  Hyperphosphataemia 2 (11.8) 2 (11.8) 0 0 0 

  Hypocalcaemia 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Hypophosphataemia 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Dehydration 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Fluid retention 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Hypercalcaemia 1 (5.9 ) 1 (5.9 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperferritinaemia 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Hypoalbuminaemia 1 (5.9 ) 1 (5.9 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 7 (41.2) 2 (11.8) 4 (23.5) 1 (5.9 ) 0 

  Arthralgia 3 (17.6) 1 (5.9 ) 2 (11.8) 0 0 

  Back pain 2 (11.8) 2 (11.8) 0 0 0 

  Bone pain 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Joint effusion 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Muscular weakness 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Myalgia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Osteoporosis 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Pain in extremity 1 (5.9 ) 0 1 (5.9 ) 0 0 

Neoplasms benign, malignant and unspecified 
(incl cysts and polyps) 

     

  -Total 4 (23.5) 0 0 2 (11.8) 2 (11.8) 

  Acute lymphocytic leukaemia recurrent 2 (11.8) 0 0 0 2 (11.8) 

  Acute lymphocytic leukaemia 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Neoplasm progression 1 (5.9 ) 0 0 1 (5.9 ) 0 
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders      

  -Total 7 (41.2) 2 (11.8) 2 (11.8) 2 (11.8) 1 (5.9 ) 

  Neuralgia 2 (11.8) 0 2 (11.8) 0 0 

  Somnolence 2 (11.8) 0 0 2 (11.8) 0 

  Dizziness 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Dyskinesia 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Encephalopathy 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Head discomfort 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Headache 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Hyperkinesia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Seizure 1 (5.9 ) 1 (5.9 ) 0 0 0 

Product issues      

  -Total 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Device occlusion 1 (5.9 ) 0 1 (5.9 ) 0 0 

Psychiatric disorders      

  -Total 4 (23.5) 2 (11.8) 2 (11.8) 0 0 

  Insomnia 2 (11.8) 0 2 (11.8) 0 0 

  Anxiety 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Confusional state 1 (5.9 ) 1 (5.9 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Disorientation 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Initial insomnia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Restlessness 1 (5.9 ) 0 1 (5.9 ) 0 0 

Renal and urinary disorders      

  -Total 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Chromaturia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Renal impairment 1 (5.9 ) 0 1 (5.9 ) 0 0 

Reproductive system and breast disorders      

  -Total 2 (11.8) 2 (11.8) 0 0 0 

  Metrorrhagia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Vulvovaginal dryness 1 (5.9 ) 1 (5.9 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 6 (35.3) 2 (11.8) 3 (17.6) 1 (5.9 ) 0 

  Cough 2 (11.8) 2 (11.8) 0 0 0 

  Hypoxia 2 (11.8) 0 2 (11.8) 0 0 

  Tachypnoea 2 (11.8) 2 (11.8) 0 0 0 

  Dyspnoea 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Epistaxis 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Lung disorder 1 (5.9 ) 0 0 1 (5.9 ) 0 
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pleural effusion 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Rhinorrhoea 1 (5.9 ) 1 (5.9 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 9 (52.9) 5 (29.4) 4 (23.5) 0 0 

  Erythema 3 (17.6) 3 (17.6) 0 0 0 

  Ingrowing nail 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Petechiae 2 (11.8) 2 (11.8) 0 0 0 

  Rash 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Acne 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Decubitus ulcer 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Dry skin 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Eczema 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Hangnail 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Pruritus 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Urticaria 1 (5.9 ) 0 1 (5.9 ) 0 0 

Vascular disorders      

  -Total 4 (23.5) 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 

  Hypotension 2 (11.8) 2 (11.8) 0 0 0 

  Capillary leak syndrome 1 (5.9 ) 0 0 1 (5.9 ) 0 
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pallor 1 (5.9 ) 0 1 (5.9 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t143_gd_b2001x.sas@@/main/4 25JUN21:16:24                                        Final 
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Tabl e 143b => Adverse events pos t CTL019 infusi on, r egardl ess of study drug rel ati onshi p, by pri mar y system organ class, preferr ed ter m, maxi mum CTC  grade and Gender (Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                       
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143b 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 41 (100) 2 (4.9 ) 10 (24.4) 7 (17.1) 22 (53.7) 

Blood and lymphatic system disorders      

  -Total 22 (53.7) 3 (7.3 ) 5 (12.2) 9 (22.0) 5 (12.2) 

  Anaemia 10 (24.4) 3 (7.3 ) 2 (4.9 ) 5 (12.2) 0 

  Febrile neutropenia 4 (9.8 ) 0 1 (2.4 ) 3 (7.3 ) 0 

  Neutropenia 4 (9.8 ) 0 0 0 4 (9.8 ) 

  Thrombocytopenia 3 (7.3 ) 0 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 

  Disseminated intravascular coagulation 2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Bone marrow failure 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Coagulation factor deficiency 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Leukopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

Cardiac disorders      

  -Total 9 (22.0) 5 (12.2) 2 (4.9 ) 2 (4.9 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachycardia 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 0 0 

  Left ventricular dysfunction 2 (4.9 ) 0 0 2 (4.9 ) 0 

  Sinus bradycardia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Sinus tachycardia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Bradycardia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Cardiac discomfort 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Pericardial effusion 1 (2.4 ) 0 1 (2.4 ) 0 0 

Congenital, familial and genetic disorders      

  -Total 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Talipes 1 (2.4 ) 1 (2.4 ) 0 0 0 

Eye disorders      

  -Total 4 (9.8 ) 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 

  Amaurosis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Blepharospasm 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Diplopia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Dry eye 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Optic atrophy 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Vitreous opacities 1 (2.4 ) 1 (2.4 ) 0 0 0 

Gastrointestinal disorders      
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Timing: within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 20 (48.8) 5 (12.2) 12 (29.3) 3 (7.3 ) 0 

  Diarrhoea 9 (22.0) 6 (14.6) 2 (4.9 ) 1 (2.4 ) 0 

  Nausea 7 (17.1) 0 7 (17.1) 0 0 

  Vomiting 5 (12.2) 3 (7.3 ) 2 (4.9 ) 0 0 

  Abdominal pain 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 0 

  Abdominal pain upper 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Constipation 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Paraesthesia oral 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Abdominal distension 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Anal fissure 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Anal fistula 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Anal haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Anal incontinence 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dyspepsia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Gastrointestinal pain 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Gingival bleeding 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Gingival swelling 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hypoaesthesia oral 1 (2.4 ) 1 (2.4 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lip dry 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lip haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Proctalgia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Rectal haemorrhage 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Rectal ulcer 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Upper gastrointestinal haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

General disorders and administration site 
conditions 

     

  -Total 22 (53.7) 9 (22.0) 10 (24.4) 3 (7.3 ) 0 

  Pyrexia 14 (34.1) 6 (14.6) 6 (14.6) 2 (4.9 ) 0 

  Face oedema 4 (9.8 ) 3 (7.3 ) 0 1 (2.4 ) 0 

  Fatigue 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 0 0 

  Oedema peripheral 3 (7.3 ) 3 (7.3 ) 0 0 0 

  Pain 3 (7.3 ) 1 (2.4 ) 2 (4.9 ) 0 0 

  Asthenia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Catheter site pain 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Localised oedema 2 (4.9 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Catheter site erythema 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Catheter site haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

455 

Timing: within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Catheter site pruritus 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Chills 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Non-cardiac chest pain 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Oedema 1 (2.4 ) 0 1 (2.4 ) 0 0 

Hepatobiliary disorders      

  -Total 5 (12.2) 2 (4.9 ) 0 2 (4.9 ) 1 (2.4 ) 

  Cholestasis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Gallbladder oedema 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hepatic steatosis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hepatocellular injury 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Hepatosplenomegaly 1 (2.4 ) 0 0 0 1 (2.4 ) 

Immune system disorders      

  -Total 32 (78.0) 7 (17.1) 10 (24.4) 6 (14.6) 9 (22.0) 

  Cytokine release syndrome 29 (70.7) 7 (17.1) 7 (17.1) 6 (14.6) 9 (22.0) 

  Hypogammaglobulinaemia 8 (19.5) 1 (2.4 ) 7 (17.1) 0 0 

  Allergy to immunoglobulin therapy 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Haemophagocytic lymphohistiocytosis 2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Atopy 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Drug hypersensitivity 1 (2.4 ) 0 1 (2.4 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

  -Total 15 (36.6) 1 (2.4 ) 8 (19.5) 4 (9.8 ) 2 (4.9 ) 

  Candida infection 2 (4.9 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Device related infection 2 (4.9 ) 0 2 (4.9 ) 0 0 

  Sepsis 2 (4.9 ) 0 0 1 (2.4 ) 1 (2.4 ) 

  Aspergillus infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Bacterial infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Cellulitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Central nervous system infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Cerebral fungal infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Eye infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Helminthic infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Herpes zoster 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Nasopharyngitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Oral fungal infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Paronychia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Respiratory syncytial virus infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Respiratory tract infection 1 (2.4 ) 1 (2.4 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Systemic infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Upper respiratory tract infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Urinary tract infection viral 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Vascular device infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

Injury, poisoning and procedural complications      

  -Total 7 (17.1) 1 (2.4 ) 5 (12.2) 1 (2.4 ) 0 

  Allergic transfusion reaction 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Contusion 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Fall 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Femoral neck fracture 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Infusion related reaction 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Periorbital haematoma 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Post procedural haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Procedural pain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Stoma site erythema 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Stoma site haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Subcutaneous haematoma 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Thermal burn 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Transfusion reaction 1 (2.4 ) 1 (2.4 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations      

  -Total 25 (61.0) 3 (7.3 ) 8 (19.5) 4 (9.8 ) 10 (24.4) 

  Neutrophil count decreased 7 (17.1) 1 (2.4 ) 0 1 (2.4 ) 5 (12.2) 

  White blood cell count decreased 7 (17.1) 0 2 (4.9 ) 1 (2.4 ) 4 (9.8 ) 

  Platelet count decreased 6 (14.6) 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 3 (7.3 ) 

  Aspartate aminotransferase increased 4 (9.8 ) 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 

  Immunoglobulins decreased 4 (9.8 ) 0 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

  Blood fibrinogen decreased 3 (7.3 ) 0 1 (2.4 ) 2 (4.9 ) 0 

  Alanine aminotransferase increased 2 (4.9 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Blood alkaline phosphatase increased 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Blood bilirubin increased 2 (4.9 ) 0 1 (2.4 ) 0 1 (2.4 ) 

  Blood creatinine increased 2 (4.9 ) 2 (4.9 ) 0 0 0 

  C-reactive protein increased 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Prothrombin time prolonged 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Serum ferritin increased 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Ammonia increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Antithrombin iii decreased 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Blood chloride increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood lactate dehydrogenase increased 1 (2.4 ) 1 (2.4 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood potassium decreased 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Blood urea decreased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood urea increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood uric acid increased 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Blood urine present 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Electrocardiogram repolarisation abnormality 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Fungal test positive 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Gamma-glutamyltransferase increased 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Haemoglobin decreased 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Heart sounds abnormal 1 (2.4 ) 1 (2.4 ) 0 0 0 

  International normalised ratio increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lipase increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lymphocyte count decreased 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Protein total decreased 1 (2.4 ) 0 1 (2.4 ) 0 0 

Metabolism and nutrition disorders      

  -Total 22 (53.7) 11 (26.8) 6 (14.6) 4 (9.8 ) 1 (2.4 ) 

  Hypokalaemia 10 (24.4) 5 (12.2) 1 (2.4 ) 4 (9.8 ) 0 

  Hypoalbuminaemia 6 (14.6) 2 (4.9 ) 3 (7.3 ) 1 (2.4 ) 0 

  Hypophosphataemia 6 (14.6) 4 (9.8 ) 1 (2.4 ) 1 (2.4 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Decreased appetite 5 (12.2) 4 (9.8 ) 0 1 (2.4 ) 0 

  Hypocalcaemia 4 (9.8 ) 1 (2.4 ) 2 (4.9 ) 0 1 (2.4 ) 

  Hypomagnesaemia 3 (7.3 ) 3 (7.3 ) 0 0 0 

  Hyperglycaemia 2 (4.9 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Hyperphosphataemia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Hyperuricaemia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Dehydration 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Fluid retention 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hypercalcaemia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hyperkalaemia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hyponatraemia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Tumour lysis syndrome 1 (2.4 ) 0 0 0 1 (2.4 ) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 12 (29.3) 5 (12.2) 6 (14.6) 1 (2.4 ) 0 

  Arthralgia 3 (7.3 ) 0 2 (4.9 ) 1 (2.4 ) 0 

  Myalgia 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

  Pain in extremity 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

  Bone pain 2 (4.9 ) 0 2 (4.9 ) 0 0 



  

  

461 

Timing: within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Muscular weakness 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Back pain 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Joint stiffness 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Osteonecrosis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Osteopenia 1 (2.4 ) 1 (2.4 ) 0 0 0 

Neoplasms benign, malignant and unspecified 
(incl cysts and polyps) 

     

  -Total 3 (7.3 ) 0 0 1 (2.4 ) 2 (4.9 ) 

  Acute lymphocytic leukaemia recurrent 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Leukaemia 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Neoplasm progression 1 (2.4 ) 0 0 1 (2.4 ) 0 

Nervous system disorders      

  -Total 17 (41.5) 4 (9.8 ) 9 (22.0) 4 (9.8 ) 0 

  Headache 6 (14.6) 2 (4.9 ) 4 (9.8 ) 0 0 

  Seizure 5 (12.2) 1 (2.4 ) 2 (4.9 ) 2 (4.9 ) 0 

  Tremor 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

  Intention tremor 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Cerebral atrophy 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Depressed level of consciousness 1 (2.4 ) 0 0 1 (2.4 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dysgeusia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dyskinesia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Encephalopathy 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Hyperkinesia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lethargy 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Nervous system disorder 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Neuralgia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Neurological decompensation 1 (2.4 ) 0 1 (2.4 ) 0 0 

Product issues      

  -Total 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Device occlusion 1 (2.4 ) 0 1 (2.4 ) 0 0 

Psychiatric disorders      

  -Total 7 (17.1) 3 (7.3 ) 3 (7.3 ) 1 (2.4 ) 0 

  Agitation 2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Confusional state 2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Delirium 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Anxiety 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Disorientation 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Initial insomnia 1 (2.4 ) 1 (2.4 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Insomnia 1 (2.4 ) 0 1 (2.4 ) 0 0 

Renal and urinary disorders      

  -Total 9 (22.0) 3 (7.3 ) 4 (9.8 ) 1 (2.4 ) 1 (2.4 ) 

  Acute kidney injury 3 (7.3 ) 0 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 

  Dysuria 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Haematuria 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Polyuria 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Chromaturia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Proteinuria 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Urinary tract disorder 1 (2.4 ) 0 1 (2.4 ) 0 0 

Reproductive system and breast disorders      

  -Total 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Scrotal oedema 1 (2.4 ) 1 (2.4 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 10 (24.4) 2 (4.9 ) 3 (7.3 ) 4 (9.8 ) 1 (2.4 ) 

  Hypoxia 5 (12.2) 0 2 (4.9 ) 2 (4.9 ) 1 (2.4 ) 

  Cough 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Epistaxis 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oropharyngeal pain 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Tachypnoea 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Apnoea 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Dyspnoea 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lung disorder 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pleural effusion 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Rhinorrhoea 1 (2.4 ) 1 (2.4 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 16 (39.0) 12 (29.3) 4 (9.8 ) 0 0 

  Pruritus 5 (12.2) 4 (9.8 ) 1 (2.4 ) 0 0 

  Petechiae 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 0 

  Rash 4 (9.8 ) 4 (9.8 ) 0 0 0 

  Dry skin 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

  Erythema 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

  Urticaria 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Acne 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dermatitis acneiform 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hangnail 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Ingrowing nail 1 (2.4 ) 1 (2.4 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Papule 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Skin discolouration 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Skin exfoliation 1 (2.4 ) 1 (2.4 ) 0 0 0 

Vascular disorders      

  -Total 13 (31.7) 3 (7.3 ) 3 (7.3 ) 7 (17.1) 0 

  Hypertension 5 (12.2) 1 (2.4 ) 1 (2.4 ) 3 (7.3 ) 0 

  Hypotension 3 (7.3 ) 1 (2.4 ) 0 2 (4.9 ) 0 

  Capillary leak syndrome 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Hot flush 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Jugular vein thrombosis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Lymphoedema 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Pallor 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Vascular occlusion 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Venous thrombosis limb 1 (2.4 ) 0 1 (2.4 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t143_gd_b2001x.sas@@/main/4 25JUN21:16:24                                        Final 

 
  



  

  

467 

 



  

  

468 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143b 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 28 (100) 5 (17.9) 2 (7.1 ) 13 (46.4) 8 (28.6) 

Blood and lymphatic system disorders      

  -Total 12 (42.9) 3 (10.7) 1 (3.6 ) 6 (21.4) 2 (7.1 ) 

  Neutropenia 4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 

  Anaemia 3 (10.7) 2 (7.1 ) 0 1 (3.6 ) 0 

  B-cell aplasia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Bone marrow failure 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Disseminated intravascular coagulation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Febrile neutropenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Pancytopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Splenomegaly 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Thrombocytopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

Cardiac disorders      
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Timing: within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 6 (21.4) 5 (17.9) 1 (3.6 ) 0 0 

  Tachycardia 4 (14.3) 4 (14.3) 0 0 0 

  Cardiac hypertrophy 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Sinus bradycardia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Sinus tachycardia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Vertigo 1 (3.6 ) 0 0 1 (3.6 ) 0 

Endocrine disorders      

  -Total 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Precocious puberty 1 (3.6 ) 1 (3.6 ) 0 0 0 

Eye disorders      

  -Total 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 0 

  Conjunctival haemorrhage 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Dry eye 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Ocular hypertension 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Vision blurred 1 (3.6 ) 1 (3.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 14 (50.0) 8 (28.6) 4 (14.3) 2 (7.1 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Diarrhoea 6 (21.4) 5 (17.9) 0 1 (3.6 ) 0 

  Vomiting 5 (17.9) 4 (14.3) 1 (3.6 ) 0 0 

  Nausea 4 (14.3) 1 (3.6 ) 2 (7.1 ) 1 (3.6 ) 0 

  Abdominal pain 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Abdominal pain upper 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Constipation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Stomatitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

General disorders and administration site 
conditions 

     

  -Total 15 (53.6) 7 (25.0) 3 (10.7) 4 (14.3) 1 (3.6 ) 

  Pyrexia 11 (39.3) 7 (25.0) 2 (7.1 ) 2 (7.1 ) 0 

  Fatigue 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 

  Catheter site haemorrhage 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Drug withdrawal syndrome 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Face oedema 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Mucosal inflammation 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Multiple organ dysfunction syndrome 1 (3.6 ) 0 0 0 1 (3.6 ) 

  Oedema peripheral 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Pain 1 (3.6 ) 0 0 1 (3.6 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders      

  -Total 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hepatic failure 1 (3.6 ) 0 1 (3.6 ) 0 0 

Immune system disorders      

  -Total 20 (71.4) 4 (14.3) 8 (28.6) 4 (14.3) 4 (14.3) 

  Cytokine release syndrome 17 (60.7) 5 (17.9) 5 (17.9) 3 (10.7) 4 (14.3) 

  Hypogammaglobulinaemia 8 (28.6) 3 (10.7) 4 (14.3) 1 (3.6 ) 0 

  Allergy to immunoglobulin therapy 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Haemophagocytic lymphohistiocytosis 1 (3.6 ) 0 0 1 (3.6 ) 0 

Infections and infestations      

  -Total 11 (39.3) 1 (3.6 ) 5 (17.9) 5 (17.9) 0 

  Bronchopulmonary aspergillosis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Cellulitis orbital 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Cystitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Influenza 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Meningitis aseptic 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Nail infection 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Parotitis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Pneumonia 1 (3.6 ) 0 0 1 (3.6 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia viral 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pseudomembranous colitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Rash pustular 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Sinusitis 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Upper respiratory tract infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Vascular device infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Viral upper respiratory tract infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Vulvitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Allergic transfusion reaction 1 (3.6 ) 0 1 (3.6 ) 0 0 

Investigations      

  -Total 14 (50.0) 2 (7.1 ) 1 (3.6 ) 6 (21.4) 5 (17.9) 

  Neutrophil count decreased 4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 

  White blood cell count decreased 4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 

  Platelet count decreased 3 (10.7) 0 1 (3.6 ) 2 (7.1 ) 0 

  Blood fibrinogen decreased 2 (7.1 ) 0 1 (3.6 ) 1 (3.6 ) 0 

  Lymphocyte count decreased 2 (7.1 ) 0 0 2 (7.1 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Activated partial thromboplastin time 
prolonged 

1 (3.6 ) 1 (3.6 ) 0 0 0 

  Alanine aminotransferase increased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Aspartate aminotransferase increased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Blood bilirubin increased 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Blood creatine phosphokinase increased 1 (3.6 ) 0 0 0 1 (3.6 ) 

  Blood creatinine increased 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Blood fibrinogen increased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Blood magnesium increased 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Chest x-ray abnormal 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Clostridium test positive 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Monocyte count decreased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Prothrombin time prolonged 1 (3.6 ) 1 (3.6 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 9 (32.1) 1 (3.6 ) 2 (7.1 ) 5 (17.9) 1 (3.6 ) 

  Hypokalaemia 5 (17.9) 2 (7.1 ) 1 (3.6 ) 2 (7.1 ) 0 

  Hypocalcaemia 3 (10.7) 0 0 2 (7.1 ) 1 (3.6 ) 

  Hypophosphataemia 3 (10.7) 2 (7.1 ) 0 1 (3.6 ) 0 

  Dehydration 2 (7.1 ) 0 0 2 (7.1 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Decreased appetite 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Fluid overload 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hypernatraemia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hypoalbuminaemia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hyponatraemia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Vitamin d deficiency 1 (3.6 ) 1 (3.6 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 6 (21.4) 4 (14.3) 0 2 (7.1 ) 0 

  Myalgia 3 (10.7) 3 (10.7) 0 0 0 

  Arthralgia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Joint effusion 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Muscular weakness 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Pain in extremity 1 (3.6 ) 0 1 (3.6 ) 0 0 

Nervous system disorders      

  -Total 10 (35.7) 5 (17.9) 2 (7.1 ) 2 (7.1 ) 1 (3.6 ) 

  Headache 6 (21.4) 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 

  Somnolence 2 (7.1 ) 0 0 2 (7.1 ) 0 

  Dizziness 1 (3.6 ) 1 (3.6 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Encephalopathy 1 (3.6 ) 0 0 0 1 (3.6 ) 

  Head discomfort 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Seizure 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Tremor 1 (3.6 ) 1 (3.6 ) 0 0 0 

Psychiatric disorders      

  -Total 8 (28.6) 4 (14.3) 4 (14.3) 0 0 

  Anxiety 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 

  Insomnia 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 

  Irritability 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Agitation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Disorientation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hallucination 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Restlessness 1 (3.6 ) 0 1 (3.6 ) 0 0 

Renal and urinary disorders      

  -Total 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Renal impairment 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Urinary incontinence 1 (3.6 ) 1 (3.6 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 
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Timing: within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 10 (35.7) 6 (21.4) 3 (10.7) 1 (3.6 ) 0 

  Cough 4 (14.3) 2 (7.1 ) 2 (7.1 ) 0 0 

  Hypoxia 3 (10.7) 1 (3.6 ) 1 (3.6 ) 1 (3.6 ) 0 

  Epistaxis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Increased upper airway secretion 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Oropharyngeal pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Pleural effusion 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Rhinorrhoea 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Tachypnoea 1 (3.6 ) 1 (3.6 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 9 (32.1) 7 (25.0) 1 (3.6 ) 1 (3.6 ) 0 

  Rash 5 (17.9) 3 (10.7) 1 (3.6 ) 1 (3.6 ) 0 

  Erythema 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Decubitus ulcer 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Papule 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Pruritus 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Skin lesion 1 (3.6 ) 1 (3.6 ) 0 0 0 

Vascular disorders      

  -Total 5 (17.9) 5 (17.9) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypotension 3 (10.7) 3 (10.7) 0 0 0 

  Hypertension 2 (7.1 ) 2 (7.1 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143b 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 33 (86.8) 8 (21.1) 7 (18.4) 12 (31.6) 6 (15.8) 

Blood and lymphatic system disorders      

  -Total 10 (26.3) 2 (5.3 ) 3 (7.9 ) 5 (13.2) 0 

  Anaemia 4 (10.5) 1 (2.6 ) 1 (2.6 ) 2 (5.3 ) 0 

  Thrombocytopenia 4 (10.5) 0 2 (5.3 ) 2 (5.3 ) 0 

  Neutropenia 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  B-cell aplasia 1 (2.6 ) 0 0 1 (2.6 ) 0 

Cardiac disorders      

  -Total 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Tachycardia 1 (2.6 ) 1 (2.6 ) 0 0 0 

Eye disorders      

  -Total 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Astigmatism 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Blindness unilateral 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Conjunctivitis allergic 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Eye pain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Hypermetropia 1 (2.6 ) 1 (2.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 11 (28.9) 7 (18.4) 4 (10.5) 0 0 

  Nausea 5 (13.2) 3 (7.9 ) 2 (5.3 ) 0 0 

  Diarrhoea 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 0 0 

  Vomiting 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 

  Abdominal pain 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Constipation 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Abdominal distension 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Abdominal pain lower 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Gastrointestinal motility disorder 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Toothache 1 (2.6 ) 1 (2.6 ) 0 0 0 

General disorders and administration site 
conditions 

     

  -Total 10 (26.3) 5 (13.2) 4 (10.5) 1 (2.6 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 7 (18.4) 2 (5.3 ) 4 (10.5) 1 (2.6 ) 0 

  Chills 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Gait disturbance 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Axillary pain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Catheter site erythema 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Fatigue 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Pain 1 (2.6 ) 1 (2.6 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Hepatotoxicity 1 (2.6 ) 0 1 (2.6 ) 0 0 

Immune system disorders      

  -Total 4 (10.5) 2 (5.3 ) 2 (5.3 ) 0 0 

  Allergy to immunoglobulin therapy 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Hypogammaglobulinaemia 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

Infections and infestations      

  -Total 22 (57.9) 6 (15.8) 6 (15.8) 9 (23.7) 1 (2.6 ) 

  Herpes zoster 4 (10.5) 0 3 (7.9 ) 1 (2.6 ) 0 

  Nasopharyngitis 4 (10.5) 4 (10.5) 0 0 0 

  Bronchitis 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Device related infection 2 (5.3 ) 0 0 2 (5.3 ) 0 

  Gastroenteritis 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Otitis media 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Rhinitis 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Atypical pneumonia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Cellulitis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Central nervous system infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Conjunctivitis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Enterovirus infection 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Folliculitis 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Gastrointestinal infection 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Impetigo 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Influenza 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Laryngitis 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Molluscum contagiosum 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Oral herpes 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Otitis externa 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Otitis media acute 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Pneumonia 1 (2.6 ) 0 0 1 (2.6 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia haemophilus 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Rash pustular 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Respiratory syncytial virus infection 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Sepsis 1 (2.6 ) 0 0 0 1 (2.6 ) 

  Skin infection 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Tinea pedis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Tonsillitis 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Tooth infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Upper respiratory tract infection 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Viral upper respiratory tract infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 0 0 

  Contusion 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Fall 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Infusion related reaction 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Ligament sprain 1 (2.6 ) 0 1 (2.6 ) 0 0 

Investigations      

  -Total 14 (36.8) 4 (10.5) 4 (10.5) 3 (7.9 ) 3 (7.9 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased 6 (15.8) 2 (5.3 ) 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 

  Alanine aminotransferase increased 4 (10.5) 1 (2.6 ) 1 (2.6 ) 1 (2.6 ) 1 (2.6 ) 

  Aspartate aminotransferase increased 4 (10.5) 2 (5.3 ) 0 1 (2.6 ) 1 (2.6 ) 

  White blood cell count decreased 4 (10.5) 1 (2.6 ) 0 1 (2.6 ) 2 (5.3 ) 

  Neutrophil count decreased 3 (7.9 ) 0 0 1 (2.6 ) 2 (5.3 ) 

  Activated partial thromboplastin time 
prolonged 

1 (2.6 ) 1 (2.6 ) 0 0 0 

  Blood alkaline phosphatase increased 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Blood lactate dehydrogenase increased 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Chlamydia test positive 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Cytomegalovirus test positive 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Gamma-glutamyltransferase increased 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Immunoglobulins decreased 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Lymph node palpable 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Lymphocyte count decreased 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Vitamin d decreased 1 (2.6 ) 1 (2.6 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 6 (15.8) 2 (5.3 ) 3 (7.9 ) 1 (2.6 ) 0 

  Hyperuricaemia 2 (5.3 ) 2 (5.3 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypomagnesaemia 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Decreased appetite 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Dehydration 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Hypercalcaemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hyperferritinaemia 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Hyperkalaemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hypoalbuminaemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hypocalcaemia 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Hypokalaemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hypophosphataemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Lactic acidosis 1 (2.6 ) 0 0 1 (2.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 8 (21.1) 4 (10.5) 3 (7.9 ) 1 (2.6 ) 0 

  Arthralgia 4 (10.5) 1 (2.6 ) 2 (5.3 ) 1 (2.6 ) 0 

  Back pain 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 

  Bone pain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Neck pain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Osteopenia 1 (2.6 ) 1 (2.6 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain in extremity 1 (2.6 ) 1 (2.6 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 4 (10.5) 0 0 2 (5.3 ) 2 (5.3 ) 

  Acute lymphocytic leukaemia recurrent 2 (5.3 ) 0 0 1 (2.6 ) 1 (2.6 ) 

  Acute lymphocytic leukaemia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  B precursor type acute leukaemia 1 (2.6 ) 0 0 0 1 (2.6 ) 

Nervous system disorders      

  -Total 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Dizziness 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Headache 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hemiparesis 1 (2.6 ) 0 1 (2.6 ) 0 0 

Psychiatric disorders      

  -Total 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Confusional state 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Insomnia 1 (2.6 ) 1 (2.6 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 11 (28.9) 8 (21.1) 2 (5.3 ) 1 (2.6 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cough 8 (21.1) 6 (15.8) 2 (5.3 ) 0 0 

  Epistaxis 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Nasal congestion 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Oropharyngeal pain 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Dyspnoea 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Pulmonary granuloma 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Rhonchi 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Stridor 1 (2.6 ) 0 1 (2.6 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 8 (21.1) 5 (13.2) 3 (7.9 ) 0 0 

  Eczema 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Ingrowing nail 2 (5.3 ) 0 2 (5.3 ) 0 0 

  Alopecia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Dermatitis 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Dry skin 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Erythema 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Petechiae 1 (2.6 ) 1 (2.6 ) 0 0 0 

Vascular disorders      

  -Total 1 (2.6 ) 1 (2.6 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pallor 1 (2.6 ) 1 (2.6 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t143_gd_b2001x.sas@@/main/4 25JUN21:16:24                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143b 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 15 (68.2) 1 (4.5 ) 5 (22.7) 7 (31.8) 2 (9.1 ) 

Blood and lymphatic system disorders      

  -Total 3 (13.6) 0 1 (4.5 ) 2 (9.1 ) 0 

  Anaemia 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Febrile neutropenia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Leukocytosis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Lymphopenia 1 (4.5 ) 0 0 1 (4.5 ) 0 

Cardiac disorders      

  -Total 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Sinus tachycardia 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Sinus bradycardia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Tachycardia 1 (4.5 ) 1 (4.5 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Ear and labyrinth disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ear pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

Endocrine disorders      

  -Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Hypothyroidism 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (4.5 ) 1 (4.5 ) 0 0 0 

Eye disorders      

  -Total 4 (18.2) 4 (18.2) 0 0 0 

  Blepharitis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Eye pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Eye pruritus 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Lacrimation increased 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ocular hyperaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Visual impairment 1 (4.5 ) 1 (4.5 ) 0 0 0 

Gastrointestinal disorders      

  -Total 6 (27.3) 2 (9.1 ) 4 (18.2) 0 0 

  Constipation 4 (18.2) 2 (9.1 ) 2 (9.1 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal pain 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Stomatitis 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Vomiting 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Abdominal distension 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Abdominal pain upper 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Dental caries 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Diarrhoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Gingival bleeding 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Nausea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oral pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Periodontal disease 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Proctalgia 1 (4.5 ) 0 1 (4.5 ) 0 0 

General disorders and administration site 
conditions 

     

  -Total 8 (36.4) 3 (13.6) 5 (22.7) 0 0 

  Pyrexia 7 (31.8) 2 (9.1 ) 5 (22.7) 0 0 

  Chills 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Face oedema 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Facial pain 1 (4.5 ) 0 1 (4.5 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Generalised oedema 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Localised oedema 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Malaise 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Non-cardiac chest pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oedema peripheral 1 (4.5 ) 0 1 (4.5 ) 0 0 

Immune system disorders      

  -Total 5 (22.7) 2 (9.1 ) 2 (9.1 ) 1 (4.5 ) 0 

  Hypogammaglobulinaemia 3 (13.6) 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 0 

  Drug hypersensitivity 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Cytokine release syndrome 1 (4.5 ) 0 1 (4.5 ) 0 0 

Infections and infestations      

  -Total 13 (59.1) 3 (13.6) 6 (27.3) 4 (18.2) 0 

  Nasopharyngitis 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Upper respiratory tract infection 4 (18.2) 1 (4.5 ) 3 (13.6) 0 0 

  Rhinitis 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Rash pustular 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Sinusitis 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Alternaria infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Aspergillus infection 1 (4.5 ) 0 0 1 (4.5 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacterial infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Body tinea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Candida infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Catheter site infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Conjunctivitis viral 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Enterococcal infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterovirus infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Escherichia urinary tract infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Gastroenteritis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Meningitis aseptic 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Mucosal infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oral herpes 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Otitis externa 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Parainfluenzae virus infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Paronychia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Periorbital cellulitis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Pharyngitis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pneumonia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Rhinovirus infection 1 (4.5 ) 0 1 (4.5 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Septic shock 1 (4.5 ) 0 0 1 (4.5 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Contusion 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Procedural pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Skin abrasion 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Splinter 1 (4.5 ) 1 (4.5 ) 0 0 0 

Investigations      

  -Total 6 (27.3) 1 (4.5 ) 1 (4.5 ) 2 (9.1 ) 2 (9.1 ) 

  Neutrophil count decreased 3 (13.6) 0 0 2 (9.1 ) 1 (4.5 ) 

  White blood cell count decreased 3 (13.6) 1 (4.5 ) 0 2 (9.1 ) 0 

  Alanine aminotransferase increased 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Aspartate aminotransferase increased 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Platelet count decreased 2 (9.1 ) 1 (4.5 ) 0 0 1 (4.5 ) 

  Lymphocyte count decreased 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Weight decreased 1 (4.5 ) 0 1 (4.5 ) 0 0 

Metabolism and nutrition disorders      

  -Total 4 (18.2) 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperglycaemia 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Hypomagnesaemia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Decreased appetite 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hyperkalaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hypokalaemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Hypophosphataemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 4 (18.2) 0 4 (18.2) 0 0 

  Pain in extremity 3 (13.6) 0 3 (13.6) 0 0 

  Arthralgia 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Back pain 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Muscular weakness 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Neck pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Osteoporosis 1 (4.5 ) 0 1 (4.5 ) 0 0 

Nervous system disorders      

  -Total 6 (27.3) 2 (9.1 ) 4 (18.2) 0 0 

  Headache 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Dysarthria 1 (4.5 ) 0 1 (4.5 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Facial paralysis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Intracranial pressure increased 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Lethargy 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Neuralgia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Neuropathy peripheral 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Subdural hygroma 1 (4.5 ) 0 1 (4.5 ) 0 0 

Psychiatric disorders      

  -Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Agitation 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Anxiety 1 (4.5 ) 1 (4.5 ) 0 0 0 

Renal and urinary disorders      

  -Total 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Haematuria 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Proteinuria 1 (4.5 ) 0 1 (4.5 ) 0 0 

Reproductive system and breast disorders      

  -Total 4 (18.2) 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 

  Metrorrhagia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ovarian failure 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Perineal pain 1 (4.5 ) 1 (4.5 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vulvovaginal dryness 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Vulvovaginal pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 4 (18.2) 1 (4.5 ) 2 (9.1 ) 1 (4.5 ) 0 

  Epistaxis 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Cough 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Nasal congestion 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Dyspnoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hypoxia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Nasal septum perforation 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oropharyngeal pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pharyngeal erythema 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Productive cough 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rhinalgia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rhinorrhoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Sinus pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Tachypnoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

Skin and subcutaneous tissue disorders      
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 6 (27.3) 5 (22.7) 1 (4.5 ) 0 0 

  Pruritus 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Rash 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Dermatitis bullous 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Dry skin 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Eczema 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hangnail 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Petechiae 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Skin ulcer 1 (4.5 ) 1 (4.5 ) 0 0 0 

Vascular disorders      

  -Total 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Embolism 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Flushing 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hypertension 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pallor 1 (4.5 ) 1 (4.5 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143b 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Gender: Male 

 
All patients 

N=10 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (10.0) 0 0 1 (10.0) 0 

Eye disorders      

  -Total 1 (10.0) 0 0 1 (10.0) 0 

  Keratitis 1 (10.0) 0 0 1 (10.0) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143b 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Gender: Female 

 
All patients 

N=10 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 4 (40.0) 2 (20.0) 1 (10.0) 1 (10.0) 0 

Infections and infestations      

  -Total 2 (20.0) 1 (10.0) 1 (10.0) 0 0 

  Infection 1 (10.0) 0 1 (10.0) 0 0 

  Rhinitis 1 (10.0) 1 (10.0) 0 0 0 

Investigations      

  -Total 1 (10.0) 1 (10.0) 0 0 0 

  Lymphocyte count decreased 1 (10.0) 1 (10.0) 0 0 0 

Neoplasms benign, malignant and unspecified 
(incl cysts and polyps) 

     

  -Total 1 (10.0) 0 0 1 (10.0) 0 

  Acute lymphocytic leukaemia recurrent 1 (10.0) 0 0 1 (10.0) 0 
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- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143b 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 41 (100) 0 4 (9.8 ) 12 (29.3) 25 (61.0) 

Blood and lymphatic system disorders      

  -Total 25 (61.0) 2 (4.9 ) 7 (17.1) 11 (26.8) 5 (12.2) 

  Anaemia 10 (24.4) 2 (4.9 ) 3 (7.3 ) 5 (12.2) 0 

  Neutropenia 6 (14.6) 1 (2.4 ) 1 (2.4 ) 0 4 (9.8 ) 

  Thrombocytopenia 5 (12.2) 0 2 (4.9 ) 2 (4.9 ) 1 (2.4 ) 

  Febrile neutropenia 4 (9.8 ) 0 1 (2.4 ) 3 (7.3 ) 0 

  Disseminated intravascular coagulation 2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  B-cell aplasia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Bone marrow failure 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Coagulation factor deficiency 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Leukopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Cardiac disorders      

  -Total 9 (22.0) 5 (12.2) 2 (4.9 ) 2 (4.9 ) 0 

  Tachycardia 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 0 0 

  Left ventricular dysfunction 2 (4.9 ) 0 0 2 (4.9 ) 0 

  Sinus bradycardia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Sinus tachycardia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Bradycardia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Cardiac discomfort 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Pericardial effusion 1 (2.4 ) 0 1 (2.4 ) 0 0 

Congenital, familial and genetic disorders      

  -Total 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Talipes 1 (2.4 ) 1 (2.4 ) 0 0 0 

Eye disorders      

  -Total 7 (17.1) 2 (4.9 ) 3 (7.3 ) 2 (4.9 ) 0 

  Amaurosis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Astigmatism 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blepharospasm 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blindness unilateral 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Conjunctivitis allergic 1 (2.4 ) 0 1 (2.4 ) 0 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Diplopia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Dry eye 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Eye pain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hypermetropia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Keratitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Optic atrophy 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Vitreous opacities 1 (2.4 ) 1 (2.4 ) 0 0 0 

Gastrointestinal disorders      

  -Total 27 (65.9) 10 (24.4) 14 (34.1) 3 (7.3 ) 0 

  Diarrhoea 11 (26.8) 6 (14.6) 4 (9.8 ) 1 (2.4 ) 0 

  Nausea 11 (26.8) 3 (7.3 ) 8 (19.5) 0 0 

  Vomiting 7 (17.1) 4 (9.8 ) 3 (7.3 ) 0 0 

  Abdominal pain 5 (12.2) 4 (9.8 ) 1 (2.4 ) 0 0 

  Constipation 3 (7.3 ) 3 (7.3 ) 0 0 0 

  Abdominal distension 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Abdominal pain upper 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Paraesthesia oral 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Abdominal pain lower 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Anal fissure 1 (2.4 ) 0 1 (2.4 ) 0 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal fistula 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Anal haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Anal incontinence 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dyspepsia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Gastrointestinal motility disorder 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Gastrointestinal pain 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Gingival bleeding 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Gingival swelling 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hypoaesthesia oral 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lip dry 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lip haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Proctalgia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Rectal haemorrhage 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Rectal ulcer 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Toothache 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Upper gastrointestinal haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

General disorders and administration site 
conditions 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 27 (65.9) 11 (26.8) 12 (29.3) 4 (9.8 ) 0 

  Pyrexia 19 (46.3) 7 (17.1) 9 (22.0) 3 (7.3 ) 0 

  Face oedema 4 (9.8 ) 3 (7.3 ) 0 1 (2.4 ) 0 

  Fatigue 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 0 0 

  Pain 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 0 0 

  Chills 3 (7.3 ) 1 (2.4 ) 2 (4.9 ) 0 0 

  Oedema peripheral 3 (7.3 ) 3 (7.3 ) 0 0 0 

  Asthenia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Catheter site erythema 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Catheter site pain 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Gait disturbance 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Localised oedema 2 (4.9 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Axillary pain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Catheter site haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Catheter site pruritus 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Non-cardiac chest pain 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Oedema 1 (2.4 ) 0 1 (2.4 ) 0 0 

Hepatobiliary disorders      

  -Total 6 (14.6) 2 (4.9 ) 1 (2.4 ) 2 (4.9 ) 1 (2.4 ) 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cholestasis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Gallbladder oedema 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hepatic steatosis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hepatocellular injury 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Hepatosplenomegaly 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Hepatotoxicity 1 (2.4 ) 0 1 (2.4 ) 0 0 

Immune system disorders      

  -Total 32 (78.0) 6 (14.6) 11 (26.8) 6 (14.6) 9 (22.0) 

  Cytokine release syndrome 29 (70.7) 7 (17.1) 7 (17.1) 6 (14.6) 9 (22.0) 

  Hypogammaglobulinaemia 10 (24.4) 2 (4.9 ) 8 (19.5) 0 0 

  Allergy to immunoglobulin therapy 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

  Haemophagocytic lymphohistiocytosis 2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Atopy 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Drug hypersensitivity 1 (2.4 ) 0 1 (2.4 ) 0 0 

Infections and infestations      

  -Total 28 (68.3) 4 (9.8 ) 9 (22.0) 12 (29.3) 3 (7.3 ) 

  Herpes zoster 5 (12.2) 0 4 (9.8 ) 1 (2.4 ) 0 

  Nasopharyngitis 5 (12.2) 5 (12.2) 0 0 0 

  Device related infection 4 (9.8 ) 0 2 (4.9 ) 2 (4.9 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sepsis 3 (7.3 ) 0 0 1 (2.4 ) 2 (4.9 ) 

  Bronchitis 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Candida infection 2 (4.9 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Cellulitis 2 (4.9 ) 0 2 (4.9 ) 0 0 

  Gastroenteritis 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Otitis media 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Respiratory syncytial virus infection 2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Rhinitis 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Upper respiratory tract infection 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Aspergillus infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Atypical pneumonia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Bacterial infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Central nervous system infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Cerebral fungal infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Conjunctivitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Enterovirus infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Eye infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Folliculitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Gastrointestinal infection 1 (2.4 ) 0 0 1 (2.4 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Helminthic infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Impetigo 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Influenza 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Laryngitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Molluscum contagiosum 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Oral fungal infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Oral herpes 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Otitis externa 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Otitis media acute 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Paronychia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Pneumonia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pneumonia haemophilus 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Rash pustular 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Respiratory tract infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Skin infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Systemic infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Tinea pedis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Tonsillitis 1 (2.4 ) 0 0 1 (2.4 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tooth infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Urinary tract infection viral 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Vascular device infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Viral upper respiratory tract infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

Injury, poisoning and procedural complications      

  -Total 8 (19.5) 2 (4.9 ) 5 (12.2) 1 (2.4 ) 0 

  Contusion 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Fall 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Allergic transfusion reaction 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Femoral neck fracture 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Infusion related reaction 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Ligament sprain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Periorbital haematoma 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Post procedural haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Procedural pain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Stoma site erythema 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Stoma site haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Subcutaneous haematoma 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Thermal burn 1 (2.4 ) 0 1 (2.4 ) 0 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Transfusion reaction 1 (2.4 ) 1 (2.4 ) 0 0 0 

Investigations      

  -Total 25 (61.0) 2 (4.9 ) 7 (17.1) 5 (12.2) 11 (26.8) 

  White blood cell count decreased 8 (19.5) 0 2 (4.9 ) 1 (2.4 ) 5 (12.2) 

  Neutrophil count decreased 7 (17.1) 1 (2.4 ) 0 0 6 (14.6) 

  Platelet count decreased 7 (17.1) 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 4 (9.8 ) 

  Aspartate aminotransferase increased 6 (14.6) 2 (4.9 ) 1 (2.4 ) 2 (4.9 ) 1 (2.4 ) 

  Alanine aminotransferase increased 5 (12.2) 1 (2.4 ) 1 (2.4 ) 2 (4.9 ) 1 (2.4 ) 

  Immunoglobulins decreased 5 (12.2) 0 2 (4.9 ) 2 (4.9 ) 1 (2.4 ) 

  Blood fibrinogen decreased 3 (7.3 ) 0 1 (2.4 ) 2 (4.9 ) 0 

  Blood alkaline phosphatase increased 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Blood bilirubin increased 2 (4.9 ) 0 1 (2.4 ) 0 1 (2.4 ) 

  Blood creatinine increased 2 (4.9 ) 2 (4.9 ) 0 0 0 

  C-reactive protein increased 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Gamma-glutamyltransferase increased 2 (4.9 ) 0 2 (4.9 ) 0 0 

  Lymphocyte count decreased 2 (4.9 ) 0 0 2 (4.9 ) 0 

  Prothrombin time prolonged 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Serum ferritin increased 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Activated partial thromboplastin time prolonged 1 (2.4 ) 1 (2.4 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ammonia increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Antithrombin iii decreased 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Blood chloride increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood lactate dehydrogenase increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood potassium decreased 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Blood urea decreased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood urea increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood uric acid increased 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Blood urine present 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Chlamydia test positive 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Cytomegalovirus test positive 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Electrocardiogram repolarisation abnormality 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Fungal test positive 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Haemoglobin decreased 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Heart sounds abnormal 1 (2.4 ) 1 (2.4 ) 0 0 0 

  International normalised ratio increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lipase increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lymph node palpable 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Protein total decreased 1 (2.4 ) 0 1 (2.4 ) 0 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vitamin d decreased 1 (2.4 ) 1 (2.4 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 23 (56.1) 10 (24.4) 7 (17.1) 5 (12.2) 1 (2.4 ) 

  Hypokalaemia 10 (24.4) 5 (12.2) 1 (2.4 ) 4 (9.8 ) 0 

  Hypoalbuminaemia 7 (17.1) 3 (7.3 ) 3 (7.3 ) 1 (2.4 ) 0 

  Decreased appetite 6 (14.6) 5 (12.2) 0 1 (2.4 ) 0 

  Hypophosphataemia 6 (14.6) 4 (9.8 ) 1 (2.4 ) 1 (2.4 ) 0 

  Hypocalcaemia 5 (12.2) 1 (2.4 ) 3 (7.3 ) 0 1 (2.4 ) 

  Hypomagnesaemia 5 (12.2) 5 (12.2) 0 0 0 

  Hyperuricaemia 4 (9.8 ) 4 (9.8 ) 0 0 0 

  Hypercalcaemia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Hyperglycaemia 2 (4.9 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Hyperkalaemia 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Hyperphosphataemia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Dehydration 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Fluid retention 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hyperferritinaemia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hyponatraemia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Lactic acidosis 1 (2.4 ) 0 0 1 (2.4 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tumour lysis syndrome 1 (2.4 ) 0 0 0 1 (2.4 ) 

Musculoskeletal and connective tissue disorders      

  -Total 15 (36.6) 5 (12.2) 8 (19.5) 2 (4.9 ) 0 

  Arthralgia 6 (14.6) 0 4 (9.8 ) 2 (4.9 ) 0 

  Back pain 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 0 

  Pain in extremity 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 0 

  Bone pain 3 (7.3 ) 0 3 (7.3 ) 0 0 

  Myalgia 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

  Muscular weakness 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Osteopenia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Joint stiffness 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Neck pain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Osteonecrosis 1 (2.4 ) 1 (2.4 ) 0 0 0 

Neoplasms benign, malignant and unspecified 
(incl cysts and polyps) 

     

  -Total 7 (17.1) 0 0 3 (7.3 ) 4 (9.8 ) 

  Acute lymphocytic leukaemia recurrent 3 (7.3 ) 0 0 1 (2.4 ) 2 (4.9 ) 

  Acute lymphocytic leukaemia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  B precursor type acute leukaemia 1 (2.4 ) 0 0 0 1 (2.4 ) 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Leukaemia 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Neoplasm progression 1 (2.4 ) 0 0 1 (2.4 ) 0 

Nervous system disorders      

  -Total 17 (41.5) 3 (7.3 ) 10 (24.4) 4 (9.8 ) 0 

  Headache 7 (17.1) 3 (7.3 ) 4 (9.8 ) 0 0 

  Seizure 5 (12.2) 1 (2.4 ) 2 (4.9 ) 2 (4.9 ) 0 

  Tremor 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

  Intention tremor 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Cerebral atrophy 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Depressed level of consciousness 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Dizziness 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dysgeusia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dyskinesia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Encephalopathy 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Hemiparesis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hyperkinesia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lethargy 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Nervous system disorder 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Neuralgia 1 (2.4 ) 0 1 (2.4 ) 0 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neurological decompensation 1 (2.4 ) 0 1 (2.4 ) 0 0 

Product issues      

  -Total 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Device occlusion 1 (2.4 ) 0 1 (2.4 ) 0 0 

Psychiatric disorders      

  -Total 8 (19.5) 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 

  Confusional state 3 (7.3 ) 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 0 

  Agitation 2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Delirium 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Insomnia 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Anxiety 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Disorientation 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Initial insomnia 1 (2.4 ) 1 (2.4 ) 0 0 0 

Renal and urinary disorders      

  -Total 9 (22.0) 3 (7.3 ) 4 (9.8 ) 1 (2.4 ) 1 (2.4 ) 

  Acute kidney injury 3 (7.3 ) 0 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 

  Dysuria 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Haematuria 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Polyuria 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Chromaturia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Proteinuria 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Urinary tract disorder 1 (2.4 ) 0 1 (2.4 ) 0 0 

Reproductive system and breast disorders      

  -Total 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Scrotal oedema 1 (2.4 ) 1 (2.4 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 15 (36.6) 5 (12.2) 5 (12.2) 4 (9.8 ) 1 (2.4 ) 

  Cough 9 (22.0) 7 (17.1) 2 (4.9 ) 0 0 

  Hypoxia 5 (12.2) 0 2 (4.9 ) 2 (4.9 ) 1 (2.4 ) 

  Epistaxis 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 0 

  Oropharyngeal pain 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 0 0 

  Dyspnoea 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Nasal congestion 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Tachypnoea 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Apnoea 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Lung disorder 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pleural effusion 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Pulmonary granuloma 1 (2.4 ) 0 0 1 (2.4 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rhinorrhoea 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Rhonchi 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Stridor 1 (2.4 ) 0 1 (2.4 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 21 (51.2) 14 (34.1) 7 (17.1) 0 0 

  Petechiae 5 (12.2) 4 (9.8 ) 1 (2.4 ) 0 0 

  Pruritus 5 (12.2) 4 (9.8 ) 1 (2.4 ) 0 0 

  Dry skin 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 0 

  Erythema 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 0 

  Rash 4 (9.8 ) 4 (9.8 ) 0 0 0 

  Ingrowing nail 3 (7.3 ) 1 (2.4 ) 2 (4.9 ) 0 0 

  Eczema 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Urticaria 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Acne 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Alopecia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dermatitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dermatitis acneiform 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hangnail 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Papule 1 (2.4 ) 1 (2.4 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Skin discolouration 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Skin exfoliation 1 (2.4 ) 1 (2.4 ) 0 0 0 

Vascular disorders      

  -Total 14 (34.1) 4 (9.8 ) 3 (7.3 ) 7 (17.1) 0 

  Hypertension 5 (12.2) 1 (2.4 ) 1 (2.4 ) 3 (7.3 ) 0 

  Hypotension 3 (7.3 ) 1 (2.4 ) 0 2 (4.9 ) 0 

  Pallor 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Capillary leak syndrome 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Hot flush 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Jugular vein thrombosis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Lymphoedema 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Vascular occlusion 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Venous thrombosis limb 1 (2.4 ) 0 1 (2.4 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143b 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 28 (100) 3 (10.7) 3 (10.7) 14 (50.0) 8 (28.6) 

Blood and lymphatic system disorders      

  -Total 13 (46.4) 3 (10.7) 1 (3.6 ) 7 (25.0) 2 (7.1 ) 

  Anaemia 4 (14.3) 2 (7.1 ) 0 2 (7.1 ) 0 

  Neutropenia 4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 

  Febrile neutropenia 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

  B-cell aplasia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Bone marrow failure 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Disseminated intravascular coagulation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Leukocytosis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Lymphopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Pancytopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Splenomegaly 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Thrombocytopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

Cardiac disorders      

  -Total 6 (21.4) 5 (17.9) 1 (3.6 ) 0 0 

  Tachycardia 5 (17.9) 5 (17.9) 0 0 0 

  Sinus tachycardia 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Cardiac hypertrophy 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Sinus bradycardia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

  Ear pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Vertigo 1 (3.6 ) 0 0 1 (3.6 ) 0 

Endocrine disorders      

  -Total 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Hypothyroidism 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Inappropriate antidiuretic hormone secretion 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Precocious puberty 1 (3.6 ) 1 (3.6 ) 0 0 0 

Eye disorders      

  -Total 5 (17.9) 4 (14.3) 1 (3.6 ) 0 0 



  

  

523 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blepharitis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Conjunctival haemorrhage 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Dry eye 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Eye pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Eye pruritus 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Lacrimation increased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Ocular hyperaemia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Ocular hypertension 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Vision blurred 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Visual impairment 1 (3.6 ) 1 (3.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 15 (53.6) 7 (25.0) 6 (21.4) 2 (7.1 ) 0 

  Diarrhoea 6 (21.4) 5 (17.9) 0 1 (3.6 ) 0 

  Vomiting 6 (21.4) 4 (14.3) 2 (7.1 ) 0 0 

  Nausea 5 (17.9) 1 (3.6 ) 3 (10.7) 1 (3.6 ) 0 

  Constipation 4 (14.3) 2 (7.1 ) 2 (7.1 ) 0 0 

  Abdominal pain 3 (10.7) 0 3 (10.7) 0 0 

  Stomatitis 3 (10.7) 0 3 (10.7) 0 0 

  Abdominal pain upper 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal distension 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Dental caries 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Gingival bleeding 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Oral pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Periodontal disease 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Proctalgia 1 (3.6 ) 0 1 (3.6 ) 0 0 

General disorders and administration site 
conditions 

     

  -Total 18 (64.3) 8 (28.6) 5 (17.9) 4 (14.3) 1 (3.6 ) 

  Pyrexia 14 (50.0) 7 (25.0) 5 (17.9) 2 (7.1 ) 0 

  Fatigue 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 

  Face oedema 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Oedema peripheral 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Catheter site haemorrhage 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Chills 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Drug withdrawal syndrome 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Facial pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Generalised oedema 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Localised oedema 1 (3.6 ) 1 (3.6 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Malaise 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Mucosal inflammation 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Multiple organ dysfunction syndrome 1 (3.6 ) 0 0 0 1 (3.6 ) 

  Non-cardiac chest pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pain 1 (3.6 ) 0 0 1 (3.6 ) 0 

Hepatobiliary disorders      

  -Total 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hepatic failure 1 (3.6 ) 0 1 (3.6 ) 0 0 

Immune system disorders      

  -Total 22 (78.6) 3 (10.7) 10 (35.7) 5 (17.9) 4 (14.3) 

  Cytokine release syndrome 18 (64.3) 5 (17.9) 6 (21.4) 3 (10.7) 4 (14.3) 

  Hypogammaglobulinaemia 11 (39.3) 4 (14.3) 5 (17.9) 2 (7.1 ) 0 

  Drug hypersensitivity 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Allergy to immunoglobulin therapy 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Haemophagocytic lymphohistiocytosis 1 (3.6 ) 0 0 1 (3.6 ) 0 

Infections and infestations      

  -Total 17 (60.7) 2 (7.1 ) 9 (32.1) 6 (21.4) 0 

  Upper respiratory tract infection 5 (17.9) 1 (3.6 ) 4 (14.3) 0 0 

  Nasopharyngitis 4 (14.3) 3 (10.7) 1 (3.6 ) 0 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rhinitis 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 0 

  Sinusitis 3 (10.7) 0 1 (3.6 ) 2 (7.1 ) 0 

  Pneumonia 2 (7.1 ) 0 0 2 (7.1 ) 0 

  Rash pustular 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Alternaria infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Aspergillus infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Bacterial infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Body tinea 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Bronchopulmonary aspergillosis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Candida infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Catheter site infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Cellulitis orbital 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Conjunctivitis viral 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Cystitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Enterococcal infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Enterovirus infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Escherichia urinary tract infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Gastroenteritis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Infection 1 (3.6 ) 0 1 (3.6 ) 0 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Influenza 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Meningitis aseptic 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Mucosal infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Nail infection 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Oral herpes 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Otitis externa 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Parainfluenzae virus infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Paronychia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Parotitis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Periorbital cellulitis 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Pharyngitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pneumonia viral 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pseudomembranous colitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Rhinovirus infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Septic shock 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Vascular device infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Viral upper respiratory tract infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Vulvitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

Injury, poisoning and procedural complications      
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 4 (14.3) 1 (3.6 ) 3 (10.7) 0 0 

  Allergic transfusion reaction 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Contusion 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Procedural pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Skin abrasion 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Splinter 1 (3.6 ) 1 (3.6 ) 0 0 0 

Investigations      

  -Total 14 (50.0) 2 (7.1 ) 1 (3.6 ) 6 (21.4) 5 (17.9) 

  White blood cell count decreased 6 (21.4) 1 (3.6 ) 0 3 (10.7) 2 (7.1 ) 

  Neutrophil count decreased 4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 

  Lymphocyte count decreased 3 (10.7) 1 (3.6 ) 0 2 (7.1 ) 0 

  Platelet count decreased 3 (10.7) 0 1 (3.6 ) 1 (3.6 ) 1 (3.6 ) 

  Alanine aminotransferase increased 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Aspartate aminotransferase increased 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Blood fibrinogen decreased 2 (7.1 ) 0 1 (3.6 ) 1 (3.6 ) 0 

  Activated partial thromboplastin time 
prolonged 

1 (3.6 ) 1 (3.6 ) 0 0 0 

  Blood bilirubin increased 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Blood creatine phosphokinase increased 1 (3.6 ) 0 0 0 1 (3.6 ) 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood creatinine increased 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Blood fibrinogen increased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Blood magnesium increased 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Chest x-ray abnormal 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Clostridium test positive 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Monocyte count decreased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Prothrombin time prolonged 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Weight decreased 1 (3.6 ) 0 1 (3.6 ) 0 0 

Metabolism and nutrition disorders      

  -Total 11 (39.3) 2 (7.1 ) 2 (7.1 ) 6 (21.4) 1 (3.6 ) 

  Hypokalaemia 5 (17.9) 1 (3.6 ) 1 (3.6 ) 3 (10.7) 0 

  Hypophosphataemia 4 (14.3) 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 

  Hypocalcaemia 3 (10.7) 0 0 2 (7.1 ) 1 (3.6 ) 

  Decreased appetite 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Dehydration 2 (7.1 ) 0 0 2 (7.1 ) 0 

  Hyperglycaemia 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

  Hypomagnesaemia 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Fluid overload 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hyperkalaemia 1 (3.6 ) 1 (3.6 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypernatraemia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hypoalbuminaemia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hyponatraemia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Vitamin d deficiency 1 (3.6 ) 1 (3.6 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 8 (28.6) 3 (10.7) 3 (10.7) 2 (7.1 ) 0 

  Arthralgia 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 

  Myalgia 3 (10.7) 3 (10.7) 0 0 0 

  Pain in extremity 3 (10.7) 0 3 (10.7) 0 0 

  Back pain 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Joint effusion 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Muscular weakness 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Neck pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Osteoporosis 1 (3.6 ) 0 1 (3.6 ) 0 0 

Neoplasms benign, malignant and unspecified 
(incl cysts and polyps) 

     

  -Total 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Acute lymphocytic leukaemia recurrent 1 (3.6 ) 0 0 1 (3.6 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders      

  -Total 14 (50.0) 6 (21.4) 5 (17.9) 2 (7.1 ) 1 (3.6 ) 

  Headache 9 (32.1) 5 (17.9) 3 (10.7) 1 (3.6 ) 0 

  Somnolence 2 (7.1 ) 0 0 2 (7.1 ) 0 

  Dizziness 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Dysarthria 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Encephalopathy 1 (3.6 ) 0 0 0 1 (3.6 ) 

  Facial paralysis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Head discomfort 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Intracranial pressure increased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Lethargy 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Neuralgia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Neuropathy peripheral 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Seizure 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Subdural hygroma 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Tremor 1 (3.6 ) 1 (3.6 ) 0 0 0 

Psychiatric disorders      

  -Total 8 (28.6) 4 (14.3) 4 (14.3) 0 0 

  Anxiety 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Insomnia 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 

  Irritability 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Agitation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Disorientation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hallucination 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Restlessness 1 (3.6 ) 0 1 (3.6 ) 0 0 

Renal and urinary disorders      

  -Total 4 (14.3) 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 

  Haematuria 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

  Proteinuria 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Renal impairment 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Urinary incontinence 1 (3.6 ) 1 (3.6 ) 0 0 0 

Reproductive system and breast disorders      

  -Total 4 (14.3) 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 

  Metrorrhagia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Ovarian failure 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Perineal pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Vulvovaginal dryness 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Vulvovaginal pain 1 (3.6 ) 0 1 (3.6 ) 0 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal disorders      

  -Total 12 (42.9) 6 (21.4) 4 (14.3) 2 (7.1 ) 0 

  Cough 5 (17.9) 3 (10.7) 2 (7.1 ) 0 0 

  Epistaxis 4 (14.3) 3 (10.7) 1 (3.6 ) 0 0 

  Hypoxia 3 (10.7) 1 (3.6 ) 0 2 (7.1 ) 0 

  Nasal congestion 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Oropharyngeal pain 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Rhinorrhoea 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Dyspnoea 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Increased upper airway secretion 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Nasal septum perforation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pharyngeal erythema 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pleural effusion 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Productive cough 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Rhinalgia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Sinus pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Tachypnoea 1 (3.6 ) 0 1 (3.6 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 11 (39.3) 8 (28.6) 2 (7.1 ) 1 (3.6 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash 6 (21.4) 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 

  Pruritus 3 (10.7) 3 (10.7) 0 0 0 

  Erythema 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Decubitus ulcer 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Dermatitis bullous 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Dry skin 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Eczema 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Hangnail 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Papule 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Petechiae 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Skin lesion 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Skin ulcer 1 (3.6 ) 1 (3.6 ) 0 0 0 

Vascular disorders      

  -Total 7 (25.0) 5 (17.9) 2 (7.1 ) 0 0 

  Hypertension 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 0 

  Hypotension 3 (10.7) 3 (10.7) 0 0 0 

  Embolism 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Flushing 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Pallor 1 (3.6 ) 1 (3.6 ) 0 0 0 
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- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 143c  => Adverse events post C TL019 i nfusion,  regar dless of s tudy dr ug relationship, by pri mar y sys tem organ cl ass , preferred ter m, maxi mum CTC grade and R esponse status at study entry (Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                               
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143c 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least 
one AE 

1 (100) 0 0 1 (100) 0 

Gastrointestinal disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Dyspepsia 1 (100) 1 (100) 0 0 0 

  Vomiting 1 (100) 0 1 (100) 0 0 

Immune system disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Cytokine release syndrome 1 (100) 0 0 1 (100) 0 

Infections and infestations      

  -Total 1 (100) 0 1 (100) 0 0 

  Paronychia 1 (100) 0 1 (100) 0 0 

Investigations      
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Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (100) 0 1 (100) 0 0 

  Immunoglobulins decreased 1 (100) 0 1 (100) 0 0 

Metabolism and nutrition disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Hypokalaemia 1 (100) 0 1 (100) 0 0 

  Hyponatraemia 1 (100) 0 1 (100) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (100) 1 (100) 0 0 0 

  Rash 1 (100) 1 (100) 0 0 0 

Vascular disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Hypertension 1 (100) 0 0 1 (100) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143c 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least 
one AE 

68 (100) 7 (10.3) 12 (17.6) 19 (27.9) 30 (44.1) 

Blood and lymphatic system 
disorders 

     

  -Total 34 (50.0) 6 (8.8 ) 6 (8.8 ) 15 (22.1) 7 (10.3) 

  Anaemia 13 (19.1) 5 (7.4 ) 2 (2.9 ) 6 (8.8 ) 0 

  Neutropenia 8 (11.8) 0 0 2 (2.9 ) 6 (8.8 ) 

  Febrile neutropenia 5 (7.4 ) 0 1 (1.5 ) 4 (5.9 ) 0 

  Thrombocytopenia 4 (5.9 ) 0 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 

  Disseminated intravascular 
coagulation 

3 (4.4 ) 0 2 (2.9 ) 1 (1.5 ) 0 

  Bone marrow failure 2 (2.9 ) 0 0 2 (2.9 ) 0 

  B-cell aplasia 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Coagulation factor deficiency 1 (1.5 ) 0 0 1 (1.5 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Leukopenia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Pancytopenia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Splenomegaly 1 (1.5 ) 1 (1.5 ) 0 0 0 

Cardiac disorders      

  -Total 15 (22.1) 10 (14.7) 3 (4.4 ) 2 (2.9 ) 0 

  Tachycardia 8 (11.8) 6 (8.8 ) 2 (2.9 ) 0 0 

  Sinus bradycardia 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Sinus tachycardia 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Left ventricular dysfunction 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Bradycardia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Cardiac discomfort 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Cardiac hypertrophy 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Pericardial effusion 1 (1.5 ) 0 1 (1.5 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Talipes 1 (1.5 ) 1 (1.5 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (1.5 ) 0 0 1 (1.5 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vertigo 1 (1.5 ) 0 0 1 (1.5 ) 0 

Endocrine disorders      

  -Total 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Precocious puberty 1 (1.5 ) 1 (1.5 ) 0 0 0 

Eye disorders      

  -Total 7 (10.3) 4 (5.9 ) 2 (2.9 ) 1 (1.5 ) 0 

  Dry eye 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Amaurosis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Blepharospasm 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Conjunctival haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Diplopia 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Ocular hypertension 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Optic atrophy 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Vision blurred 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Vitreous opacities 1 (1.5 ) 1 (1.5 ) 0 0 0 

Gastrointestinal disorders      

  -Total 33 (48.5) 13 (19.1) 15 (22.1) 5 (7.4 ) 0 

  Diarrhoea 15 (22.1) 11 (16.2) 2 (2.9 ) 2 (2.9 ) 0 

  Nausea 11 (16.2) 1 (1.5 ) 9 (13.2) 1 (1.5 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vomiting 9 (13.2) 7 (10.3) 2 (2.9 ) 0 0 

  Abdominal pain 6 (8.8 ) 4 (5.9 ) 2 (2.9 ) 0 0 

  Abdominal pain upper 3 (4.4 ) 1 (1.5 ) 2 (2.9 ) 0 0 

  Constipation 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Paraesthesia oral 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Abdominal distension 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Anal fissure 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Anal fistula 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Anal haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Anal incontinence 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Gastrointestinal pain 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Gingival bleeding 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Gingival swelling 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hypoaesthesia oral 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Lip dry 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Lip haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Proctalgia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Rectal haemorrhage 1 (1.5 ) 0 1 (1.5 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rectal ulcer 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Stomatitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Upper gastrointestinal 
haemorrhage 

1 (1.5 ) 1 (1.5 ) 0 0 0 

General disorders and 
administration site conditions 

     

  -Total 37 (54.4) 16 (23.5) 13 (19.1) 7 (10.3) 1 (1.5 ) 

  Pyrexia 25 (36.8) 13 (19.1) 8 (11.8) 4 (5.9 ) 0 

  Fatigue 7 (10.3) 3 (4.4 ) 4 (5.9 ) 0 0 

  Face oedema 5 (7.4 ) 4 (5.9 ) 0 1 (1.5 ) 0 

  Oedema peripheral 4 (5.9 ) 4 (5.9 ) 0 0 0 

  Pain 4 (5.9 ) 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 0 

  Asthenia 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Catheter site haemorrhage 2 (2.9 ) 1 (1.5 ) 0 1 (1.5 ) 0 

  Catheter site pain 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Localised oedema 2 (2.9 ) 1 (1.5 ) 0 1 (1.5 ) 0 

  Catheter site erythema 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Catheter site pruritus 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Chills 1 (1.5 ) 0 1 (1.5 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Drug withdrawal syndrome 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Mucosal inflammation 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Multiple organ dysfunction 
syndrome 

1 (1.5 ) 0 0 0 1 (1.5 ) 

  Non-cardiac chest pain 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Oedema 1 (1.5 ) 0 1 (1.5 ) 0 0 

Hepatobiliary disorders      

  -Total 6 (8.8 ) 2 (2.9 ) 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 

  Cholestasis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Gallbladder oedema 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Hepatic failure 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hepatic steatosis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Hepatocellular injury 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Hepatosplenomegaly 1 (1.5 ) 0 0 0 1 (1.5 ) 

Immune system disorders      

  -Total 51 (75.0) 11 (16.2) 18 (26.5) 9 (13.2) 13 (19.1) 

  Cytokine release syndrome 45 (66.2) 12 (17.6) 12 (17.6) 8 (11.8) 13 (19.1) 

  Hypogammaglobulinaemia 16 (23.5) 4 (5.9 ) 11 (16.2) 1 (1.5 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Allergy to immunoglobulin 
therapy 

3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

3 (4.4 ) 0 1 (1.5 ) 2 (2.9 ) 0 

  Atopy 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Drug hypersensitivity 1 (1.5 ) 0 1 (1.5 ) 0 0 

Infections and infestations      

  -Total 25 (36.8) 2 (2.9 ) 12 (17.6) 9 (13.2) 2 (2.9 ) 

  Candida infection 2 (2.9 ) 1 (1.5 ) 0 1 (1.5 ) 0 

  Device related infection 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Sepsis 2 (2.9 ) 0 0 1 (1.5 ) 1 (1.5 ) 

  Upper respiratory tract infection 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Vascular device infection 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Aspergillus infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Bacterial infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Bronchopulmonary aspergillosis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Cellulitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Cellulitis orbital 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Central nervous system infection 1 (1.5 ) 0 0 0 1 (1.5 ) 
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Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cerebral fungal infection 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Cystitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Eye infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Helminthic infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Herpes zoster 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Influenza 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Meningitis aseptic 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Nail infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Nasopharyngitis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Oral fungal infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Parotitis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Pneumonia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Pneumonia viral 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Pseudomembranous colitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Rash pustular 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Respiratory syncytial virus 
infection 

1 (1.5 ) 0 1 (1.5 ) 0 0 

  Respiratory tract infection 1 (1.5 ) 1 (1.5 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinusitis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Systemic infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Urinary tract infection viral 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Viral upper respiratory tract 
infection 

1 (1.5 ) 0 1 (1.5 ) 0 0 

  Vulvitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 8 (11.8) 1 (1.5 ) 6 (8.8 ) 1 (1.5 ) 0 

  Allergic transfusion reaction 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Contusion 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Fall 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Femoral neck fracture 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Infusion related reaction 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Periorbital haematoma 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Post procedural haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Procedural pain 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Stoma site erythema 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Stoma site haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Subcutaneous haematoma 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Thermal burn 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Transfusion reaction 1 (1.5 ) 1 (1.5 ) 0 0 0 

Investigations      

  -Total 38 (55.9) 5 (7.4 ) 8 (11.8) 10 (14.7) 15 (22.1) 

  Neutrophil count decreased 11 (16.2) 1 (1.5 ) 0 3 (4.4 ) 7 (10.3) 

  White blood cell count decreased 11 (16.2) 0 2 (2.9 ) 3 (4.4 ) 6 (8.8 ) 

  Platelet count decreased 9 (13.2) 1 (1.5 ) 2 (2.9 ) 3 (4.4 ) 3 (4.4 ) 

  Aspartate aminotransferase 
increased 

5 (7.4 ) 3 (4.4 ) 1 (1.5 ) 1 (1.5 ) 0 

  Blood fibrinogen decreased 5 (7.4 ) 0 2 (2.9 ) 3 (4.4 ) 0 

  Alanine aminotransferase 
increased 

3 (4.4 ) 2 (2.9 ) 0 1 (1.5 ) 0 

  Blood bilirubin increased 3 (4.4 ) 0 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 

  Blood creatinine increased 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Immunoglobulins decreased 3 (4.4 ) 0 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 

  Lymphocyte count decreased 3 (4.4 ) 0 0 3 (4.4 ) 0 

  Prothrombin time prolonged 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Blood alkaline phosphatase 
increased 

2 (2.9 ) 2 (2.9 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  C-reactive protein increased 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Serum ferritin increased 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Activated partial thromboplastin 
time prolonged 

1 (1.5 ) 1 (1.5 ) 0 0 0 

  Ammonia increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Antithrombin iii decreased 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Blood chloride increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blood creatine phosphokinase 
increased 

1 (1.5 ) 0 0 0 1 (1.5 ) 

  Blood fibrinogen increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blood magnesium increased 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Blood potassium decreased 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Blood urea decreased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blood urea increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blood uric acid increased 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Blood urine present 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Chest x-ray abnormal 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Clostridium test positive 1 (1.5 ) 0 1 (1.5 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Electrocardiogram repolarisation 
abnormality 

1 (1.5 ) 1 (1.5 ) 0 0 0 

  Fungal test positive 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Gamma-glutamyltransferase 
increased 

1 (1.5 ) 0 1 (1.5 ) 0 0 

  Haemoglobin decreased 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Heart sounds abnormal 1 (1.5 ) 1 (1.5 ) 0 0 0 

  International normalised ratio 
increased 

1 (1.5 ) 1 (1.5 ) 0 0 0 

  Lipase increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Monocyte count decreased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Protein total decreased 1 (1.5 ) 0 1 (1.5 ) 0 0 

Metabolism and nutrition disorders      

  -Total 30 (44.1) 12 (17.6) 7 (10.3) 9 (13.2) 2 (2.9 ) 

  Hypokalaemia 14 (20.6) 7 (10.3) 1 (1.5 ) 6 (8.8 ) 0 

  Hypophosphataemia 9 (13.2) 6 (8.8 ) 1 (1.5 ) 2 (2.9 ) 0 

  Hypoalbuminaemia 7 (10.3) 2 (2.9 ) 4 (5.9 ) 1 (1.5 ) 0 

  Hypocalcaemia 7 (10.3) 1 (1.5 ) 2 (2.9 ) 2 (2.9 ) 2 (2.9 ) 

  Decreased appetite 6 (8.8 ) 4 (5.9 ) 1 (1.5 ) 1 (1.5 ) 0 

  Dehydration 3 (4.4 ) 0 1 (1.5 ) 2 (2.9 ) 0 



  

  

552 

Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypomagnesaemia 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Hyperglycaemia 2 (2.9 ) 1 (1.5 ) 0 1 (1.5 ) 0 

  Hyperphosphataemia 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Hyperuricaemia 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Fluid overload 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Fluid retention 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hypercalcaemia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Hyperkalaemia 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hypernatraemia 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hyponatraemia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Tumour lysis syndrome 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Vitamin d deficiency 1 (1.5 ) 1 (1.5 ) 0 0 0 

Musculoskeletal and connective 
tissue disorders 

     

  -Total 18 (26.5) 9 (13.2) 6 (8.8 ) 3 (4.4 ) 0 

  Myalgia 6 (8.8 ) 5 (7.4 ) 1 (1.5 ) 0 0 

  Arthralgia 4 (5.9 ) 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 0 

  Pain in extremity 4 (5.9 ) 2 (2.9 ) 2 (2.9 ) 0 0 

  Muscular weakness 3 (4.4 ) 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bone pain 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Back pain 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Joint effusion 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Joint stiffness 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Osteonecrosis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Osteopenia 1 (1.5 ) 1 (1.5 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 3 (4.4 ) 0 0 1 (1.5 ) 2 (2.9 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (1.5 ) 0 0 0 1 (1.5 ) 

  Leukaemia 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Neoplasm progression 1 (1.5 ) 0 0 1 (1.5 ) 0 

Nervous system disorders      

  -Total 27 (39.7) 9 (13.2) 11 (16.2) 6 (8.8 ) 1 (1.5 ) 

  Headache 12 (17.6) 5 (7.4 ) 6 (8.8 ) 1 (1.5 ) 0 

  Seizure 6 (8.8 ) 1 (1.5 ) 3 (4.4 ) 2 (2.9 ) 0 

  Tremor 4 (5.9 ) 3 (4.4 ) 1 (1.5 ) 0 0 

  Encephalopathy 2 (2.9 ) 0 0 1 (1.5 ) 1 (1.5 ) 
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Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Intention tremor 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Somnolence 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Cerebral atrophy 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Depressed level of 
consciousness 

1 (1.5 ) 0 0 1 (1.5 ) 0 

  Dizziness 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Dysgeusia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Dyskinesia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Head discomfort 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Hyperkinesia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Lethargy 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Nervous system disorder 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Neuralgia 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Neurological decompensation 1 (1.5 ) 0 1 (1.5 ) 0 0 

Product issues      

  -Total 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Device occlusion 1 (1.5 ) 0 1 (1.5 ) 0 0 

Psychiatric disorders      

  -Total 15 (22.1) 7 (10.3) 7 (10.3) 1 (1.5 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anxiety 4 (5.9 ) 2 (2.9 ) 2 (2.9 ) 0 0 

  Insomnia 4 (5.9 ) 1 (1.5 ) 3 (4.4 ) 0 0 

  Agitation 3 (4.4 ) 0 2 (2.9 ) 1 (1.5 ) 0 

  Confusional state 2 (2.9 ) 0 1 (1.5 ) 1 (1.5 ) 0 

  Delirium 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Disorientation 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Irritability 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Hallucination 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Initial insomnia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Restlessness 1 (1.5 ) 0 1 (1.5 ) 0 0 

Renal and urinary disorders      

  -Total 11 (16.2) 4 (5.9 ) 5 (7.4 ) 1 (1.5 ) 1 (1.5 ) 

  Acute kidney injury 3 (4.4 ) 0 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 

  Dysuria 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Haematuria 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Polyuria 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Chromaturia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Proteinuria 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Renal impairment 1 (1.5 ) 0 1 (1.5 ) 0 0 



  

  

556 

Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urinary incontinence 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Urinary tract disorder 1 (1.5 ) 0 1 (1.5 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Scrotal oedema 1 (1.5 ) 1 (1.5 ) 0 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

  -Total 20 (29.4) 8 (11.8) 6 (8.8 ) 5 (7.4 ) 1 (1.5 ) 

  Hypoxia 8 (11.8) 1 (1.5 ) 3 (4.4 ) 3 (4.4 ) 1 (1.5 ) 

  Cough 6 (8.8 ) 4 (5.9 ) 2 (2.9 ) 0 0 

  Epistaxis 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Oropharyngeal pain 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Tachypnoea 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Pleural effusion 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Rhinorrhoea 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Apnoea 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Dyspnoea 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Increased upper airway secretion 1 (1.5 ) 1 (1.5 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lung disorder 1 (1.5 ) 0 0 1 (1.5 ) 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 24 (35.3) 18 (26.5) 5 (7.4 ) 1 (1.5 ) 0 

  Rash 8 (11.8) 6 (8.8 ) 1 (1.5 ) 1 (1.5 ) 0 

  Pruritus 6 (8.8 ) 5 (7.4 ) 1 (1.5 ) 0 0 

  Erythema 5 (7.4 ) 4 (5.9 ) 1 (1.5 ) 0 0 

  Petechiae 4 (5.9 ) 3 (4.4 ) 1 (1.5 ) 0 0 

  Dry skin 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Papule 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Urticaria 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Acne 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Decubitus ulcer 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Dermatitis acneiform 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Hangnail 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Ingrowing nail 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Skin discolouration 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Skin exfoliation 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Skin lesion 1 (1.5 ) 1 (1.5 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders      

  -Total 17 (25.0) 8 (11.8) 3 (4.4 ) 6 (8.8 ) 0 

  Hypertension 6 (8.8 ) 3 (4.4 ) 1 (1.5 ) 2 (2.9 ) 0 

  Hypotension 6 (8.8 ) 4 (5.9 ) 0 2 (2.9 ) 0 

  Capillary leak syndrome 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Hot flush 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Jugular vein thrombosis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Lymphoedema 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Pallor 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Vascular occlusion 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Venous thrombosis limb 1 (1.5 ) 0 1 (1.5 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143c 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143c 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least 
one AE 

48 (81.4) 9 (15.3) 12 (20.3) 19 (32.2) 8 (13.6) 

Blood and lymphatic system 
disorders 

     

  -Total 13 (22.0) 2 (3.4 ) 4 (6.8 ) 7 (11.9) 0 

  Anaemia 6 (10.2) 1 (1.7 ) 2 (3.4 ) 3 (5.1 ) 0 

  Thrombocytopenia 4 (6.8 ) 0 2 (3.4 ) 2 (3.4 ) 0 

  Neutropenia 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  B-cell aplasia 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Febrile neutropenia 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Leukocytosis 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Lymphopenia 1 (1.7 ) 0 0 1 (1.7 ) 0 

Cardiac disorders      
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (5.1 ) 3 (5.1 ) 0 0 0 

  Sinus tachycardia 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Tachycardia 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Sinus bradycardia 1 (1.7 ) 1 (1.7 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Ear pain 1 (1.7 ) 1 (1.7 ) 0 0 0 

Endocrine disorders      

  -Total 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Hypothyroidism 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Inappropriate antidiuretic 
hormone secretion 

1 (1.7 ) 1 (1.7 ) 0 0 0 

Eye disorders      

  -Total 7 (11.9) 5 (8.5 ) 2 (3.4 ) 0 0 

  Eye pain 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Astigmatism 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Blepharitis 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Blindness unilateral 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Conjunctivitis allergic 1 (1.7 ) 0 1 (1.7 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Eye pruritus 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Hypermetropia 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Lacrimation increased 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Ocular hyperaemia 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Visual impairment 1 (1.7 ) 1 (1.7 ) 0 0 0 

Gastrointestinal disorders      

  -Total 17 (28.8) 9 (15.3) 8 (13.6) 0 0 

  Constipation 6 (10.2) 4 (6.8 ) 2 (3.4 ) 0 0 

  Nausea 6 (10.2) 3 (5.1 ) 3 (5.1 ) 0 0 

  Abdominal pain 5 (8.5 ) 3 (5.1 ) 2 (3.4 ) 0 0 

  Vomiting 5 (8.5 ) 3 (5.1 ) 2 (3.4 ) 0 0 

  Diarrhoea 4 (6.8 ) 1 (1.7 ) 3 (5.1 ) 0 0 

  Abdominal distension 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Stomatitis 2 (3.4 ) 0 2 (3.4 ) 0 0 

  Abdominal pain lower 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Abdominal pain upper 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Dental caries 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Gastrointestinal motility disorder 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Gingival bleeding 1 (1.7 ) 1 (1.7 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oral pain 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Periodontal disease 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Proctalgia 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Toothache 1 (1.7 ) 1 (1.7 ) 0 0 0 

General disorders and 
administration site conditions 

     

  -Total 18 (30.5) 8 (13.6) 9 (15.3) 1 (1.7 ) 0 

  Pyrexia 14 (23.7) 4 (6.8 ) 9 (15.3) 1 (1.7 ) 0 

  Chills 3 (5.1 ) 1 (1.7 ) 2 (3.4 ) 0 0 

  Gait disturbance 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Axillary pain 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Catheter site erythema 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Face oedema 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Facial pain 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Fatigue 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Generalised oedema 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Localised oedema 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Malaise 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Non-cardiac chest pain 1 (1.7 ) 0 1 (1.7 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oedema peripheral 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Pain 1 (1.7 ) 1 (1.7 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Hepatotoxicity 1 (1.7 ) 0 1 (1.7 ) 0 0 

Immune system disorders      

  -Total 9 (15.3) 4 (6.8 ) 4 (6.8 ) 1 (1.7 ) 0 

  Hypogammaglobulinaemia 5 (8.5 ) 2 (3.4 ) 2 (3.4 ) 1 (1.7 ) 0 

  Allergy to immunoglobulin 
therapy 

2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Drug hypersensitivity 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Cytokine release syndrome 1 (1.7 ) 0 1 (1.7 ) 0 0 

Infections and infestations      

  -Total 35 (59.3) 9 (15.3) 12 (20.3) 13 (22.0) 1 (1.7 ) 

  Nasopharyngitis 8 (13.6) 7 (11.9) 1 (1.7 ) 0 0 

  Rhinitis 5 (8.5 ) 4 (6.8 ) 1 (1.7 ) 0 0 

  Upper respiratory tract infection 5 (8.5 ) 2 (3.4 ) 3 (5.1 ) 0 0 

  Herpes zoster 4 (6.8 ) 0 3 (5.1 ) 1 (1.7 ) 0 

  Gastroenteritis 3 (5.1 ) 3 (5.1 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash pustular 3 (5.1 ) 3 (5.1 ) 0 0 0 

  Bronchitis 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Device related infection 2 (3.4 ) 0 0 2 (3.4 ) 0 

  Enterovirus infection 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Oral herpes 2 (3.4 ) 0 2 (3.4 ) 0 0 

  Otitis externa 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Otitis media 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Pneumonia 2 (3.4 ) 0 0 2 (3.4 ) 0 

  Sinusitis 2 (3.4 ) 0 1 (1.7 ) 1 (1.7 ) 0 

  Alternaria infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Aspergillus infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Atypical pneumonia 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Bacterial infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Body tinea 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Candida infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Catheter site infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Cellulitis 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Central nervous system 
infection 

1 (1.7 ) 0 1 (1.7 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Conjunctivitis 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Conjunctivitis viral 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Enterococcal infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Escherichia urinary tract 
infection 

1 (1.7 ) 0 1 (1.7 ) 0 0 

  Folliculitis 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Gastrointestinal infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Impetigo 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Influenza 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Laryngitis 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Meningitis aseptic 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Molluscum contagiosum 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Mucosal infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Otitis media acute 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Parainfluenzae virus infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Paronychia 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Periorbital cellulitis 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Pharyngitis 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Pneumonia haemophilus 1 (1.7 ) 0 0 1 (1.7 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory syncytial virus 
infection 

1 (1.7 ) 0 0 1 (1.7 ) 0 

  Rhinovirus infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Sepsis 1 (1.7 ) 0 0 0 1 (1.7 ) 

  Septic shock 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Skin infection 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Tinea pedis 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Tonsillitis 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Tooth infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Viral upper respiratory tract 
infection 

1 (1.7 ) 0 1 (1.7 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 6 (10.2) 2 (3.4 ) 4 (6.8 ) 0 0 

  Contusion 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Fall 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Infusion related reaction 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Ligament sprain 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Procedural pain 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Skin abrasion 1 (1.7 ) 0 1 (1.7 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Splinter 1 (1.7 ) 1 (1.7 ) 0 0 0 

Investigations      

  -Total 20 (33.9) 5 (8.5 ) 5 (8.5 ) 5 (8.5 ) 5 (8.5 ) 

  Platelet count decreased 8 (13.6) 3 (5.1 ) 2 (3.4 ) 1 (1.7 ) 2 (3.4 ) 

  White blood cell count 
decreased 

7 (11.9) 2 (3.4 ) 0 3 (5.1 ) 2 (3.4 ) 

  Alanine aminotransferase 
increased 

6 (10.2) 3 (5.1 ) 1 (1.7 ) 1 (1.7 ) 1 (1.7 ) 

  Aspartate aminotransferase 
increased 

6 (10.2) 4 (6.8 ) 0 1 (1.7 ) 1 (1.7 ) 

  Neutrophil count decreased 6 (10.2) 0 0 3 (5.1 ) 3 (5.1 ) 

  Lymphocyte count decreased 2 (3.4 ) 1 (1.7 ) 0 1 (1.7 ) 0 

  Activated partial thromboplastin 
time prolonged 

1 (1.7 ) 1 (1.7 ) 0 0 0 

  Blood alkaline phosphatase 
increased 

1 (1.7 ) 1 (1.7 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (1.7 ) 1 (1.7 ) 0 0 0 

  Chlamydia test positive 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Cytomegalovirus test positive 1 (1.7 ) 1 (1.7 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gamma-glutamyltransferase 
increased 

1 (1.7 ) 0 1 (1.7 ) 0 0 

  Immunoglobulins decreased 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Lymph node palpable 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Vitamin d decreased 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Weight decreased 1 (1.7 ) 0 1 (1.7 ) 0 0 

Metabolism and nutrition 
disorders 

     

  -Total 10 (16.9) 4 (6.8 ) 4 (6.8 ) 2 (3.4 ) 0 

  Hypomagnesaemia 4 (6.8 ) 3 (5.1 ) 1 (1.7 ) 0 0 

  Decreased appetite 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Hyperglycaemia 2 (3.4 ) 1 (1.7 ) 0 1 (1.7 ) 0 

  Hyperkalaemia 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Hyperuricaemia 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Hypokalaemia 2 (3.4 ) 1 (1.7 ) 0 1 (1.7 ) 0 

  Hypophosphataemia 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Dehydration 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Hypercalcaemia 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Hyperferritinaemia 1 (1.7 ) 0 1 (1.7 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoalbuminaemia 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Hypocalcaemia 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Lactic acidosis 1 (1.7 ) 0 0 1 (1.7 ) 0 

Musculoskeletal and connective 
tissue disorders 

     

  -Total 12 (20.3) 4 (6.8 ) 7 (11.9) 1 (1.7 ) 0 

  Arthralgia 6 (10.2) 1 (1.7 ) 4 (6.8 ) 1 (1.7 ) 0 

  Back pain 5 (8.5 ) 3 (5.1 ) 2 (3.4 ) 0 0 

  Pain in extremity 4 (6.8 ) 1 (1.7 ) 3 (5.1 ) 0 0 

  Neck pain 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Bone pain 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Muscular weakness 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Osteopenia 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Osteoporosis 1 (1.7 ) 0 1 (1.7 ) 0 0 

Neoplasms benign, malignant 
and unspecified (incl cysts and 
polyps) 

     

  -Total 4 (6.8 ) 0 0 2 (3.4 ) 2 (3.4 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (3.4 ) 0 0 1 (1.7 ) 1 (1.7 ) 



  

  

572 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 1 (1.7 ) 0 0 1 (1.7 ) 0 

  B precursor type acute 
leukaemia 

1 (1.7 ) 0 0 0 1 (1.7 ) 

Nervous system disorders      

  -Total 8 (13.6) 3 (5.1 ) 5 (8.5 ) 0 0 

  Headache 5 (8.5 ) 4 (6.8 ) 1 (1.7 ) 0 0 

  Dizziness 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Dysarthria 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Facial paralysis 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Hemiparesis 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Intracranial pressure increased 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Lethargy 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Neuralgia 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Neuropathy peripheral 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Subdural hygroma 1 (1.7 ) 0 1 (1.7 ) 0 0 

Psychiatric disorders      

  -Total 4 (6.8 ) 3 (5.1 ) 1 (1.7 ) 0 0 

  Agitation 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Anxiety 1 (1.7 ) 1 (1.7 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Confusional state 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Insomnia 1 (1.7 ) 1 (1.7 ) 0 0 0 

Renal and urinary disorders      

  -Total 2 (3.4 ) 1 (1.7 ) 0 1 (1.7 ) 0 

  Haematuria 2 (3.4 ) 1 (1.7 ) 0 1 (1.7 ) 0 

  Proteinuria 1 (1.7 ) 0 1 (1.7 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 4 (6.8 ) 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 

  Metrorrhagia 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Ovarian failure 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Perineal pain 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Vulvovaginal dryness 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Vulvovaginal pain 1 (1.7 ) 0 1 (1.7 ) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

  -Total 15 (25.4) 9 (15.3) 4 (6.8 ) 2 (3.4 ) 0 

  Cough 10 (16.9) 8 (13.6) 2 (3.4 ) 0 0 

  Epistaxis 5 (8.5 ) 4 (6.8 ) 1 (1.7 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nasal congestion 4 (6.8 ) 4 (6.8 ) 0 0 0 

  Oropharyngeal pain 3 (5.1 ) 1 (1.7 ) 2 (3.4 ) 0 0 

  Dyspnoea 2 (3.4 ) 0 2 (3.4 ) 0 0 

  Hypoxia 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Nasal septum perforation 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Pharyngeal erythema 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Productive cough 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Pulmonary granuloma 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Rhinalgia 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Rhinorrhoea 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Rhonchi 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Sinus pain 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Stridor 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Tachypnoea 1 (1.7 ) 0 1 (1.7 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 14 (23.7) 10 (16.9) 4 (6.8 ) 0 0 

  Eczema 3 (5.1 ) 2 (3.4 ) 1 (1.7 ) 0 0 

  Dry skin 2 (3.4 ) 2 (3.4 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ingrowing nail 2 (3.4 ) 0 2 (3.4 ) 0 0 

  Petechiae 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Pruritus 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Rash 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Alopecia 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Dermatitis 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Dermatitis bullous 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Erythema 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Hangnail 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Skin ulcer 1 (1.7 ) 1 (1.7 ) 0 0 0 

Vascular disorders      

  -Total 4 (6.8 ) 2 (3.4 ) 2 (3.4 ) 0 0 

  Pallor 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Embolism 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Flushing 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Hypertension 1 (1.7 ) 0 1 (1.7 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143c 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143c 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

5 (25.0) 2 (10.0) 1 (5.0 ) 2 (10.0) 0 

Eye disorders      

  -Total 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Keratitis 1 (5.0 ) 0 0 1 (5.0 ) 0 

Infections and infestations      

  -Total 2 (10.0) 1 (5.0 ) 1 (5.0 ) 0 0 

  Infection 1 (5.0 ) 0 1 (5.0 ) 0 0 

  Rhinitis 1 (5.0 ) 1 (5.0 ) 0 0 0 

Investigations      

  -Total 1 (5.0 ) 1 (5.0 ) 0 0 0 

  Lymphocyte count decreased 1 (5.0 ) 1 (5.0 ) 0 0 0 
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Timing: >1 year post-CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.0 ) 0 0 1 (5.0 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143c 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 0 1 (100) 0 

Gastrointestinal disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Dyspepsia 1 (100) 1 (100) 0 0 0 

  Vomiting 1 (100) 0 1 (100) 0 0 

Immune system disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Cytokine release syndrome 1 (100) 0 0 1 (100) 0 

Infections and infestations      

  -Total 1 (100) 0 1 (100) 0 0 

  Paronychia 1 (100) 0 1 (100) 0 0 

Investigations      
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Timing: Any time post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (100) 0 1 (100) 0 0 

  Immunoglobulins decreased 1 (100) 0 1 (100) 0 0 

Metabolism and nutrition disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Hypokalaemia 1 (100) 0 1 (100) 0 0 

  Hyponatraemia 1 (100) 0 1 (100) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (100) 1 (100) 0 0 0 

  Rash 1 (100) 1 (100) 0 0 0 

Vascular disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Hypertension 1 (100) 0 0 1 (100) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143c 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

68 (100) 3 (4.4 ) 7 (10.3) 25 (36.8) 33 (48.5) 

Blood and lymphatic system 
disorders 

     

  -Total 38 (55.9) 5 (7.4 ) 8 (11.8) 18 (26.5) 7 (10.3) 

  Anaemia 14 (20.6) 4 (5.9 ) 3 (4.4 ) 7 (10.3) 0 

  Neutropenia 10 (14.7) 1 (1.5 ) 1 (1.5 ) 2 (2.9 ) 6 (8.8 ) 

  Febrile neutropenia 6 (8.8 ) 1 (1.5 ) 1 (1.5 ) 4 (5.9 ) 0 

  Thrombocytopenia 6 (8.8 ) 0 2 (2.9 ) 3 (4.4 ) 1 (1.5 ) 

  Disseminated intravascular 
coagulation 

3 (4.4 ) 0 2 (2.9 ) 1 (1.5 ) 0 

  B-cell aplasia 2 (2.9 ) 0 1 (1.5 ) 1 (1.5 ) 0 

  Bone marrow failure 2 (2.9 ) 0 0 2 (2.9 ) 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Coagulation factor deficiency 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Leukocytosis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Leukopenia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Lymphopenia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Pancytopenia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Splenomegaly 1 (1.5 ) 1 (1.5 ) 0 0 0 

Cardiac disorders      

  -Total 15 (22.1) 10 (14.7) 3 (4.4 ) 2 (2.9 ) 0 

  Tachycardia 9 (13.2) 7 (10.3) 2 (2.9 ) 0 0 

  Sinus tachycardia 4 (5.9 ) 4 (5.9 ) 0 0 0 

  Sinus bradycardia 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Left ventricular dysfunction 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Bradycardia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Cardiac discomfort 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Cardiac hypertrophy 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Pericardial effusion 1 (1.5 ) 0 1 (1.5 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (1.5 ) 1 (1.5 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Talipes 1 (1.5 ) 1 (1.5 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 2 (2.9 ) 1 (1.5 ) 0 1 (1.5 ) 0 

  Ear pain 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Vertigo 1 (1.5 ) 0 0 1 (1.5 ) 0 

Endocrine disorders      

  -Total 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Hypothyroidism 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (1.5 ) 1 (1.5 ) 0 0 0 

  Precocious puberty 1 (1.5 ) 1 (1.5 ) 0 0 0 

Eye disorders      

  -Total 12 (17.6) 6 (8.8 ) 4 (5.9 ) 2 (2.9 ) 0 

  Dry eye 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Eye pain 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Amaurosis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Astigmatism 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blepharitis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blepharospasm 1 (1.5 ) 1 (1.5 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blindness unilateral 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Conjunctival haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Conjunctivitis allergic 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Diplopia 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Eye pruritus 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Hypermetropia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Keratitis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Lacrimation increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Ocular hyperaemia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Ocular hypertension 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Optic atrophy 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Vision blurred 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Visual impairment 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Vitreous opacities 1 (1.5 ) 1 (1.5 ) 0 0 0 

Gastrointestinal disorders      

  -Total 41 (60.3) 17 (25.0) 19 (27.9) 5 (7.4 ) 0 

  Diarrhoea 17 (25.0) 11 (16.2) 4 (5.9 ) 2 (2.9 ) 0 

  Nausea 16 (23.5) 4 (5.9 ) 11 (16.2) 1 (1.5 ) 0 

  Vomiting 12 (17.6) 8 (11.8) 4 (5.9 ) 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal pain 8 (11.8) 4 (5.9 ) 4 (5.9 ) 0 0 

  Constipation 7 (10.3) 5 (7.4 ) 2 (2.9 ) 0 0 

  Abdominal pain upper 4 (5.9 ) 2 (2.9 ) 2 (2.9 ) 0 0 

  Abdominal distension 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Stomatitis 3 (4.4 ) 0 3 (4.4 ) 0 0 

  Gingival bleeding 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Paraesthesia oral 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Proctalgia 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Abdominal pain lower 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Anal fissure 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Anal fistula 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Anal haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Anal incontinence 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Dental caries 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Gastrointestinal motility disorder 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Gastrointestinal pain 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Gingival swelling 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hypoaesthesia oral 1 (1.5 ) 1 (1.5 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lip dry 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Lip haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Oral pain 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Periodontal disease 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Rectal haemorrhage 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Rectal ulcer 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Toothache 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Upper gastrointestinal 
haemorrhage 

1 (1.5 ) 1 (1.5 ) 0 0 0 

General disorders and 
administration site conditions 

     

  -Total 45 (66.2) 19 (27.9) 17 (25.0) 8 (11.8) 1 (1.5 ) 

  Pyrexia 33 (48.5) 14 (20.6) 14 (20.6) 5 (7.4 ) 0 

  Fatigue 7 (10.3) 3 (4.4 ) 4 (5.9 ) 0 0 

  Face oedema 6 (8.8 ) 5 (7.4 ) 0 1 (1.5 ) 0 

  Oedema peripheral 5 (7.4 ) 4 (5.9 ) 1 (1.5 ) 0 0 

  Pain 5 (7.4 ) 2 (2.9 ) 2 (2.9 ) 1 (1.5 ) 0 

  Chills 4 (5.9 ) 1 (1.5 ) 3 (4.4 ) 0 0 

  Localised oedema 3 (4.4 ) 2 (2.9 ) 0 1 (1.5 ) 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Asthenia 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Catheter site erythema 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Catheter site haemorrhage 2 (2.9 ) 1 (1.5 ) 0 1 (1.5 ) 0 

  Catheter site pain 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Gait disturbance 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Non-cardiac chest pain 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Axillary pain 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Catheter site pruritus 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Drug withdrawal syndrome 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Facial pain 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Generalised oedema 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Malaise 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Mucosal inflammation 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Multiple organ dysfunction 
syndrome 

1 (1.5 ) 0 0 0 1 (1.5 ) 

  Oedema 1 (1.5 ) 0 1 (1.5 ) 0 0 

Hepatobiliary disorders      

  -Total 7 (10.3) 2 (2.9 ) 2 (2.9 ) 2 (2.9 ) 1 (1.5 ) 

  Cholestasis 1 (1.5 ) 0 0 1 (1.5 ) 0 



  

  

590 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gallbladder oedema 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Hepatic failure 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hepatic steatosis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Hepatocellular injury 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Hepatosplenomegaly 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Hepatotoxicity 1 (1.5 ) 0 1 (1.5 ) 0 0 

Immune system disorders      

  -Total 53 (77.9) 9 (13.2) 21 (30.9) 10 (14.7) 13 (19.1) 

  Cytokine release syndrome 46 (67.6) 12 (17.6) 13 (19.1) 8 (11.8) 13 (19.1) 

  Hypogammaglobulinaemia 21 (30.9) 6 (8.8 ) 13 (19.1) 2 (2.9 ) 0 

  Allergy to immunoglobulin therapy 4 (5.9 ) 2 (2.9 ) 2 (2.9 ) 0 0 

  Drug hypersensitivity 3 (4.4 ) 1 (1.5 ) 2 (2.9 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

3 (4.4 ) 0 1 (1.5 ) 2 (2.9 ) 0 

  Atopy 1 (1.5 ) 1 (1.5 ) 0 0 0 

Infections and infestations      

  -Total 44 (64.7) 6 (8.8 ) 17 (25.0) 18 (26.5) 3 (4.4 ) 

  Nasopharyngitis 9 (13.2) 8 (11.8) 1 (1.5 ) 0 0 

  Upper respiratory tract infection 7 (10.3) 2 (2.9 ) 5 (7.4 ) 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Herpes zoster 5 (7.4 ) 0 4 (5.9 ) 1 (1.5 ) 0 

  Rhinitis 5 (7.4 ) 4 (5.9 ) 1 (1.5 ) 0 0 

  Device related infection 4 (5.9 ) 0 2 (2.9 ) 2 (2.9 ) 0 

  Candida infection 3 (4.4 ) 1 (1.5 ) 0 2 (2.9 ) 0 

  Gastroenteritis 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Pneumonia 3 (4.4 ) 0 0 3 (4.4 ) 0 

  Rash pustular 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Sepsis 3 (4.4 ) 0 0 1 (1.5 ) 2 (2.9 ) 

  Sinusitis 3 (4.4 ) 0 1 (1.5 ) 2 (2.9 ) 0 

  Aspergillus infection 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Bacterial infection 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Bronchitis 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Cellulitis 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Enterovirus infection 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Infection 2 (2.9 ) 0 1 (1.5 ) 1 (1.5 ) 0 

  Influenza 2 (2.9 ) 1 (1.5 ) 0 1 (1.5 ) 0 

  Oral herpes 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Otitis externa 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Otitis media 2 (2.9 ) 2 (2.9 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory syncytial virus 
infection 

2 (2.9 ) 0 1 (1.5 ) 1 (1.5 ) 0 

  Vascular device infection 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Viral upper respiratory tract 
infection 

2 (2.9 ) 0 2 (2.9 ) 0 0 

  Alternaria infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Atypical pneumonia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Body tinea 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Bronchopulmonary aspergillosis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Catheter site infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Cellulitis orbital 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Central nervous system infection 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Cerebral fungal infection 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Conjunctivitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Conjunctivitis viral 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Cystitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Enterococcal infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Escherichia urinary tract infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Eye infection 1 (1.5 ) 0 1 (1.5 ) 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Folliculitis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Gastrointestinal infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Helminthic infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Impetigo 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Laryngitis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Meningitis aseptic 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Molluscum contagiosum 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Mucosal infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Nail infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Oral fungal infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Otitis media acute 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Parainfluenzae virus infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Paronychia 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Parotitis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Periorbital cellulitis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Pharyngitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Pneumonia haemophilus 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Pneumonia viral 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Pseudomembranous colitis 1 (1.5 ) 0 1 (1.5 ) 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory tract infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Rhinovirus infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Septic shock 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Skin infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Systemic infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Tinea pedis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Tonsillitis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Tooth infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Urinary tract infection viral 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Vulvitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 12 (17.6) 3 (4.4 ) 8 (11.8) 1 (1.5 ) 0 

  Contusion 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Allergic transfusion reaction 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Fall 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Procedural pain 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Femoral neck fracture 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Infusion related reaction 1 (1.5 ) 0 1 (1.5 ) 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ligament sprain 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Periorbital haematoma 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Post procedural haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Skin abrasion 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Splinter 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Stoma site erythema 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Stoma site haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Subcutaneous haematoma 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Thermal burn 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Transfusion reaction 1 (1.5 ) 1 (1.5 ) 0 0 0 

Investigations      

  -Total 38 (55.9) 4 (5.9 ) 7 (10.3) 11 (16.2) 16 (23.5) 

  White blood cell count decreased 14 (20.6) 1 (1.5 ) 2 (2.9 ) 4 (5.9 ) 7 (10.3) 

  Neutrophil count decreased 11 (16.2) 1 (1.5 ) 0 2 (2.9 ) 8 (11.8) 

  Platelet count decreased 10 (14.7) 1 (1.5 ) 2 (2.9 ) 2 (2.9 ) 5 (7.4 ) 

  Aspartate aminotransferase 
increased 

8 (11.8) 4 (5.9 ) 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 

  Alanine aminotransferase 
increased 

7 (10.3) 3 (4.4 ) 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood fibrinogen decreased 5 (7.4 ) 0 2 (2.9 ) 3 (4.4 ) 0 

  Lymphocyte count decreased 5 (7.4 ) 1 (1.5 ) 0 4 (5.9 ) 0 

  Immunoglobulins decreased 4 (5.9 ) 0 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 

  Blood bilirubin increased 3 (4.4 ) 0 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 

  Blood creatinine increased 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Prothrombin time prolonged 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Activated partial thromboplastin 
time prolonged 

2 (2.9 ) 2 (2.9 ) 0 0 0 

  Blood alkaline phosphatase 
increased 

2 (2.9 ) 2 (2.9 ) 0 0 0 

  C-reactive protein increased 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Gamma-glutamyltransferase 
increased 

2 (2.9 ) 0 2 (2.9 ) 0 0 

  Serum ferritin increased 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Ammonia increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Antithrombin iii decreased 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Blood chloride increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blood creatine phosphokinase 
increased 

1 (1.5 ) 0 0 0 1 (1.5 ) 

  Blood fibrinogen increased 1 (1.5 ) 1 (1.5 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood lactate dehydrogenase 
increased 

1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blood magnesium increased 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Blood potassium decreased 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Blood urea decreased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blood urea increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blood uric acid increased 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Blood urine present 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Chest x-ray abnormal 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Chlamydia test positive 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Clostridium test positive 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Cytomegalovirus test positive 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (1.5 ) 1 (1.5 ) 0 0 0 

  Fungal test positive 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Haemoglobin decreased 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Heart sounds abnormal 1 (1.5 ) 1 (1.5 ) 0 0 0 

  International normalised ratio 
increased 

1 (1.5 ) 1 (1.5 ) 0 0 0 

  Lipase increased 1 (1.5 ) 1 (1.5 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymph node palpable 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Monocyte count decreased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Protein total decreased 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Vitamin d decreased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Weight decreased 1 (1.5 ) 0 1 (1.5 ) 0 0 

Metabolism and nutrition disorders      

  -Total 33 (48.5) 12 (17.6) 8 (11.8) 11 (16.2) 2 (2.9 ) 

  Hypokalaemia 14 (20.6) 6 (8.8 ) 1 (1.5 ) 7 (10.3) 0 

  Hypophosphataemia 10 (14.7) 6 (8.8 ) 2 (2.9 ) 2 (2.9 ) 0 

  Decreased appetite 8 (11.8) 6 (8.8 ) 1 (1.5 ) 1 (1.5 ) 0 

  Hypoalbuminaemia 8 (11.8) 3 (4.4 ) 4 (5.9 ) 1 (1.5 ) 0 

  Hypocalcaemia 8 (11.8) 1 (1.5 ) 3 (4.4 ) 2 (2.9 ) 2 (2.9 ) 

  Hypomagnesaemia 7 (10.3) 6 (8.8 ) 1 (1.5 ) 0 0 

  Hyperglycaemia 4 (5.9 ) 2 (2.9 ) 0 2 (2.9 ) 0 

  Hyperuricaemia 4 (5.9 ) 4 (5.9 ) 0 0 0 

  Dehydration 3 (4.4 ) 0 1 (1.5 ) 2 (2.9 ) 0 

  Hyperkalaemia 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Hypercalcaemia 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Hyperphosphataemia 2 (2.9 ) 2 (2.9 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fluid overload 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Fluid retention 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hyperferritinaemia 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hypernatraemia 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hyponatraemia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Lactic acidosis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Tumour lysis syndrome 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Vitamin d deficiency 1 (1.5 ) 1 (1.5 ) 0 0 0 

Musculoskeletal and connective 
tissue disorders 

     

  -Total 23 (33.8) 8 (11.8) 11 (16.2) 4 (5.9 ) 0 

  Arthralgia 9 (13.2) 1 (1.5 ) 6 (8.8 ) 2 (2.9 ) 0 

  Pain in extremity 7 (10.3) 3 (4.4 ) 4 (5.9 ) 0 0 

  Back pain 6 (8.8 ) 4 (5.9 ) 2 (2.9 ) 0 0 

  Myalgia 6 (8.8 ) 5 (7.4 ) 1 (1.5 ) 0 0 

  Bone pain 3 (4.4 ) 0 3 (4.4 ) 0 0 

  Muscular weakness 3 (4.4 ) 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 0 

  Neck pain 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Osteopenia 2 (2.9 ) 2 (2.9 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Joint effusion 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Joint stiffness 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Osteonecrosis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Osteoporosis 1 (1.5 ) 0 1 (1.5 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 8 (11.8) 0 0 4 (5.9 ) 4 (5.9 ) 

  Acute lymphocytic leukaemia 
recurrent 

4 (5.9 ) 0 0 2 (2.9 ) 2 (2.9 ) 

  Acute lymphocytic leukaemia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  B precursor type acute leukaemia 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Leukaemia 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Neoplasm progression 1 (1.5 ) 0 0 1 (1.5 ) 0 

Nervous system disorders      

  -Total 31 (45.6) 9 (13.2) 15 (22.1) 6 (8.8 ) 1 (1.5 ) 

  Headache 16 (23.5) 8 (11.8) 7 (10.3) 1 (1.5 ) 0 

  Seizure 6 (8.8 ) 1 (1.5 ) 3 (4.4 ) 2 (2.9 ) 0 

  Tremor 4 (5.9 ) 3 (4.4 ) 1 (1.5 ) 0 0 

  Dizziness 2 (2.9 ) 2 (2.9 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Encephalopathy 2 (2.9 ) 0 0 1 (1.5 ) 1 (1.5 ) 

  Intention tremor 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Lethargy 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Neuralgia 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Somnolence 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Cerebral atrophy 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Depressed level of consciousness 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Dysarthria 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Dysgeusia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Dyskinesia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Facial paralysis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Head discomfort 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Hemiparesis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hyperkinesia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Intracranial pressure increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Nervous system disorder 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Neurological decompensation 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Neuropathy peripheral 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Subdural hygroma 1 (1.5 ) 0 1 (1.5 ) 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Product issues      

  -Total 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Device occlusion 1 (1.5 ) 0 1 (1.5 ) 0 0 

Psychiatric disorders      

  -Total 16 (23.5) 8 (11.8) 7 (10.3) 1 (1.5 ) 0 

  Insomnia 5 (7.4 ) 2 (2.9 ) 3 (4.4 ) 0 0 

  Anxiety 4 (5.9 ) 2 (2.9 ) 2 (2.9 ) 0 0 

  Agitation 3 (4.4 ) 0 2 (2.9 ) 1 (1.5 ) 0 

  Confusional state 3 (4.4 ) 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 0 

  Delirium 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Disorientation 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Irritability 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Hallucination 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Initial insomnia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Restlessness 1 (1.5 ) 0 1 (1.5 ) 0 0 

Renal and urinary disorders      

  -Total 13 (19.1) 5 (7.4 ) 5 (7.4 ) 2 (2.9 ) 1 (1.5 ) 

  Haematuria 4 (5.9 ) 3 (4.4 ) 0 1 (1.5 ) 0 

  Acute kidney injury 3 (4.4 ) 0 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dysuria 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Polyuria 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Proteinuria 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Chromaturia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Renal impairment 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Urinary incontinence 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Urinary tract disorder 1 (1.5 ) 0 1 (1.5 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 5 (7.4 ) 3 (4.4 ) 1 (1.5 ) 1 (1.5 ) 0 

  Metrorrhagia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Ovarian failure 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Perineal pain 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Scrotal oedema 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Vulvovaginal dryness 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Vulvovaginal pain 1 (1.5 ) 0 1 (1.5 ) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

  -Total 27 (39.7) 11 (16.2) 9 (13.2) 6 (8.8 ) 1 (1.5 ) 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cough 14 (20.6) 10 (14.7) 4 (5.9 ) 0 0 

  Epistaxis 8 (11.8) 6 (8.8 ) 2 (2.9 ) 0 0 

  Hypoxia 8 (11.8) 1 (1.5 ) 2 (2.9 ) 4 (5.9 ) 1 (1.5 ) 

  Oropharyngeal pain 6 (8.8 ) 3 (4.4 ) 3 (4.4 ) 0 0 

  Nasal congestion 4 (5.9 ) 4 (5.9 ) 0 0 0 

  Dyspnoea 3 (4.4 ) 1 (1.5 ) 2 (2.9 ) 0 0 

  Rhinorrhoea 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Tachypnoea 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Pleural effusion 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Apnoea 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Increased upper airway secretion 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Lung disorder 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Nasal septum perforation 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Pharyngeal erythema 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Productive cough 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Pulmonary granuloma 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Rhinalgia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Rhonchi 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Sinus pain 1 (1.5 ) 1 (1.5 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Stridor 1 (1.5 ) 0 1 (1.5 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 31 (45.6) 21 (30.9) 9 (13.2) 1 (1.5 ) 0 

  Rash 9 (13.2) 6 (8.8 ) 2 (2.9 ) 1 (1.5 ) 0 

  Pruritus 8 (11.8) 7 (10.3) 1 (1.5 ) 0 0 

  Erythema 6 (8.8 ) 5 (7.4 ) 1 (1.5 ) 0 0 

  Petechiae 6 (8.8 ) 5 (7.4 ) 1 (1.5 ) 0 0 

  Dry skin 5 (7.4 ) 4 (5.9 ) 1 (1.5 ) 0 0 

  Eczema 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Ingrowing nail 3 (4.4 ) 1 (1.5 ) 2 (2.9 ) 0 0 

  Hangnail 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Papule 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Urticaria 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Acne 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Alopecia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Decubitus ulcer 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Dermatitis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Dermatitis acneiform 1 (1.5 ) 1 (1.5 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dermatitis bullous 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Skin discolouration 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Skin exfoliation 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Skin lesion 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Skin ulcer 1 (1.5 ) 1 (1.5 ) 0 0 0 

Vascular disorders      

  -Total 20 (29.4) 9 (13.2) 5 (7.4 ) 6 (8.8 ) 0 

  Hypertension 7 (10.3) 3 (4.4 ) 2 (2.9 ) 2 (2.9 ) 0 

  Hypotension 6 (8.8 ) 4 (5.9 ) 0 2 (2.9 ) 0 

  Pallor 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Capillary leak syndrome 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Embolism 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Flushing 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Hot flush 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Jugular vein thrombosis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Lymphoedema 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Vascular occlusion 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Venous thrombosis limb 1 (1.5 ) 0 1 (1.5 ) 0 0 

 



  

  

607 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 143d => Adverse events pos t CTL019 infusi on, r egardl ess of study drug rel ati onshi p, by pri mar y system organ class, preferr ed ter m, maxi mum CTC  grade and Region ( Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                       
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143d 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 48 (100) 7 (14.6) 10 (20.8) 12 (25.0) 19 (39.6) 

Blood and lymphatic system disorders      

  -Total 20 (41.7) 5 (10.4) 2 (4.2 ) 9 (18.8) 4 (8.3 ) 

  Anaemia 6 (12.5) 4 (8.3 ) 1 (2.1 ) 1 (2.1 ) 0 

  Neutropenia 4 (8.3 ) 0 0 1 (2.1 ) 3 (6.3 ) 

  Febrile neutropenia 3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

  Bone marrow failure 2 (4.2 ) 0 0 2 (4.2 ) 0 

  Thrombocytopenia 2 (4.2 ) 0 0 1 (2.1 ) 1 (2.1 ) 

  Coagulation factor deficiency 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Disseminated intravascular coagulation 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Leukopenia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Pancytopenia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Splenomegaly 1 (2.1 ) 1 (2.1 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Cardiac disorders      

  -Total 8 (16.7) 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 

  Tachycardia 5 (10.4) 3 (6.3 ) 2 (4.2 ) 0 0 

  Bradycardia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Cardiac hypertrophy 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Left ventricular dysfunction 1 (2.1 ) 0 0 1 (2.1 ) 0 

Congenital, familial and genetic disorders      

  -Total 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Talipes 1 (2.1 ) 1 (2.1 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Vertigo 1 (2.1 ) 0 0 1 (2.1 ) 0 

Eye disorders      

  -Total 3 (6.3 ) 2 (4.2 ) 0 1 (2.1 ) 0 

  Amaurosis 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Conjunctival haemorrhage 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Dry eye 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Optic atrophy 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Vitreous opacities 1 (2.1 ) 1 (2.1 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

  -Total 20 (41.7) 9 (18.8) 9 (18.8) 2 (4.2 ) 0 

  Diarrhoea 9 (18.8) 6 (12.5) 2 (4.2 ) 1 (2.1 ) 0 

  Nausea 7 (14.6) 1 (2.1 ) 5 (10.4) 1 (2.1 ) 0 

  Vomiting 6 (12.5) 4 (8.3 ) 2 (4.2 ) 0 0 

  Abdominal pain upper 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Abdominal pain 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Constipation 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Dyspepsia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Gastrointestinal pain 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Gingival swelling 1 (2.1 ) 0 1 (2.1 ) 0 0 

General disorders and administration site 
conditions 

     

  -Total 25 (52.1) 14 (29.2) 5 (10.4) 5 (10.4) 1 (2.1 ) 

  Pyrexia 17 (35.4) 11 (22.9) 3 (6.3 ) 3 (6.3 ) 0 

  Fatigue 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 0 0 

  Pain 3 (6.3 ) 0 2 (4.2 ) 1 (2.1 ) 0 

  Asthenia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Catheter site erythema 1 (2.1 ) 1 (2.1 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Catheter site haemorrhage 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Drug withdrawal syndrome 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Face oedema 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Localised oedema 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Multiple organ dysfunction syndrome 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Oedema 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Oedema peripheral 1 (2.1 ) 1 (2.1 ) 0 0 0 

Hepatobiliary disorders      

  -Total 4 (8.3 ) 1 (2.1 ) 1 (2.1 ) 2 (4.2 ) 0 

  Cholestasis 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Hepatic failure 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Hepatic steatosis 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Hepatocellular injury 1 (2.1 ) 0 0 1 (2.1 ) 0 

Immune system disorders      

  -Total 36 (75.0) 6 (12.5) 14 (29.2) 6 (12.5) 10 (20.8) 

  Cytokine release syndrome 31 (64.6) 6 (12.5) 9 (18.8) 6 (12.5) 10 (20.8) 

  Hypogammaglobulinaemia 15 (31.3) 4 (8.3 ) 11 (22.9) 0 0 

  Haemophagocytic lymphohistiocytosis 3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

  Atopy 1 (2.1 ) 1 (2.1 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Drug hypersensitivity 1 (2.1 ) 0 1 (2.1 ) 0 0 

Infections and infestations      

  -Total 17 (35.4) 1 (2.1 ) 10 (20.8) 5 (10.4) 1 (2.1 ) 

  Candida infection 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

  Device related infection 2 (4.2 ) 0 2 (4.2 ) 0 0 

  Upper respiratory tract infection 2 (4.2 ) 0 2 (4.2 ) 0 0 

  Aspergillus infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Cellulitis orbital 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Central nervous system infection 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Cerebral fungal infection 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Cystitis 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Eye infection 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Helminthic infection 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Herpes zoster 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Paronychia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Pneumonia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Pneumonia viral 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Pseudomembranous colitis 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Respiratory tract infection 1 (2.1 ) 1 (2.1 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinusitis 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Systemic infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Vascular device infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Vulvitis 1 (2.1 ) 0 1 (2.1 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 5 (10.4) 1 (2.1 ) 3 (6.3 ) 1 (2.1 ) 0 

  Allergic transfusion reaction 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Femoral neck fracture 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Periorbital haematoma 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Procedural pain 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Thermal burn 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Transfusion reaction 1 (2.1 ) 1 (2.1 ) 0 0 0 

Investigations      

  -Total 21 (43.8) 3 (6.3 ) 6 (12.5) 6 (12.5) 6 (12.5) 

  White blood cell count decreased 6 (12.5) 0 2 (4.2 ) 2 (4.2 ) 2 (4.2 ) 

  Neutrophil count decreased 5 (10.4) 1 (2.1 ) 0 1 (2.1 ) 3 (6.3 ) 

  Platelet count decreased 5 (10.4) 1 (2.1 ) 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

  Immunoglobulins decreased 4 (8.3 ) 0 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 
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Timing: within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Prothrombin time prolonged 3 (6.3 ) 3 (6.3 ) 0 0 0 

  Alanine aminotransferase increased 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

  Aspartate aminotransferase increased 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (2.1 ) 1 (2.1 ) 0 0 0 

  Antithrombin iii decreased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Blood bilirubin increased 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Blood creatinine increased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Blood fibrinogen decreased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Blood magnesium increased 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Blood potassium decreased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Blood uric acid increased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  C-reactive protein increased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Chest x-ray abnormal 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Clostridium test positive 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (2.1 ) 1 (2.1 ) 0 0 0 

  Haemoglobin decreased 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Protein total decreased 1 (2.1 ) 0 1 (2.1 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders      

  -Total 16 (33.3) 7 (14.6) 4 (8.3 ) 5 (10.4) 0 

  Decreased appetite 5 (10.4) 4 (8.3 ) 0 1 (2.1 ) 0 

  Hypokalaemia 5 (10.4) 3 (6.3 ) 2 (4.2 ) 0 0 

  Hypoalbuminaemia 4 (8.3 ) 1 (2.1 ) 2 (4.2 ) 1 (2.1 ) 0 

  Hypocalcaemia 3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

  Hypophosphataemia 3 (6.3 ) 3 (6.3 ) 0 0 0 

  Dehydration 2 (4.2 ) 0 0 2 (4.2 ) 0 

  Hypomagnesaemia 2 (4.2 ) 2 (4.2 ) 0 0 0 

  Fluid retention 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Hyperglycaemia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Hypernatraemia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Hyponatraemia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Vitamin d deficiency 1 (2.1 ) 1 (2.1 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 12 (25.0) 7 (14.6) 4 (8.3 ) 1 (2.1 ) 0 

  Myalgia 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 0 

  Arthralgia 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Back pain 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Bone pain 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Joint effusion 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Joint stiffness 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Muscular weakness 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Osteonecrosis 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Osteopenia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Pain in extremity 1 (2.1 ) 0 1 (2.1 ) 0 0 

Nervous system disorders      

  -Total 18 (37.5) 5 (10.4) 8 (16.7) 4 (8.3 ) 1 (2.1 ) 

  Headache 6 (12.5) 2 (4.2 ) 3 (6.3 ) 1 (2.1 ) 0 

  Seizure 6 (12.5) 1 (2.1 ) 3 (6.3 ) 2 (4.2 ) 0 

  Somnolence 2 (4.2 ) 0 0 2 (4.2 ) 0 

  Tremor 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Cerebral atrophy 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Dysgeusia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Encephalopathy 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Hyperkinesia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Intention tremor 1 (2.1 ) 0 1 (2.1 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neuralgia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Neurological decompensation 1 (2.1 ) 0 1 (2.1 ) 0 0 

Product issues      

  -Total 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Device occlusion 1 (2.1 ) 0 1 (2.1 ) 0 0 

Psychiatric disorders      

  -Total 6 (12.5) 4 (8.3 ) 2 (4.2 ) 0 0 

  Disorientation 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Anxiety 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Delirium 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Hallucination 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Initial insomnia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Insomnia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Irritability 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Restlessness 1 (2.1 ) 0 1 (2.1 ) 0 0 

Renal and urinary disorders      

  -Total 5 (10.4) 1 (2.1 ) 4 (8.3 ) 0 0 

  Dysuria 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Polyuria 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Renal impairment 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Urinary tract disorder 1 (2.1 ) 0 1 (2.1 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 10 (20.8) 6 (12.5) 2 (4.2 ) 2 (4.2 ) 0 

  Oropharyngeal pain 3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 0 0 

  Cough 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Epistaxis 2 (4.2 ) 2 (4.2 ) 0 0 0 

  Hypoxia 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

  Increased upper airway secretion 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Lung disorder 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Pleural effusion 1 (2.1 ) 0 1 (2.1 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 15 (31.3) 12 (25.0) 3 (6.3 ) 0 0 

  Rash 6 (12.5) 5 (10.4) 1 (2.1 ) 0 0 

  Erythema 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 0 

  Pruritus 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 0 

  Papule 2 (4.2 ) 2 (4.2 ) 0 0 0 

  Decubitus ulcer 1 (2.1 ) 0 1 (2.1 ) 0 0 



  

  

619 

Timing: within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dermatitis acneiform 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Hangnail 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Petechiae 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Skin discolouration 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Skin lesion 1 (2.1 ) 1 (2.1 ) 0 0 0 

Vascular disorders      

  -Total 9 (18.8) 4 (8.3 ) 1 (2.1 ) 4 (8.3 ) 0 

  Hypertension 6 (12.5) 3 (6.3 ) 0 3 (6.3 ) 0 

  Hypotension 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

  Hot flush 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Vascular occlusion 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Venous thrombosis limb 1 (2.1 ) 0 1 (2.1 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143d 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 18 (100) 0 2 (11.1) 8 (44.4) 8 (44.4) 

Blood and lymphatic system disorders      

  -Total 12 (66.7) 1 (5.6 ) 3 (16.7) 6 (33.3) 2 (11.1) 

  Anaemia 7 (38.9) 1 (5.6 ) 1 (5.6 ) 5 (27.8) 0 

  Neutropenia 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Thrombocytopenia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  B-cell aplasia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Febrile neutropenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Cardiac disorders      

  -Total 7 (38.9) 6 (33.3) 0 1 (5.6 ) 0 

  Sinus bradycardia 3 (16.7) 3 (16.7) 0 0 0 

  Sinus tachycardia 3 (16.7) 3 (16.7) 0 0 0 

  Tachycardia 3 (16.7) 3 (16.7) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cardiac discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Left ventricular dysfunction 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pericardial effusion 1 (5.6 ) 0 1 (5.6 ) 0 0 

Endocrine disorders      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Precocious puberty 1 (5.6 ) 1 (5.6 ) 0 0 0 

Eye disorders      

  -Total 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Blepharospasm 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Diplopia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vision blurred 1 (5.6 ) 1 (5.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 12 (66.7) 3 (16.7) 6 (33.3) 3 (16.7) 0 

  Abdominal pain 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Diarrhoea 5 (27.8) 4 (22.2) 0 1 (5.6 ) 0 

  Vomiting 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Nausea 3 (16.7) 0 3 (16.7) 0 0 

  Constipation 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Paraesthesia oral 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal distension 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Abdominal pain upper 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Anal fissure 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Anal fistula 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Anal haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Anal incontinence 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Gingival bleeding 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypoaesthesia oral 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lip dry 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lip haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Proctalgia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rectal haemorrhage 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Rectal ulcer 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Upper gastrointestinal haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

General disorders and administration site 
conditions 

     

  -Total 12 (66.7) 2 (11.1) 8 (44.4) 2 (11.1) 0 

  Pyrexia 8 (44.4) 2 (11.1) 5 (27.8) 1 (5.6 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Face oedema 4 (22.2) 4 (22.2) 0 0 0 

  Fatigue 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Oedema peripheral 3 (16.7) 3 (16.7) 0 0 0 

  Catheter site pain 2 (11.1) 2 (11.1) 0 0 0 

  Asthenia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Catheter site haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Catheter site pruritus 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Chills 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Localised oedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Mucosal inflammation 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Non-cardiac chest pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

Hepatobiliary disorders      

  -Total 2 (11.1) 1 (5.6 ) 0 0 1 (5.6 ) 

  Gallbladder oedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hepatosplenomegaly 1 (5.6 ) 0 0 0 1 (5.6 ) 

Immune system disorders      

  -Total 13 (72.2) 5 (27.8) 3 (16.7) 4 (22.2) 1 (5.6 ) 

  Cytokine release syndrome 12 (66.7) 6 (33.3) 2 (11.1) 3 (16.7) 1 (5.6 ) 
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Timing: within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Allergy to immunoglobulin therapy 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Hypogammaglobulinaemia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections and infestations      

  -Total 7 (38.9) 0 2 (11.1) 4 (22.2) 1 (5.6 ) 

  Sepsis 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Bacterial infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Cellulitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Influenza 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Meningitis aseptic 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Nail infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Nasopharyngitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Rash pustular 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Respiratory syncytial virus infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Urinary tract infection viral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vascular device infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Viral upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

Injury, poisoning and procedural complications      
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Timing: within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (16.7) 0 3 (16.7) 0 0 

  Allergic transfusion reaction 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Contusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Fall 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Infusion related reaction 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Post procedural haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Stoma site erythema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Stoma site haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Subcutaneous haematoma 1 (5.6 ) 1 (5.6 ) 0 0 0 

Investigations      

  -Total 15 (83.3) 2 (11.1) 3 (16.7) 3 (16.7) 7 (38.9) 

  Neutrophil count decreased 5 (27.8) 0 0 2 (11.1) 3 (16.7) 

  White blood cell count decreased 5 (27.8) 0 0 1 (5.6 ) 4 (22.2) 

  Platelet count decreased 4 (22.2) 0 0 2 (11.1) 2 (11.1) 

  Aspartate aminotransferase increased 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Lymphocyte count decreased 3 (16.7) 0 0 3 (16.7) 0 

  Blood alkaline phosphatase increased 2 (11.1) 2 (11.1) 0 0 0 

  Blood bilirubin increased 2 (11.1) 0 1 (5.6 ) 0 1 (5.6 ) 

  Blood creatinine increased 2 (11.1) 2 (11.1) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood fibrinogen decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Serum ferritin increased 2 (11.1) 2 (11.1) 0 0 0 

  Alanine aminotransferase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Ammonia increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood chloride increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood fibrinogen increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood lactate dehydrogenase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood urea decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood urea increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood urine present 1 (5.6 ) 0 1 (5.6 ) 0 0 

  C-reactive protein increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Fungal test positive 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Gamma-glutamyltransferase increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Heart sounds abnormal 1 (5.6 ) 1 (5.6 ) 0 0 0 

  International normalised ratio increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lipase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Monocyte count decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 13 (72.2) 5 (27.8) 4 (22.2) 4 (22.2) 0 
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Timing: within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypokalaemia 8 (44.4) 4 (22.2) 0 4 (22.2) 0 

  Hypophosphataemia 5 (27.8) 3 (16.7) 1 (5.6 ) 1 (5.6 ) 0 

  Hyperphosphataemia 2 (11.1) 2 (11.1) 0 0 0 

  Hyperuricaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hypocalcaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Decreased appetite 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Dehydration 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Fluid overload 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypercalcaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyperglycaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyperkalaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypoalbuminaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypomagnesaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 5 (27.8) 1 (5.6 ) 2 (11.1) 2 (11.1) 0 

  Pain in extremity 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Muscular weakness 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Arthralgia 1 (5.6 ) 0 0 1 (5.6 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bone pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Myalgia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Neoplasms benign, malignant and unspecified 
(incl cysts and polyps) 

     

  -Total 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Acute lymphocytic leukaemia recurrent 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Leukaemia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Neoplasm progression 1 (5.6 ) 0 0 1 (5.6 ) 0 

Nervous system disorders      

  -Total 9 (50.0) 4 (22.2) 3 (16.7) 2 (11.1) 0 

  Headache 6 (33.3) 3 (16.7) 3 (16.7) 0 0 

  Tremor 2 (11.1) 2 (11.1) 0 0 0 

  Depressed level of consciousness 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Dizziness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyskinesia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Head discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Intention tremor 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lethargy 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nervous system disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

Psychiatric disorders      

  -Total 8 (44.4) 2 (11.1) 5 (27.8) 1 (5.6 ) 0 

  Agitation 3 (16.7) 0 2 (11.1) 1 (5.6 ) 0 

  Anxiety 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Confusional state 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Insomnia 2 (11.1) 0 2 (11.1) 0 0 

  Delirium 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Irritability 1 (5.6 ) 1 (5.6 ) 0 0 0 

Renal and urinary disorders      

  -Total 5 (27.8) 3 (16.7) 1 (5.6 ) 1 (5.6 ) 0 

  Acute kidney injury 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Haematuria 2 (11.1) 2 (11.1) 0 0 0 

  Chromaturia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Proteinuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Urinary incontinence 1 (5.6 ) 1 (5.6 ) 0 0 0 

Reproductive system and breast disorders      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Scrotal oedema 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal disorders      

  -Total 8 (44.4) 2 (11.1) 4 (22.2) 2 (11.1) 0 

  Hypoxia 4 (22.2) 0 3 (16.7) 1 (5.6 ) 0 

  Cough 3 (16.7) 3 (16.7) 0 0 0 

  Tachypnoea 3 (16.7) 3 (16.7) 0 0 0 

  Rhinorrhoea 2 (11.1) 2 (11.1) 0 0 0 

  Apnoea 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Dyspnoea 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Epistaxis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pleural effusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 8 (44.4) 6 (33.3) 2 (11.1) 0 0 

  Dry skin 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Petechiae 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Pruritus 2 (11.1) 2 (11.1) 0 0 0 

  Rash 2 (11.1) 2 (11.1) 0 0 0 

  Urticaria 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Acne 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Erythema 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ingrowing nail 1 (5.6 ) 1 (5.6 ) 0 0 0 

Vascular disorders      

  -Total 8 (44.4) 4 (22.2) 1 (5.6 ) 3 (16.7) 0 

  Hypotension 4 (22.2) 3 (16.7) 0 1 (5.6 ) 0 

  Capillary leak syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Jugular vein thrombosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Lymphoedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pallor 1 (5.6 ) 0 1 (5.6 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143d 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: within 8 weeks post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (100) 0 0 0 3 (100) 

Blood and lymphatic system disorders      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Disseminated intravascular coagulation 2 (66.7) 0 2 (66.7) 0 0 

  Febrile neutropenia 1 (33.3) 0 0 1 (33.3) 0 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

Eye disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Dry eye 1 (33.3) 1 (33.3) 0 0 0 

  Ocular hypertension 1 (33.3) 0 1 (33.3) 0 0 

Gastrointestinal disorders      

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Diarrhoea 1 (33.3) 1 (33.3) 0 0 0 

  Nausea 1 (33.3) 0 1 (33.3) 0 0 

  Stomatitis 1 (33.3) 0 1 (33.3) 0 0 

Immune system disorders      

  -Total 3 (100) 0 1 (33.3) 0 2 (66.7) 

  Cytokine release syndrome 3 (100) 0 1 (33.3) 0 2 (66.7) 

Infections and infestations      

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 0 0 

  Bronchopulmonary aspergillosis 1 (33.3) 0 1 (33.3) 0 0 

  Parotitis 1 (33.3) 1 (33.3) 0 0 0 

Investigations      

  -Total 3 (100) 0 0 1 (33.3) 2 (66.7) 

  Blood fibrinogen decreased 2 (66.7) 0 0 2 (66.7) 0 

  Blood creatine phosphokinase increased 1 (33.3) 0 0 0 1 (33.3) 

  Neutrophil count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 2 (66.7) 0 0 0 2 (66.7) 

  Hypoalbuminaemia 2 (66.7) 0 2 (66.7) 0 0 

  Hypocalcaemia 2 (66.7) 0 0 0 2 (66.7) 
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Timing: within 8 weeks post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypokalaemia 2 (66.7) 0 0 2 (66.7) 0 

  Hyponatraemia 1 (33.3) 0 0 1 (33.3) 0 

  Hypophosphataemia 1 (33.3) 0 0 1 (33.3) 0 

  Tumour lysis syndrome 1 (33.3) 0 0 0 1 (33.3) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Myalgia 1 (33.3) 1 (33.3) 0 0 0 

Psychiatric disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Insomnia 1 (33.3) 1 (33.3) 0 0 0 

Renal and urinary disorders      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Acute kidney injury 1 (33.3) 0 0 0 1 (33.3) 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (66.7) 0 0 1 (33.3) 1 (33.3) 

  Hypoxia 2 (66.7) 0 0 1 (33.3) 1 (33.3) 

  Cough 1 (33.3) 0 1 (33.3) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Skin and subcutaneous tissue disorders      

  -Total 2 (66.7) 1 (33.3) 0 1 (33.3) 0 

  Rash 1 (33.3) 0 0 1 (33.3) 0 

  Skin exfoliation 1 (33.3) 1 (33.3) 0 0 0 

Vascular disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypertension 1 (33.3) 0 1 (33.3) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143d 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 31 (72.1) 8 (18.6) 7 (16.3) 14 (32.6) 2 (4.7 ) 

Blood and lymphatic system disorders      

  -Total 7 (16.3) 2 (4.7 ) 2 (4.7 ) 3 (7.0 ) 0 

  Anaemia 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Neutropenia 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Thrombocytopenia 2 (4.7 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  B-cell aplasia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Lymphopenia 1 (2.3 ) 0 0 1 (2.3 ) 0 

Endocrine disorders      

  -Total 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hypothyroidism 1 (2.3 ) 0 1 (2.3 ) 0 0 

Eye disorders      
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Astigmatism 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Conjunctivitis allergic 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hypermetropia 1 (2.3 ) 1 (2.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 7 (16.3) 4 (9.3 ) 3 (7.0 ) 0 0 

  Nausea 4 (9.3 ) 2 (4.7 ) 2 (4.7 ) 0 0 

  Vomiting 2 (4.7 ) 2 (4.7 ) 0 0 0 

  Abdominal pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Constipation 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Diarrhoea 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Toothache 1 (2.3 ) 1 (2.3 ) 0 0 0 

General disorders and administration site 
conditions 

     

  -Total 7 (16.3) 2 (4.7 ) 5 (11.6) 0 0 

  Pyrexia 6 (14.0) 1 (2.3 ) 5 (11.6) 0 0 

  Catheter site erythema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Chills 1 (2.3 ) 0 1 (2.3 ) 0 0 

Hepatobiliary disorders      
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hepatotoxicity 1 (2.3 ) 0 1 (2.3 ) 0 0 

Immune system disorders      

  -Total 3 (7.0 ) 2 (4.7 ) 1 (2.3 ) 0 0 

  Hypogammaglobulinaemia 3 (7.0 ) 2 (4.7 ) 1 (2.3 ) 0 0 

Infections and infestations      

  -Total 24 (55.8) 8 (18.6) 8 (18.6) 8 (18.6) 0 

  Nasopharyngitis 7 (16.3) 6 (14.0) 1 (2.3 ) 0 0 

  Herpes zoster 4 (9.3 ) 0 3 (7.0 ) 1 (2.3 ) 0 

  Gastroenteritis 3 (7.0 ) 3 (7.0 ) 0 0 0 

  Rhinitis 3 (7.0 ) 2 (4.7 ) 1 (2.3 ) 0 0 

  Bronchitis 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Otitis externa 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Otitis media 2 (4.7 ) 2 (4.7 ) 0 0 0 

  Central nervous system infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Device related infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Escherichia urinary tract infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gastrointestinal infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Impetigo 1 (2.3 ) 0 1 (2.3 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Influenza 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Laryngitis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Molluscum contagiosum 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Oral herpes 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Otitis media acute 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Pneumonia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Pneumonia haemophilus 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Respiratory syncytial virus infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Septic shock 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Sinusitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Tinea pedis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Tonsillitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Tooth infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Upper respiratory tract infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Contusion 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Ligament sprain 1 (2.3 ) 0 1 (2.3 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations      

  -Total 8 (18.6) 3 (7.0 ) 1 (2.3 ) 3 (7.0 ) 1 (2.3 ) 

  Alanine aminotransferase increased 4 (9.3 ) 2 (4.7 ) 0 1 (2.3 ) 1 (2.3 ) 

  Aspartate aminotransferase increased 4 (9.3 ) 2 (4.7 ) 0 1 (2.3 ) 1 (2.3 ) 

  Platelet count decreased 3 (7.0 ) 3 (7.0 ) 0 0 0 

  White blood cell count decreased 3 (7.0 ) 2 (4.7 ) 0 1 (2.3 ) 0 

  Cytomegalovirus test positive 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Immunoglobulins decreased 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Lymph node palpable 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Lymphocyte count decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Neutrophil count decreased 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Vitamin d decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hyperferritinaemia 1 (2.3 ) 0 1 (2.3 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 4 (9.3 ) 2 (4.7 ) 2 (4.7 ) 0 0 

  Arthralgia 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

643 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Back pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Bone pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Osteoporosis 1 (2.3 ) 0 1 (2.3 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 3 (7.0 ) 0 0 2 (4.7 ) 1 (2.3 ) 

  Acute lymphocytic leukaemia recurrent 2 (4.7 ) 0 0 1 (2.3 ) 1 (2.3 ) 

  Acute lymphocytic leukaemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

Nervous system disorders      

  -Total 3 (7.0 ) 1 (2.3 ) 2 (4.7 ) 0 0 

  Headache 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Neuralgia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Subdural hygroma 1 (2.3 ) 0 1 (2.3 ) 0 0 

Psychiatric disorders      

  -Total 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Insomnia 1 (2.3 ) 1 (2.3 ) 0 0 0 

Reproductive system and breast disorders      

  -Total 2 (4.7 ) 1 (2.3 ) 0 1 (2.3 ) 0 

  Metrorrhagia 1 (2.3 ) 1 (2.3 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ovarian failure 1 (2.3 ) 0 0 1 (2.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 6 (14.0) 3 (7.0 ) 2 (4.7 ) 1 (2.3 ) 0 

  Cough 4 (9.3 ) 3 (7.0 ) 1 (2.3 ) 0 0 

  Dyspnoea 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Oropharyngeal pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Pharyngeal erythema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Pulmonary granuloma 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Stridor 1 (2.3 ) 0 1 (2.3 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 6 (14.0) 3 (7.0 ) 3 (7.0 ) 0 0 

  Eczema 3 (7.0 ) 2 (4.7 ) 1 (2.3 ) 0 0 

  Ingrowing nail 2 (4.7 ) 0 2 (4.7 ) 0 0 

  Dermatitis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hangnail 1 (2.3 ) 1 (2.3 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143d 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 15 (100) 1 (6.7 ) 4 (26.7) 5 (33.3) 5 (33.3) 

Blood and lymphatic system disorders      

  -Total 6 (40.0) 0 2 (13.3) 4 (26.7) 0 

  Anaemia 4 (26.7) 0 1 (6.7 ) 3 (20.0) 0 

  Thrombocytopenia 2 (13.3) 0 1 (6.7 ) 1 (6.7 ) 0 

  Febrile neutropenia 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Leukocytosis 1 (6.7 ) 0 1 (6.7 ) 0 0 

Cardiac disorders      

  -Total 3 (20.0) 3 (20.0) 0 0 0 

  Sinus tachycardia 2 (13.3) 2 (13.3) 0 0 0 

  Tachycardia 2 (13.3) 2 (13.3) 0 0 0 

  Sinus bradycardia 1 (6.7 ) 1 (6.7 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Ear and labyrinth disorders      

  -Total 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Ear pain 1 (6.7 ) 1 (6.7 ) 0 0 0 

Endocrine disorders      

  -Total 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Inappropriate antidiuretic hormone secretion 1 (6.7 ) 1 (6.7 ) 0 0 0 

Eye disorders      

  -Total 4 (26.7) 3 (20.0) 1 (6.7 ) 0 0 

  Eye pain 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Blindness unilateral 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Eye pruritus 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Lacrimation increased 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Ocular hyperaemia 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Visual impairment 1 (6.7 ) 1 (6.7 ) 0 0 0 

Gastrointestinal disorders      

  -Total 9 (60.0) 5 (33.3) 4 (26.7) 0 0 

  Constipation 5 (33.3) 3 (20.0) 2 (13.3) 0 0 

  Abdominal pain 4 (26.7) 2 (13.3) 2 (13.3) 0 0 

  Diarrhoea 3 (20.0) 1 (6.7 ) 2 (13.3) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vomiting 3 (20.0) 1 (6.7 ) 2 (13.3) 0 0 

  Abdominal distension 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Nausea 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Abdominal pain lower 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Abdominal pain upper 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Dental caries 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Gastrointestinal motility disorder 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Gingival bleeding 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Oral pain 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Periodontal disease 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Proctalgia 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Stomatitis 1 (6.7 ) 0 1 (6.7 ) 0 0 

General disorders and administration site 
conditions 

     

  -Total 10 (66.7) 5 (33.3) 4 (26.7) 1 (6.7 ) 0 

  Pyrexia 7 (46.7) 2 (13.3) 4 (26.7) 1 (6.7 ) 0 

  Chills 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Gait disturbance 2 (13.3) 2 (13.3) 0 0 0 

  Axillary pain 1 (6.7 ) 0 1 (6.7 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Face oedema 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Facial pain 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Fatigue 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Generalised oedema 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Localised oedema 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Malaise 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Non-cardiac chest pain 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Oedema peripheral 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Pain 1 (6.7 ) 1 (6.7 ) 0 0 0 

Immune system disorders      

  -Total 6 (40.0) 2 (13.3) 3 (20.0) 1 (6.7 ) 0 

  Allergy to immunoglobulin therapy 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Drug hypersensitivity 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Hypogammaglobulinaemia 2 (13.3) 0 1 (6.7 ) 1 (6.7 ) 0 

  Cytokine release syndrome 1 (6.7 ) 0 1 (6.7 ) 0 0 

Infections and infestations      

  -Total 9 (60.0) 1 (6.7 ) 2 (13.3) 5 (33.3) 1 (6.7 ) 

  Rash pustular 3 (20.0) 3 (20.0) 0 0 0 

  Enterovirus infection 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Upper respiratory tract infection 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Alternaria infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Aspergillus infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Atypical pneumonia 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Bacterial infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Body tinea 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Candida infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Catheter site infection 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Cellulitis 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Conjunctivitis 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Conjunctivitis viral 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Device related infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Enterococcal infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Folliculitis 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Meningitis aseptic 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Mucosal infection 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Nasopharyngitis 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Oral herpes 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Parainfluenzae virus infection 1 (6.7 ) 0 1 (6.7 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Periorbital cellulitis 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Pneumonia 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Rhinitis 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Rhinovirus infection 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Sepsis 1 (6.7 ) 0 0 0 1 (6.7 ) 

  Sinusitis 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Skin infection 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Viral upper respiratory tract infection 1 (6.7 ) 0 1 (6.7 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (26.7) 1 (6.7 ) 3 (20.0) 0 0 

  Contusion 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Fall 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Infusion related reaction 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Procedural pain 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Skin abrasion 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Splinter 1 (6.7 ) 1 (6.7 ) 0 0 0 

Investigations      

  -Total 10 (66.7) 2 (13.3) 3 (20.0) 2 (13.3) 3 (20.0) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased 5 (33.3) 0 2 (13.3) 1 (6.7 ) 2 (13.3) 

  Neutrophil count decreased 4 (26.7) 0 0 2 (13.3) 2 (13.3) 

  White blood cell count decreased 4 (26.7) 0 0 2 (13.3) 2 (13.3) 

  Alanine aminotransferase increased 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Aspartate aminotransferase increased 2 (13.3) 2 (13.3) 0 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (6.7 ) 1 (6.7 ) 0 0 0 

  Blood alkaline phosphatase increased 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Blood lactate dehydrogenase increased 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Chlamydia test positive 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Gamma-glutamyltransferase increased 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Lymphocyte count decreased 1 (6.7 ) 0 0 1 (6.7 ) 0 

Metabolism and nutrition disorders      

  -Total 9 (60.0) 4 (26.7) 3 (20.0) 2 (13.3) 0 

  Hypomagnesaemia 4 (26.7) 3 (20.0) 1 (6.7 ) 0 0 

  Decreased appetite 2 (13.3) 2 (13.3) 0 0 0 

  Hyperglycaemia 2 (13.3) 1 (6.7 ) 0 1 (6.7 ) 0 

  Hyperkalaemia 2 (13.3) 2 (13.3) 0 0 0 

  Hyperuricaemia 2 (13.3) 2 (13.3) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypokalaemia 2 (13.3) 1 (6.7 ) 0 1 (6.7 ) 0 

  Hypophosphataemia 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Dehydration 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Hypercalcaemia 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Hypoalbuminaemia 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Hypocalcaemia 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Lactic acidosis 1 (6.7 ) 0 0 1 (6.7 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 8 (53.3) 2 (13.3) 5 (33.3) 1 (6.7 ) 0 

  Arthralgia 5 (33.3) 0 4 (26.7) 1 (6.7 ) 0 

  Back pain 4 (26.7) 2 (13.3) 2 (13.3) 0 0 

  Pain in extremity 4 (26.7) 1 (6.7 ) 3 (20.0) 0 0 

  Neck pain 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Muscular weakness 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Osteopenia 1 (6.7 ) 1 (6.7 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (6.7 ) 0 0 0 1 (6.7 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  B precursor type acute leukaemia 1 (6.7 ) 0 0 0 1 (6.7 ) 

Nervous system disorders      

  -Total 4 (26.7) 1 (6.7 ) 3 (20.0) 0 0 

  Headache 3 (20.0) 2 (13.3) 1 (6.7 ) 0 0 

  Dizziness 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Dysarthria 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Facial paralysis 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Hemiparesis 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Intracranial pressure increased 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Lethargy 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Neuropathy peripheral 1 (6.7 ) 0 1 (6.7 ) 0 0 

Psychiatric disorders      

  -Total 3 (20.0) 2 (13.3) 1 (6.7 ) 0 0 

  Agitation 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Anxiety 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Confusional state 1 (6.7 ) 1 (6.7 ) 0 0 0 

Renal and urinary disorders      

  -Total 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Haematuria 1 (6.7 ) 0 0 1 (6.7 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Proteinuria 1 (6.7 ) 0 1 (6.7 ) 0 0 

Reproductive system and breast disorders      

  -Total 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Perineal pain 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Vulvovaginal dryness 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Vulvovaginal pain 1 (6.7 ) 0 1 (6.7 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 9 (60.0) 6 (40.0) 2 (13.3) 1 (6.7 ) 0 

  Cough 6 (40.0) 5 (33.3) 1 (6.7 ) 0 0 

  Epistaxis 5 (33.3) 4 (26.7) 1 (6.7 ) 0 0 

  Nasal congestion 4 (26.7) 4 (26.7) 0 0 0 

  Oropharyngeal pain 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Dyspnoea 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Hypoxia 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Nasal septum perforation 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Productive cough 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Rhinalgia 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Rhinorrhoea 1 (6.7 ) 0 1 (6.7 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rhonchi 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Sinus pain 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Tachypnoea 1 (6.7 ) 0 1 (6.7 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 7 (46.7) 6 (40.0) 1 (6.7 ) 0 0 

  Dry skin 2 (13.3) 2 (13.3) 0 0 0 

  Petechiae 2 (13.3) 2 (13.3) 0 0 0 

  Rash 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Alopecia 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Dermatitis bullous 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Erythema 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Pruritus 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Skin ulcer 1 (6.7 ) 1 (6.7 ) 0 0 0 

Vascular disorders      

  -Total 4 (26.7) 2 (13.3) 2 (13.3) 0 0 

  Pallor 2 (13.3) 2 (13.3) 0 0 0 

  Embolism 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Flushing 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Hypertension 1 (6.7 ) 0 1 (6.7 ) 0 0 
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- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t143_gd_b2001x.sas@@/main/4 25JUN21:16:25                                        Final 

 
  



  

  

658 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143d 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (100) 0 1 (50.0) 0 1 (50.0) 

Eye disorders      

  -Total 1 (50.0) 1 (50.0) 0 0 0 

  Blepharitis 1 (50.0) 1 (50.0) 0 0 0 

Gastrointestinal disorders      

  -Total 1 (50.0) 0 1 (50.0) 0 0 

  Stomatitis 1 (50.0) 0 1 (50.0) 0 0 

General disorders and administration site 
conditions 

     

  -Total 1 (50.0) 1 (50.0) 0 0 0 

  Pyrexia 1 (50.0) 1 (50.0) 0 0 0 

Infections and infestations      

  -Total 2 (100) 0 2 (100) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Upper respiratory tract infection 2 (100) 0 2 (100) 0 0 

  Paronychia 1 (50.0) 0 1 (50.0) 0 0 

  Pharyngitis 1 (50.0) 0 1 (50.0) 0 0 

  Rhinitis 1 (50.0) 1 (50.0) 0 0 0 

Investigations      

  -Total 2 (100) 0 1 (50.0) 0 1 (50.0) 

  Neutrophil count decreased 1 (50.0) 0 0 0 1 (50.0) 

  Weight decreased 1 (50.0) 0 1 (50.0) 0 0 

Nervous system disorders      

  -Total 1 (50.0) 1 (50.0) 0 0 0 

  Headache 1 (50.0) 1 (50.0) 0 0 0 

Renal and urinary disorders      

  -Total 1 (50.0) 1 (50.0) 0 0 0 

  Haematuria 1 (50.0) 1 (50.0) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 1 (50.0) 1 (50.0) 0 0 0 

  Pruritus 1 (50.0) 1 (50.0) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 



  

  

660 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t143_gd_b2001x.sas@@/main/4 25JUN21:16:25                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143d 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Region: Europe 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 5 (27.8) 2 (11.1) 1 (5.6 ) 2 (11.1) 0 

Eye disorders      

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Keratitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections and infestations      

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Rhinitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

Investigations      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lymphocyte count decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

Neoplasms benign, malignant and unspecified 
(incl cysts and polyps) 
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Timing: >1 year post-CTL019 infusion, Region: Europe 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Acute lymphocytic leukaemia recurrent 1 (5.6 ) 0 0 1 (5.6 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143d 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Region: US 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t143_gd_b2001x.sas@@/main/4 25JUN21:16:25                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143d 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t143_gd_b2001x.sas@@/main/4 25JUN21:16:25                                        Final 

 
  



  

  

665 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143d 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 48 (100) 3 (6.3 ) 6 (12.5) 19 (39.6) 20 (41.7) 

Blood and lymphatic system disorders      

  -Total 23 (47.9) 4 (8.3 ) 4 (8.3 ) 11 (22.9) 4 (8.3 ) 

  Anaemia 6 (12.5) 3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 0 

  Neutropenia 6 (12.5) 1 (2.1 ) 1 (2.1 ) 1 (2.1 ) 3 (6.3 ) 

  Febrile neutropenia 3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

  Thrombocytopenia 3 (6.3 ) 0 1 (2.1 ) 1 (2.1 ) 1 (2.1 ) 

  Bone marrow failure 2 (4.2 ) 0 0 2 (4.2 ) 0 

  B-cell aplasia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Coagulation factor deficiency 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Disseminated intravascular coagulation 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Leukopenia 1 (2.1 ) 0 0 1 (2.1 ) 0 
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphopenia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Pancytopenia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Splenomegaly 1 (2.1 ) 1 (2.1 ) 0 0 0 

Cardiac disorders      

  -Total 8 (16.7) 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 

  Tachycardia 5 (10.4) 3 (6.3 ) 2 (4.2 ) 0 0 

  Bradycardia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Cardiac hypertrophy 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Left ventricular dysfunction 1 (2.1 ) 0 0 1 (2.1 ) 0 

Congenital, familial and genetic disorders      

  -Total 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Talipes 1 (2.1 ) 1 (2.1 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Vertigo 1 (2.1 ) 0 0 1 (2.1 ) 0 

Endocrine disorders      

  -Total 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Hypothyroidism 1 (2.1 ) 0 1 (2.1 ) 0 0 

Eye disorders      
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 6 (12.5) 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 0 

  Amaurosis 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Astigmatism 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Conjunctival haemorrhage 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Conjunctivitis allergic 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Dry eye 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Hypermetropia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Keratitis 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Optic atrophy 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Vitreous opacities 1 (2.1 ) 1 (2.1 ) 0 0 0 

Gastrointestinal disorders      

  -Total 24 (50.0) 11 (22.9) 11 (22.9) 2 (4.2 ) 0 

  Diarrhoea 10 (20.8) 6 (12.5) 3 (6.3 ) 1 (2.1 ) 0 

  Nausea 10 (20.8) 3 (6.3 ) 6 (12.5) 1 (2.1 ) 0 

  Vomiting 8 (16.7) 6 (12.5) 2 (4.2 ) 0 0 

  Abdominal pain upper 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Abdominal pain 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Constipation 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Dyspepsia 1 (2.1 ) 1 (2.1 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastrointestinal pain 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Gingival swelling 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Toothache 1 (2.1 ) 1 (2.1 ) 0 0 0 

General disorders and administration site 
conditions 

     

  -Total 28 (58.3) 14 (29.2) 8 (16.7) 5 (10.4) 1 (2.1 ) 

  Pyrexia 20 (41.7) 11 (22.9) 6 (12.5) 3 (6.3 ) 0 

  Fatigue 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 0 0 

  Pain 3 (6.3 ) 0 2 (4.2 ) 1 (2.1 ) 0 

  Catheter site erythema 2 (4.2 ) 2 (4.2 ) 0 0 0 

  Asthenia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Catheter site haemorrhage 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Chills 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Drug withdrawal syndrome 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Face oedema 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Localised oedema 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Multiple organ dysfunction syndrome 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Oedema 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Oedema peripheral 1 (2.1 ) 1 (2.1 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders      

  -Total 5 (10.4) 1 (2.1 ) 2 (4.2 ) 2 (4.2 ) 0 

  Cholestasis 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Hepatic failure 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Hepatic steatosis 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Hepatocellular injury 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Hepatotoxicity 1 (2.1 ) 0 1 (2.1 ) 0 0 

Immune system disorders      

  -Total 36 (75.0) 5 (10.4) 15 (31.3) 6 (12.5) 10 (20.8) 

  Cytokine release syndrome 31 (64.6) 6 (12.5) 9 (18.8) 6 (12.5) 10 (20.8) 

  Hypogammaglobulinaemia 18 (37.5) 6 (12.5) 12 (25.0) 0 0 

  Haemophagocytic lymphohistiocytosis 3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

  Atopy 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Drug hypersensitivity 1 (2.1 ) 0 1 (2.1 ) 0 0 

Infections and infestations      

  -Total 30 (62.5) 5 (10.4) 12 (25.0) 12 (25.0) 1 (2.1 ) 

  Nasopharyngitis 7 (14.6) 6 (12.5) 1 (2.1 ) 0 0 

  Herpes zoster 5 (10.4) 0 4 (8.3 ) 1 (2.1 ) 0 

  Device related infection 3 (6.3 ) 0 2 (4.2 ) 1 (2.1 ) 0 
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastroenteritis 3 (6.3 ) 3 (6.3 ) 0 0 0 

  Rhinitis 3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 0 0 

  Upper respiratory tract infection 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 0 0 

  Bronchitis 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Candida infection 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

  Otitis externa 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Otitis media 2 (4.2 ) 2 (4.2 ) 0 0 0 

  Pneumonia 2 (4.2 ) 0 0 2 (4.2 ) 0 

  Sinusitis 2 (4.2 ) 0 1 (2.1 ) 1 (2.1 ) 0 

  Aspergillus infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Cellulitis orbital 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Central nervous system infection 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Cerebral fungal infection 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Cystitis 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Escherichia urinary tract infection 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Eye infection 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Gastrointestinal infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Helminthic infection 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Impetigo 1 (2.1 ) 0 1 (2.1 ) 0 0 
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Infection 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Influenza 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Laryngitis 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Molluscum contagiosum 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Oral herpes 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Otitis media acute 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Paronychia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Pneumonia haemophilus 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Pneumonia viral 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Pseudomembranous colitis 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Respiratory syncytial virus infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Respiratory tract infection 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Septic shock 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Systemic infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Tinea pedis 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Tonsillitis 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Tooth infection 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Vascular device infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Vulvitis 1 (2.1 ) 0 1 (2.1 ) 0 0 
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural complications      

  -Total 6 (12.5) 2 (4.2 ) 3 (6.3 ) 1 (2.1 ) 0 

  Allergic transfusion reaction 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Contusion 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Femoral neck fracture 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Ligament sprain 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Periorbital haematoma 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Procedural pain 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Thermal burn 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Transfusion reaction 1 (2.1 ) 1 (2.1 ) 0 0 0 

Investigations      

  -Total 21 (43.8) 3 (6.3 ) 4 (8.3 ) 7 (14.6) 7 (14.6) 

  White blood cell count decreased 8 (16.7) 1 (2.1 ) 2 (4.2 ) 3 (6.3 ) 2 (4.2 ) 

  Alanine aminotransferase increased 5 (10.4) 2 (4.2 ) 0 2 (4.2 ) 1 (2.1 ) 

  Aspartate aminotransferase increased 5 (10.4) 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 1 (2.1 ) 

  Immunoglobulins decreased 5 (10.4) 0 2 (4.2 ) 2 (4.2 ) 1 (2.1 ) 

  Neutrophil count decreased 5 (10.4) 1 (2.1 ) 0 1 (2.1 ) 3 (6.3 ) 

  Platelet count decreased 5 (10.4) 1 (2.1 ) 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

  Prothrombin time prolonged 3 (6.3 ) 3 (6.3 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Activated partial thromboplastin time prolonged 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Antithrombin iii decreased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Blood bilirubin increased 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Blood creatinine increased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Blood fibrinogen decreased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Blood magnesium increased 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Blood potassium decreased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Blood uric acid increased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  C-reactive protein increased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Chest x-ray abnormal 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Clostridium test positive 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Cytomegalovirus test positive 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Electrocardiogram repolarisation abnormality 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Haemoglobin decreased 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Lymph node palpable 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Lymphocyte count decreased 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Protein total decreased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Vitamin d decreased 1 (2.1 ) 1 (2.1 ) 0 0 0 

Metabolism and nutrition disorders      



  

  

674 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 17 (35.4) 7 (14.6) 5 (10.4) 5 (10.4) 0 

  Decreased appetite 5 (10.4) 4 (8.3 ) 0 1 (2.1 ) 0 

  Hypokalaemia 5 (10.4) 3 (6.3 ) 2 (4.2 ) 0 0 

  Hypoalbuminaemia 4 (8.3 ) 1 (2.1 ) 2 (4.2 ) 1 (2.1 ) 0 

  Hypocalcaemia 3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

  Hypophosphataemia 3 (6.3 ) 3 (6.3 ) 0 0 0 

  Dehydration 2 (4.2 ) 0 0 2 (4.2 ) 0 

  Hypomagnesaemia 2 (4.2 ) 2 (4.2 ) 0 0 0 

  Fluid retention 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Hyperferritinaemia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Hyperglycaemia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Hypernatraemia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Hyponatraemia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Vitamin d deficiency 1 (2.1 ) 1 (2.1 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 13 (27.1) 6 (12.5) 6 (12.5) 1 (2.1 ) 0 

  Myalgia 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 0 

  Arthralgia 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 0 0 

  Back pain 2 (4.2 ) 2 (4.2 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bone pain 2 (4.2 ) 0 2 (4.2 ) 0 0 

  Joint effusion 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Joint stiffness 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Muscular weakness 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Osteonecrosis 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Osteopenia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Osteoporosis 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Pain in extremity 1 (2.1 ) 0 1 (2.1 ) 0 0 

Neoplasms benign, malignant and unspecified 
(incl cysts and polyps) 

     

  -Total 4 (8.3 ) 0 0 3 (6.3 ) 1 (2.1 ) 

  Acute lymphocytic leukaemia recurrent 3 (6.3 ) 0 0 2 (4.2 ) 1 (2.1 ) 

  Acute lymphocytic leukaemia 1 (2.1 ) 0 0 1 (2.1 ) 0 

Nervous system disorders      

  -Total 19 (39.6) 5 (10.4) 9 (18.8) 4 (8.3 ) 1 (2.1 ) 

  Headache 7 (14.6) 3 (6.3 ) 3 (6.3 ) 1 (2.1 ) 0 

  Seizure 6 (12.5) 1 (2.1 ) 3 (6.3 ) 2 (4.2 ) 0 

  Neuralgia 2 (4.2 ) 0 2 (4.2 ) 0 0 

  Somnolence 2 (4.2 ) 0 0 2 (4.2 ) 0 
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tremor 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Cerebral atrophy 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Dysgeusia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Encephalopathy 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Hyperkinesia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Intention tremor 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Neurological decompensation 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Subdural hygroma 1 (2.1 ) 0 1 (2.1 ) 0 0 

Product issues      

  -Total 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Device occlusion 1 (2.1 ) 0 1 (2.1 ) 0 0 

Psychiatric disorders      

  -Total 7 (14.6) 5 (10.4) 2 (4.2 ) 0 0 

  Disorientation 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Insomnia 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Anxiety 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Delirium 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Hallucination 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Initial insomnia 1 (2.1 ) 1 (2.1 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Irritability 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Restlessness 1 (2.1 ) 0 1 (2.1 ) 0 0 

Renal and urinary disorders      

  -Total 5 (10.4) 1 (2.1 ) 4 (8.3 ) 0 0 

  Dysuria 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Polyuria 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Renal impairment 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Urinary tract disorder 1 (2.1 ) 0 1 (2.1 ) 0 0 

Reproductive system and breast disorders      

  -Total 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

  Metrorrhagia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Ovarian failure 1 (2.1 ) 0 0 1 (2.1 ) 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 13 (27.1) 7 (14.6) 4 (8.3 ) 2 (4.2 ) 0 

  Cough 5 (10.4) 3 (6.3 ) 2 (4.2 ) 0 0 

  Oropharyngeal pain 4 (8.3 ) 2 (4.2 ) 2 (4.2 ) 0 0 

  Epistaxis 2 (4.2 ) 2 (4.2 ) 0 0 0 

  Hypoxia 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

  Dyspnoea 1 (2.1 ) 0 1 (2.1 ) 0 0 



  

  

678 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Increased upper airway secretion 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Lung disorder 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Pharyngeal erythema 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Pleural effusion 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Pulmonary granuloma 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Stridor 1 (2.1 ) 0 1 (2.1 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 19 (39.6) 13 (27.1) 6 (12.5) 0 0 

  Rash 6 (12.5) 5 (10.4) 1 (2.1 ) 0 0 

  Erythema 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 0 

  Pruritus 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 0 

  Eczema 3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 0 0 

  Hangnail 2 (4.2 ) 2 (4.2 ) 0 0 0 

  Ingrowing nail 2 (4.2 ) 0 2 (4.2 ) 0 0 

  Papule 2 (4.2 ) 2 (4.2 ) 0 0 0 

  Decubitus ulcer 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Dermatitis 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Dermatitis acneiform 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Petechiae 1 (2.1 ) 1 (2.1 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Skin discolouration 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Skin lesion 1 (2.1 ) 1 (2.1 ) 0 0 0 

Vascular disorders      

  -Total 9 (18.8) 4 (8.3 ) 1 (2.1 ) 4 (8.3 ) 0 

  Hypertension 6 (12.5) 3 (6.3 ) 0 3 (6.3 ) 0 

  Hypotension 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

  Hot flush 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Vascular occlusion 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Venous thrombosis limb 1 (2.1 ) 0 1 (2.1 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t143_gd_b2001x.sas@@/main/4 25JUN21:16:25                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143d 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 18 (100) 0 1 (5.6 ) 7 (38.9) 10 (55.6) 

Blood and lymphatic system disorders      

  -Total 13 (72.2) 1 (5.6 ) 3 (16.7) 7 (38.9) 2 (11.1) 

  Anaemia 8 (44.4) 1 (5.6 ) 1 (5.6 ) 6 (33.3) 0 

  Neutropenia 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Thrombocytopenia 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Febrile neutropenia 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  B-cell aplasia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Leukocytosis 1 (5.6 ) 0 1 (5.6 ) 0 0 

Cardiac disorders      

  -Total 7 (38.9) 6 (33.3) 0 1 (5.6 ) 0 

  Sinus tachycardia 4 (22.2) 4 (22.2) 0 0 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachycardia 4 (22.2) 4 (22.2) 0 0 0 

  Sinus bradycardia 3 (16.7) 3 (16.7) 0 0 0 

  Cardiac discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Left ventricular dysfunction 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pericardial effusion 1 (5.6 ) 0 1 (5.6 ) 0 0 

Ear and labyrinth disorders      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Ear pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

Endocrine disorders      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Inappropriate antidiuretic hormone secretion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Precocious puberty 1 (5.6 ) 1 (5.6 ) 0 0 0 

Eye disorders      

  -Total 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Eye pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Blepharospasm 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blindness unilateral 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Diplopia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Eye pruritus 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lacrimation increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Ocular hyperaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vision blurred 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Visual impairment 1 (5.6 ) 1 (5.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 16 (88.9) 6 (33.3) 7 (38.9) 3 (16.7) 0 

  Abdominal pain 7 (38.9) 4 (22.2) 3 (16.7) 0 0 

  Constipation 6 (33.3) 4 (22.2) 2 (11.1) 0 0 

  Diarrhoea 6 (33.3) 4 (22.2) 1 (5.6 ) 1 (5.6 ) 0 

  Nausea 5 (27.8) 1 (5.6 ) 4 (22.2) 0 0 

  Vomiting 5 (27.8) 2 (11.1) 3 (16.7) 0 0 

  Abdominal distension 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Abdominal pain upper 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Gingival bleeding 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Paraesthesia oral 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Proctalgia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Abdominal pain lower 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Anal fissure 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Anal fistula 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Anal incontinence 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dental caries 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Gastrointestinal motility disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypoaesthesia oral 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lip dry 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lip haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Periodontal disease 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rectal haemorrhage 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Rectal ulcer 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Stomatitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Upper gastrointestinal haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

General disorders and administration site 
conditions 

     

  -Total 16 (88.9) 4 (22.2) 9 (50.0) 3 (16.7) 0 

  Pyrexia 12 (66.7) 2 (11.1) 8 (44.4) 2 (11.1) 0 

  Face oedema 5 (27.8) 5 (27.8) 0 0 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fatigue 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Oedema peripheral 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Chills 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Catheter site pain 2 (11.1) 2 (11.1) 0 0 0 

  Gait disturbance 2 (11.1) 2 (11.1) 0 0 0 

  Localised oedema 2 (11.1) 2 (11.1) 0 0 0 

  Non-cardiac chest pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Pain 2 (11.1) 2 (11.1) 0 0 0 

  Asthenia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Axillary pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Catheter site haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Catheter site pruritus 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Facial pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Generalised oedema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Malaise 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Mucosal inflammation 1 (5.6 ) 0 0 1 (5.6 ) 0 

Hepatobiliary disorders      

  -Total 2 (11.1) 1 (5.6 ) 0 0 1 (5.6 ) 

  Gallbladder oedema 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hepatosplenomegaly 1 (5.6 ) 0 0 0 1 (5.6 ) 

Immune system disorders      

  -Total 15 (83.3) 4 (22.2) 5 (27.8) 5 (27.8) 1 (5.6 ) 

  Cytokine release syndrome 13 (72.2) 6 (33.3) 3 (16.7) 3 (16.7) 1 (5.6 ) 

  Allergy to immunoglobulin therapy 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Hypogammaglobulinaemia 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Drug hypersensitivity 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Infections and infestations      

  -Total 13 (72.2) 1 (5.6 ) 4 (22.2) 6 (33.3) 2 (11.1) 

  Rash pustular 3 (16.7) 3 (16.7) 0 0 0 

  Sepsis 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Bacterial infection 2 (11.1) 0 0 2 (11.1) 0 

  Cellulitis 2 (11.1) 0 2 (11.1) 0 0 

  Enterovirus infection 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Nasopharyngitis 2 (11.1) 2 (11.1) 0 0 0 

  Upper respiratory tract infection 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Viral upper respiratory tract infection 2 (11.1) 0 2 (11.1) 0 0 

  Alternaria infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Aspergillus infection 1 (5.6 ) 0 0 1 (5.6 ) 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Atypical pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Body tinea 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Candida infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Catheter site infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Conjunctivitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Conjunctivitis viral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Device related infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Enterococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Folliculitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Influenza 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Meningitis aseptic 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Mucosal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Nail infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Oral herpes 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Parainfluenzae virus infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Periorbital cellulitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory syncytial virus infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Rhinitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rhinovirus infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Sinusitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Skin infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Urinary tract infection viral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vascular device infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

Injury, poisoning and procedural complications      

  -Total 6 (33.3) 1 (5.6 ) 5 (27.8) 0 0 

  Contusion 2 (11.1) 2 (11.1) 0 0 0 

  Fall 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Allergic transfusion reaction 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Infusion related reaction 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Post procedural haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Procedural pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Skin abrasion 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Splinter 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Stoma site erythema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Stoma site haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Subcutaneous haematoma 1 (5.6 ) 1 (5.6 ) 0 0 0 

Investigations      

  -Total 15 (83.3) 1 (5.6 ) 4 (22.2) 3 (16.7) 7 (38.9) 

  White blood cell count decreased 6 (33.3) 0 0 1 (5.6 ) 5 (27.8) 

  Neutrophil count decreased 5 (27.8) 0 0 1 (5.6 ) 4 (22.2) 

  Platelet count decreased 5 (27.8) 0 0 1 (5.6 ) 4 (22.2) 

  Lymphocyte count decreased 4 (22.2) 0 0 4 (22.2) 0 

  Aspartate aminotransferase increased 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Alanine aminotransferase increased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Blood alkaline phosphatase increased 2 (11.1) 2 (11.1) 0 0 0 

  Blood bilirubin increased 2 (11.1) 0 1 (5.6 ) 0 1 (5.6 ) 

  Blood creatinine increased 2 (11.1) 2 (11.1) 0 0 0 

  Blood fibrinogen decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Gamma-glutamyltransferase increased 2 (11.1) 0 2 (11.1) 0 0 

  Serum ferritin increased 2 (11.1) 2 (11.1) 0 0 0 

  Activated partial thromboplastin time prolonged 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Ammonia increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood chloride increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood fibrinogen increased 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood lactate dehydrogenase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood urea decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood urea increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood urine present 1 (5.6 ) 0 1 (5.6 ) 0 0 

  C-reactive protein increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Chlamydia test positive 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Fungal test positive 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Heart sounds abnormal 1 (5.6 ) 1 (5.6 ) 0 0 0 

  International normalised ratio increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lipase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Monocyte count decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 15 (83.3) 5 (27.8) 4 (22.2) 6 (33.3) 0 

  Hypokalaemia 8 (44.4) 3 (16.7) 0 5 (27.8) 0 

  Hypophosphataemia 6 (33.3) 3 (16.7) 2 (11.1) 1 (5.6 ) 0 

  Hypomagnesaemia 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Hyperuricaemia 4 (22.2) 4 (22.2) 0 0 0 

  Decreased appetite 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Hyperglycaemia 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperkalaemia 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Hypocalcaemia 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Hypercalcaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hyperphosphataemia 2 (11.1) 2 (11.1) 0 0 0 

  Hypoalbuminaemia 2 (11.1) 2 (11.1) 0 0 0 

  Dehydration 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Fluid overload 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Lactic acidosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

Musculoskeletal and connective tissue disorders      

  -Total 9 (50.0) 1 (5.6 ) 5 (27.8) 3 (16.7) 0 

  Arthralgia 6 (33.3) 0 4 (22.2) 2 (11.1) 0 

  Pain in extremity 6 (33.3) 3 (16.7) 3 (16.7) 0 0 

  Back pain 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Muscular weakness 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Neck pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Bone pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Myalgia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Osteopenia 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and unspecified 
(incl cysts and polyps) 

     

  -Total 4 (22.2) 0 0 1 (5.6 ) 3 (16.7) 

  Acute lymphocytic leukaemia recurrent 1 (5.6 ) 0 0 0 1 (5.6 ) 

  B precursor type acute leukaemia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Leukaemia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Neoplasm progression 1 (5.6 ) 0 0 1 (5.6 ) 0 

Nervous system disorders      

  -Total 11 (61.1) 3 (16.7) 6 (33.3) 2 (11.1) 0 

  Headache 8 (44.4) 4 (22.2) 4 (22.2) 0 0 

  Dizziness 2 (11.1) 2 (11.1) 0 0 0 

  Lethargy 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Tremor 2 (11.1) 2 (11.1) 0 0 0 

  Depressed level of consciousness 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Dysarthria 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Dyskinesia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Facial paralysis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Head discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hemiparesis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Intention tremor 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Intracranial pressure increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Nervous system disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Neuropathy peripheral 1 (5.6 ) 0 1 (5.6 ) 0 0 

Psychiatric disorders      

  -Total 8 (44.4) 2 (11.1) 5 (27.8) 1 (5.6 ) 0 

  Agitation 3 (16.7) 0 2 (11.1) 1 (5.6 ) 0 

  Anxiety 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Confusional state 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Insomnia 2 (11.1) 0 2 (11.1) 0 0 

  Delirium 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Irritability 1 (5.6 ) 1 (5.6 ) 0 0 0 

Renal and urinary disorders      

  -Total 6 (33.3) 3 (16.7) 1 (5.6 ) 2 (11.1) 0 

  Haematuria 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Acute kidney injury 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Proteinuria 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Chromaturia 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urinary incontinence 1 (5.6 ) 1 (5.6 ) 0 0 0 

Reproductive system and breast disorders      

  -Total 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Perineal pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Scrotal oedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vulvovaginal dryness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vulvovaginal pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 12 (66.7) 4 (22.2) 5 (27.8) 3 (16.7) 0 

  Cough 8 (44.4) 7 (38.9) 1 (5.6 ) 0 0 

  Epistaxis 6 (33.3) 4 (22.2) 2 (11.1) 0 0 

  Hypoxia 4 (22.2) 0 2 (11.1) 2 (11.1) 0 

  Nasal congestion 4 (22.2) 4 (22.2) 0 0 0 

  Rhinorrhoea 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Tachypnoea 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Dyspnoea 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Oropharyngeal pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Apnoea 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Nasal septum perforation 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pleural effusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Productive cough 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rhinalgia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rhonchi 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sinus pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 11 (61.1) 8 (44.4) 3 (16.7) 0 0 

  Dry skin 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Petechiae 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Pruritus 3 (16.7) 3 (16.7) 0 0 0 

  Rash 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Erythema 2 (11.1) 2 (11.1) 0 0 0 

  Urticaria 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Acne 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Alopecia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dermatitis bullous 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Ingrowing nail 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Skin ulcer 1 (5.6 ) 1 (5.6 ) 0 0 0 

Vascular disorders      
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 11 (61.1) 5 (27.8) 3 (16.7) 3 (16.7) 0 

  Hypotension 4 (22.2) 3 (16.7) 0 1 (5.6 ) 0 

  Pallor 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Capillary leak syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Embolism 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Flushing 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypertension 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Jugular vein thrombosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Lymphoedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143d 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (100) 0 0 0 3 (100) 

Blood and lymphatic system disorders      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Disseminated intravascular coagulation 2 (66.7) 0 2 (66.7) 0 0 

  Febrile neutropenia 1 (33.3) 0 0 1 (33.3) 0 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

Eye disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Blepharitis 1 (33.3) 1 (33.3) 0 0 0 

  Dry eye 1 (33.3) 1 (33.3) 0 0 0 

  Ocular hypertension 1 (33.3) 0 1 (33.3) 0 0 

Gastrointestinal disorders      
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Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (66.7) 0 2 (66.7) 0 0 

  Stomatitis 2 (66.7) 0 2 (66.7) 0 0 

  Diarrhoea 1 (33.3) 1 (33.3) 0 0 0 

  Nausea 1 (33.3) 0 1 (33.3) 0 0 

General disorders and administration site 
conditions 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Pyrexia 1 (33.3) 1 (33.3) 0 0 0 

Immune system disorders      

  -Total 3 (100) 0 1 (33.3) 0 2 (66.7) 

  Cytokine release syndrome 3 (100) 0 1 (33.3) 0 2 (66.7) 

Infections and infestations      

  -Total 2 (66.7) 0 2 (66.7) 0 0 

  Upper respiratory tract infection 2 (66.7) 0 2 (66.7) 0 0 

  Bronchopulmonary aspergillosis 1 (33.3) 0 1 (33.3) 0 0 

  Paronychia 1 (33.3) 0 1 (33.3) 0 0 

  Parotitis 1 (33.3) 1 (33.3) 0 0 0 

  Pharyngitis 1 (33.3) 0 1 (33.3) 0 0 

  Rhinitis 1 (33.3) 1 (33.3) 0 0 0 
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Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations      

  -Total 3 (100) 0 0 1 (33.3) 2 (66.7) 

  Blood fibrinogen decreased 2 (66.7) 0 0 2 (66.7) 0 

  Blood creatine phosphokinase increased 1 (33.3) 0 0 0 1 (33.3) 

  Neutrophil count decreased 1 (33.3) 0 0 0 1 (33.3) 

  Weight decreased 1 (33.3) 0 1 (33.3) 0 0 

Metabolism and nutrition disorders      

  -Total 2 (66.7) 0 0 0 2 (66.7) 

  Hypoalbuminaemia 2 (66.7) 0 2 (66.7) 0 0 

  Hypocalcaemia 2 (66.7) 0 0 0 2 (66.7) 

  Hypokalaemia 2 (66.7) 0 0 2 (66.7) 0 

  Hyponatraemia 1 (33.3) 0 0 1 (33.3) 0 

  Hypophosphataemia 1 (33.3) 0 0 1 (33.3) 0 

  Tumour lysis syndrome 1 (33.3) 0 0 0 1 (33.3) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Myalgia 1 (33.3) 1 (33.3) 0 0 0 

Nervous system disorders      
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Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Headache 1 (33.3) 1 (33.3) 0 0 0 

Psychiatric disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Insomnia 1 (33.3) 1 (33.3) 0 0 0 

Renal and urinary disorders      

  -Total 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Acute kidney injury 1 (33.3) 0 0 0 1 (33.3) 

  Haematuria 1 (33.3) 1 (33.3) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (66.7) 0 0 1 (33.3) 1 (33.3) 

  Hypoxia 2 (66.7) 0 0 1 (33.3) 1 (33.3) 

  Cough 1 (33.3) 0 1 (33.3) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 2 (66.7) 1 (33.3) 0 1 (33.3) 0 

  Pruritus 1 (33.3) 1 (33.3) 0 0 0 

  Rash 1 (33.3) 0 0 1 (33.3) 0 

  Skin exfoliation 1 (33.3) 1 (33.3) 0 0 0 
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Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypertension 1 (33.3) 0 1 (33.3) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 143e => Adverse events pos t CTL019 infusi on, r egardl ess of study drug rel ati onshi p, by pri mar y system organ class, preferr ed ter m, maxi mum CTC  grade and Prior SCT therapy (Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                            
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143e 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 42 (100) 3 (7.1 ) 9 (21.4) 12 (28.6) 18 (42.9) 

Blood and lymphatic system disorders      

  -Total 20 (47.6) 5 (11.9) 2 (4.8 ) 10 (23.8) 3 (7.1 ) 

  Anaemia 9 (21.4) 4 (9.5 ) 1 (2.4 ) 4 (9.5 ) 0 

  Neutropenia 4 (9.5 ) 0 0 1 (2.4 ) 3 (7.1 ) 

  Febrile neutropenia 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Thrombocytopenia 2 (4.8 ) 0 0 2 (4.8 ) 0 

  B-cell aplasia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Bone marrow failure 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Leukopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pancytopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Splenomegaly 1 (2.4 ) 1 (2.4 ) 0 0 0 

Cardiac disorders      
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 8 (19.0) 8 (19.0) 0 0 0 

  Tachycardia 5 (11.9) 5 (11.9) 0 0 0 

  Sinus bradycardia 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Bradycardia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Cardiac discomfort 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Sinus tachycardia 1 (2.4 ) 1 (2.4 ) 0 0 0 

Eye disorders      

  -Total 3 (7.1 ) 3 (7.1 ) 0 0 0 

  Blepharospasm 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dry eye 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Vision blurred 1 (2.4 ) 1 (2.4 ) 0 0 0 

Gastrointestinal disorders      

  -Total 16 (38.1) 7 (16.7) 8 (19.0) 1 (2.4 ) 0 

  Diarrhoea 6 (14.3) 6 (14.3) 0 0 0 

  Nausea 6 (14.3) 1 (2.4 ) 5 (11.9) 0 0 

  Vomiting 5 (11.9) 4 (9.5 ) 1 (2.4 ) 0 0 

  Abdominal pain 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 0 

  Constipation 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 0 

  Abdominal pain upper 2 (4.8 ) 0 2 (4.8 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastrointestinal haemorrhage 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Gingival bleeding 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hypoaesthesia oral 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lip haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Paraesthesia oral 1 (2.4 ) 1 (2.4 ) 0 0 0 

General disorders and administration site 
conditions 

     

  -Total 25 (59.5) 13 (31.0) 8 (19.0) 3 (7.1 ) 1 (2.4 ) 

  Pyrexia 17 (40.5) 10 (23.8) 4 (9.5 ) 3 (7.1 ) 0 

  Fatigue 6 (14.3) 2 (4.8 ) 4 (9.5 ) 0 0 

  Oedema peripheral 3 (7.1 ) 3 (7.1 ) 0 0 0 

  Asthenia 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Catheter site haemorrhage 2 (4.8 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Pain 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Catheter site erythema 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Catheter site pain 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Chills 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Face oedema 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Multiple organ dysfunction syndrome 1 (2.4 ) 0 0 0 1 (2.4 ) 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders      

  -Total 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Hepatic failure 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hepatocellular injury 1 (2.4 ) 0 0 1 (2.4 ) 0 

Immune system disorders      

  -Total 29 (69.0) 5 (11.9) 14 (33.3) 5 (11.9) 5 (11.9) 

  Cytokine release syndrome 25 (59.5) 7 (16.7) 9 (21.4) 4 (9.5 ) 5 (11.9) 

  Hypogammaglobulinaemia 14 (33.3) 3 (7.1 ) 10 (23.8) 1 (2.4 ) 0 

  Allergy to immunoglobulin therapy 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Atopy 1 (2.4 ) 1 (2.4 ) 0 0 0 

Infections and infestations      

  -Total 14 (33.3) 2 (4.8 ) 7 (16.7) 4 (9.5 ) 1 (2.4 ) 

  Upper respiratory tract infection 2 (4.8 ) 0 2 (4.8 ) 0 0 

  Bacterial infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Candida infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Central nervous system infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Cerebral fungal infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Cystitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Device related infection 1 (2.4 ) 0 1 (2.4 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Helminthic infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Herpes zoster 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Oral fungal infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Parotitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Pneumonia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pseudomembranous colitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Sepsis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Sinusitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Vulvitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (9.5 ) 1 (2.4 ) 3 (7.1 ) 0 0 

  Allergic transfusion reaction 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Contusion 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Fall 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Procedural pain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Stoma site erythema 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Stoma site haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Subcutaneous haematoma 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Thermal burn 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Transfusion reaction 1 (2.4 ) 1 (2.4 ) 0 0 0 

Investigations      

  -Total 23 (54.8) 3 (7.1 ) 4 (9.5 ) 5 (11.9) 11 (26.2) 

  Neutrophil count decreased 9 (21.4) 1 (2.4 ) 0 2 (4.8 ) 6 (14.3) 

  White blood cell count decreased 8 (19.0) 0 2 (4.8 ) 1 (2.4 ) 5 (11.9) 

  Platelet count decreased 7 (16.7) 1 (2.4 ) 2 (4.8 ) 2 (4.8 ) 2 (4.8 ) 

  Aspartate aminotransferase increased 3 (7.1 ) 3 (7.1 ) 0 0 0 

  Prothrombin time prolonged 3 (7.1 ) 3 (7.1 ) 0 0 0 

  Alanine aminotransferase increased 2 (4.8 ) 2 (4.8 ) 0 0 0 

  C-reactive protein increased 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Lymphocyte count decreased 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Blood alkaline phosphatase increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood creatinine increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood fibrinogen increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood urea decreased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood urea increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood urine present 1 (2.4 ) 0 1 (2.4 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Clostridium test positive 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Fungal test positive 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Gamma-glutamyltransferase increased 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Haemoglobin decreased 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Immunoglobulins decreased 1 (2.4 ) 0 0 0 1 (2.4 ) 

  International normalised ratio increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lipase increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Monocyte count decreased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Serum ferritin increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 15 (35.7) 8 (19.0) 3 (7.1 ) 4 (9.5 ) 0 

  Hypokalaemia 5 (11.9) 3 (7.1 ) 0 2 (4.8 ) 0 

  Decreased appetite 3 (7.1 ) 3 (7.1 ) 0 0 0 

  Hypophosphataemia 3 (7.1 ) 3 (7.1 ) 0 0 0 

  Dehydration 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Hypoalbuminaemia 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Hypocalcaemia 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Fluid retention 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hyperkalaemia 1 (2.4 ) 0 1 (2.4 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperphosphataemia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hyperuricaemia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hypomagnesaemia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Vitamin d deficiency 1 (2.4 ) 1 (2.4 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 10 (23.8) 6 (14.3) 2 (4.8 ) 2 (4.8 ) 0 

  Arthralgia 3 (7.1 ) 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 0 

  Myalgia 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Pain in extremity 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Back pain 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Bone pain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Joint effusion 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Joint stiffness 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Muscular weakness 1 (2.4 ) 1 (2.4 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Neoplasm progression 1 (2.4 ) 0 0 1 (2.4 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders      

  -Total 16 (38.1) 7 (16.7) 5 (11.9) 3 (7.1 ) 1 (2.4 ) 

  Headache 7 (16.7) 3 (7.1 ) 4 (9.5 ) 0 0 

  Seizure 4 (9.5 ) 1 (2.4 ) 1 (2.4 ) 2 (4.8 ) 0 

  Intention tremor 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Somnolence 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Dizziness 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dysgeusia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Encephalopathy 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Head discomfort 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hyperkinesia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Tremor 1 (2.4 ) 1 (2.4 ) 0 0 0 

Product issues      

  -Total 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Device occlusion 1 (2.4 ) 0 1 (2.4 ) 0 0 

Psychiatric disorders      

  -Total 6 (14.3) 3 (7.1 ) 3 (7.1 ) 0 0 

  Anxiety 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Delirium 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Insomnia 2 (4.8 ) 0 2 (4.8 ) 0 0 

  Agitation 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Disorientation 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Restlessness 1 (2.4 ) 0 1 (2.4 ) 0 0 

Renal and urinary disorders      

  -Total 8 (19.0) 3 (7.1 ) 4 (9.5 ) 1 (2.4 ) 0 

  Dysuria 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Polyuria 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Acute kidney injury 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Chromaturia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Haematuria 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Renal impairment 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Urinary tract disorder 1 (2.4 ) 0 1 (2.4 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 11 (26.2) 6 (14.3) 4 (9.5 ) 1 (2.4 ) 0 

  Epistaxis 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 0 

  Hypoxia 3 (7.1 ) 0 2 (4.8 ) 1 (2.4 ) 0 

  Cough 2 (4.8 ) 2 (4.8 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oropharyngeal pain 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Tachypnoea 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Dyspnoea 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Increased upper airway secretion 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Pleural effusion 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Rhinorrhoea 1 (2.4 ) 1 (2.4 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 14 (33.3) 10 (23.8) 4 (9.5 ) 0 0 

  Rash 5 (11.9) 4 (9.5 ) 1 (2.4 ) 0 0 

  Erythema 4 (9.5 ) 3 (7.1 ) 1 (2.4 ) 0 0 

  Pruritus 4 (9.5 ) 4 (9.5 ) 0 0 0 

  Petechiae 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 0 

  Dry skin 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Acne 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Decubitus ulcer 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hangnail 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Ingrowing nail 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Papule 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Skin discolouration 1 (2.4 ) 1 (2.4 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Skin lesion 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Urticaria 1 (2.4 ) 0 1 (2.4 ) 0 0 

Vascular disorders      

  -Total 9 (21.4) 4 (9.5 ) 1 (2.4 ) 4 (9.5 ) 0 

  Hypotension 4 (9.5 ) 2 (4.8 ) 0 2 (4.8 ) 0 

  Hypertension 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Capillary leak syndrome 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Jugular vein thrombosis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pallor 1 (2.4 ) 0 1 (2.4 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143e 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 27 (100) 4 (14.8) 3 (11.1) 8 (29.6) 12 (44.4) 

Blood and lymphatic system disorders      

  -Total 14 (51.9) 1 (3.7 ) 4 (14.8) 5 (18.5) 4 (14.8) 

  Anaemia 4 (14.8) 1 (3.7 ) 1 (3.7 ) 2 (7.4 ) 0 

  Neutropenia 4 (14.8) 0 0 1 (3.7 ) 3 (11.1) 

  Disseminated intravascular coagulation 3 (11.1) 0 2 (7.4 ) 1 (3.7 ) 0 

  Febrile neutropenia 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Thrombocytopenia 2 (7.4 ) 0 1 (3.7 ) 0 1 (3.7 ) 

  Bone marrow failure 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Coagulation factor deficiency 1 (3.7 ) 0 0 1 (3.7 ) 0 

Cardiac disorders      

  -Total 7 (25.9) 2 (7.4 ) 3 (11.1) 2 (7.4 ) 0 

  Tachycardia 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Left ventricular dysfunction 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Sinus tachycardia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Cardiac hypertrophy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Pericardial effusion 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Sinus bradycardia 1 (3.7 ) 1 (3.7 ) 0 0 0 

Congenital, familial and genetic disorders      

  -Total 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Talipes 1 (3.7 ) 1 (3.7 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Vertigo 1 (3.7 ) 0 0 1 (3.7 ) 0 

Endocrine disorders      

  -Total 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Precocious puberty 1 (3.7 ) 1 (3.7 ) 0 0 0 

Eye disorders      

  -Total 4 (14.8) 1 (3.7 ) 2 (7.4 ) 1 (3.7 ) 0 

  Amaurosis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Conjunctival haemorrhage 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Diplopia 1 (3.7 ) 0 1 (3.7 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dry eye 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Ocular hypertension 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Optic atrophy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Vitreous opacities 1 (3.7 ) 1 (3.7 ) 0 0 0 

Gastrointestinal disorders      

  -Total 18 (66.7) 6 (22.2) 8 (29.6) 4 (14.8) 0 

  Diarrhoea 9 (33.3) 5 (18.5) 2 (7.4 ) 2 (7.4 ) 0 

  Nausea 5 (18.5) 0 4 (14.8) 1 (3.7 ) 0 

  Vomiting 5 (18.5) 3 (11.1) 2 (7.4 ) 0 0 

  Abdominal pain 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Abdominal distension 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Abdominal pain upper 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Anal fissure 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Anal fistula 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Anal haemorrhage 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Anal incontinence 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dyspepsia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Gastrointestinal pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Gingival swelling 1 (3.7 ) 0 1 (3.7 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lip dry 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Paraesthesia oral 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Proctalgia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rectal haemorrhage 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Rectal ulcer 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Stomatitis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Upper gastrointestinal haemorrhage 1 (3.7 ) 1 (3.7 ) 0 0 0 

General disorders and administration site 
conditions 

     

  -Total 12 (44.4) 3 (11.1) 5 (18.5) 4 (14.8) 0 

  Pyrexia 8 (29.6) 3 (11.1) 4 (14.8) 1 (3.7 ) 0 

  Face oedema 4 (14.8) 3 (11.1) 0 1 (3.7 ) 0 

  Localised oedema 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Pain 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Catheter site pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Catheter site pruritus 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Drug withdrawal syndrome 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Fatigue 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Mucosal inflammation 1 (3.7 ) 0 0 1 (3.7 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Non-cardiac chest pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Oedema 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Oedema peripheral 1 (3.7 ) 1 (3.7 ) 0 0 0 

Hepatobiliary disorders      

  -Total 4 (14.8) 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 

  Cholestasis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Gallbladder oedema 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hepatic steatosis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hepatosplenomegaly 1 (3.7 ) 0 0 0 1 (3.7 ) 

Immune system disorders      

  -Total 23 (85.2) 6 (22.2) 4 (14.8) 5 (18.5) 8 (29.6) 

  Cytokine release syndrome 21 (77.8) 5 (18.5) 3 (11.1) 5 (18.5) 8 (29.6) 

  Haemophagocytic lymphohistiocytosis 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Hypogammaglobulinaemia 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Allergy to immunoglobulin therapy 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Drug hypersensitivity 1 (3.7 ) 0 1 (3.7 ) 0 0 

Infections and infestations      

  -Total 12 (44.4) 0 6 (22.2) 5 (18.5) 1 (3.7 ) 

  Vascular device infection 2 (7.4 ) 0 0 2 (7.4 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspergillus infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Bronchopulmonary aspergillosis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Candida infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Cellulitis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Cellulitis orbital 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Device related infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Eye infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Influenza 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Meningitis aseptic 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Nail infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Nasopharyngitis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Paronychia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Pneumonia viral 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Rash pustular 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Respiratory syncytial virus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Respiratory tract infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Sepsis 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Systemic infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Urinary tract infection viral 1 (3.7 ) 0 1 (3.7 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Viral upper respiratory tract infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (14.8) 0 3 (11.1) 1 (3.7 ) 0 

  Allergic transfusion reaction 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Femoral neck fracture 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Infusion related reaction 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Periorbital haematoma 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Post procedural haemorrhage 1 (3.7 ) 1 (3.7 ) 0 0 0 

Investigations      

  -Total 16 (59.3) 2 (7.4 ) 5 (18.5) 5 (18.5) 4 (14.8) 

  Blood fibrinogen decreased 5 (18.5) 0 2 (7.4 ) 3 (11.1) 0 

  Blood bilirubin increased 3 (11.1) 0 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 

  Immunoglobulins decreased 3 (11.1) 0 2 (7.4 ) 1 (3.7 ) 0 

  White blood cell count decreased 3 (11.1) 0 0 2 (7.4 ) 1 (3.7 ) 

  Aspartate aminotransferase increased 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Blood creatinine increased 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Neutrophil count decreased 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Platelet count decreased 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Activated partial thromboplastin time 
prolonged 

1 (3.7 ) 1 (3.7 ) 0 0 0 

  Alanine aminotransferase increased 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Ammonia increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Antithrombin iii decreased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Blood alkaline phosphatase increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood chloride increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood creatine phosphokinase increased 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Blood lactate dehydrogenase increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood magnesium increased 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Blood potassium decreased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Blood uric acid increased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Chest x-ray abnormal 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (3.7 ) 1 (3.7 ) 0 0 0 

  Heart sounds abnormal 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lymphocyte count decreased 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Protein total decreased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Serum ferritin increased 1 (3.7 ) 1 (3.7 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders      

  -Total 16 (59.3) 4 (14.8) 5 (18.5) 5 (18.5) 2 (7.4 ) 

  Hypokalaemia 10 (37.0) 4 (14.8) 2 (7.4 ) 4 (14.8) 0 

  Hypophosphataemia 6 (22.2) 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 

  Hypoalbuminaemia 5 (18.5) 1 (3.7 ) 3 (11.1) 1 (3.7 ) 0 

  Hypocalcaemia 5 (18.5) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 2 (7.4 ) 

  Decreased appetite 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

  Hyperglycaemia 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Hypomagnesaemia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Hyponatraemia 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Dehydration 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Fluid overload 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hypercalcaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypernatraemia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hyperphosphataemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hyperuricaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Tumour lysis syndrome 1 (3.7 ) 0 0 0 1 (3.7 ) 

Musculoskeletal and connective tissue 
disorders 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 8 (29.6) 3 (11.1) 4 (14.8) 1 (3.7 ) 0 

  Myalgia 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 

  Muscular weakness 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Pain in extremity 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Arthralgia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Bone pain 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Osteonecrosis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Osteopenia 1 (3.7 ) 1 (3.7 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (7.4 ) 0 0 0 2 (7.4 ) 

  Acute lymphocytic leukaemia recurrent 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Leukaemia 1 (3.7 ) 0 0 0 1 (3.7 ) 

Nervous system disorders      

  -Total 11 (40.7) 2 (7.4 ) 6 (22.2) 3 (11.1) 0 

  Headache 5 (18.5) 2 (7.4 ) 2 (7.4 ) 1 (3.7 ) 0 

  Tremor 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Seizure 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Cerebral atrophy 1 (3.7 ) 1 (3.7 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Depressed level of consciousness 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Dyskinesia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Encephalopathy 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Lethargy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Nervous system disorder 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Neuralgia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Neurological decompensation 1 (3.7 ) 0 1 (3.7 ) 0 0 

Psychiatric disorders      

  -Total 9 (33.3) 4 (14.8) 4 (14.8) 1 (3.7 ) 0 

  Agitation 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Anxiety 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Confusional state 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Insomnia 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Irritability 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Disorientation 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hallucination 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Initial insomnia 1 (3.7 ) 1 (3.7 ) 0 0 0 

Renal and urinary disorders      

  -Total 3 (11.1) 1 (3.7 ) 1 (3.7 ) 0 1 (3.7 ) 
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute kidney injury 2 (7.4 ) 0 1 (3.7 ) 0 1 (3.7 ) 

  Haematuria 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Proteinuria 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Urinary incontinence 1 (3.7 ) 1 (3.7 ) 0 0 0 

Reproductive system and breast disorders      

  -Total 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Scrotal oedema 1 (3.7 ) 1 (3.7 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 9 (33.3) 2 (7.4 ) 2 (7.4 ) 4 (14.8) 1 (3.7 ) 

  Hypoxia 5 (18.5) 1 (3.7 ) 1 (3.7 ) 2 (7.4 ) 1 (3.7 ) 

  Cough 4 (14.8) 2 (7.4 ) 2 (7.4 ) 0 0 

  Apnoea 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Lung disorder 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Oropharyngeal pain 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Pleural effusion 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rhinorrhoea 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Tachypnoea 1 (3.7 ) 1 (3.7 ) 0 0 0 

Skin and subcutaneous tissue disorders      
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Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 11 (40.7) 9 (33.3) 1 (3.7 ) 1 (3.7 ) 0 

  Rash 4 (14.8) 3 (11.1) 0 1 (3.7 ) 0 

  Pruritus 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Dermatitis acneiform 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dry skin 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Erythema 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Papule 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Petechiae 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Skin exfoliation 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Urticaria 1 (3.7 ) 1 (3.7 ) 0 0 0 

Vascular disorders      

  -Total 9 (33.3) 4 (14.8) 2 (7.4 ) 3 (11.1) 0 

  Hypertension 5 (18.5) 1 (3.7 ) 1 (3.7 ) 3 (11.1) 0 

  Hypotension 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Hot flush 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lymphoedema 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Vascular occlusion 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Venous thrombosis limb 1 (3.7 ) 0 1 (3.7 ) 0 0 
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- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143e 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 33 (86.8) 8 (21.1) 6 (15.8) 12 (31.6) 7 (18.4) 

Blood and lymphatic system disorders      

  -Total 9 (23.7) 1 (2.6 ) 3 (7.9 ) 5 (13.2) 0 

  Anaemia 5 (13.2) 1 (2.6 ) 1 (2.6 ) 3 (7.9 ) 0 

  Thrombocytopenia 2 (5.3 ) 0 2 (5.3 ) 0 0 

  B-cell aplasia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Febrile neutropenia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Lymphopenia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Neutropenia 1 (2.6 ) 0 1 (2.6 ) 0 0 

Cardiac disorders      

  -Total 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Sinus tachycardia 1 (2.6 ) 1 (2.6 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachycardia 1 (2.6 ) 1 (2.6 ) 0 0 0 

Endocrine disorders      

  -Total 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Hypothyroidism 1 (2.6 ) 0 1 (2.6 ) 0 0 

Eye disorders      

  -Total 4 (10.5) 3 (7.9 ) 1 (2.6 ) 0 0 

  Astigmatism 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Blindness unilateral 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Eye pain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Eye pruritus 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hypermetropia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Lacrimation increased 1 (2.6 ) 1 (2.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 14 (36.8) 8 (21.1) 6 (15.8) 0 0 

  Constipation 5 (13.2) 3 (7.9 ) 2 (5.3 ) 0 0 

  Nausea 4 (10.5) 3 (7.9 ) 1 (2.6 ) 0 0 

  Vomiting 4 (10.5) 3 (7.9 ) 1 (2.6 ) 0 0 

  Abdominal pain 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 

  Diarrhoea 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 0 0 



  

  

730 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal distension 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Abdominal pain lower 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Abdominal pain upper 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Gastrointestinal motility disorder 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Gingival bleeding 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Stomatitis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Toothache 1 (2.6 ) 1 (2.6 ) 0 0 0 

General disorders and administration site 
conditions 

     

  -Total 12 (31.6) 7 (18.4) 4 (10.5) 1 (2.6 ) 0 

  Pyrexia 9 (23.7) 4 (10.5) 4 (10.5) 1 (2.6 ) 0 

  Chills 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Axillary pain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Catheter site erythema 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Face oedema 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Fatigue 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Gait disturbance 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Oedema peripheral 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Pain 1 (2.6 ) 1 (2.6 ) 0 0 0 



  

  

731 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders      

  -Total 6 (15.8) 4 (10.5) 2 (5.3 ) 0 0 

  Hypogammaglobulinaemia 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 

  Allergy to immunoglobulin therapy 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Cytokine release syndrome 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Drug hypersensitivity 1 (2.6 ) 1 (2.6 ) 0 0 0 

Infections and infestations      

  -Total 25 (65.8) 7 (18.4) 11 (28.9) 7 (18.4) 0 

  Nasopharyngitis 6 (15.8) 5 (13.2) 1 (2.6 ) 0 0 

  Rhinitis 5 (13.2) 4 (10.5) 1 (2.6 ) 0 0 

  Upper respiratory tract infection 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 

  Bronchitis 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Gastroenteritis 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Herpes zoster 2 (5.3 ) 0 2 (5.3 ) 0 0 

  Oral herpes 2 (5.3 ) 0 2 (5.3 ) 0 0 

  Otitis externa 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Otitis media 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Rash pustular 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Atypical pneumonia 1 (2.6 ) 0 0 1 (2.6 ) 0 



  

  

732 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Central nervous system infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Conjunctivitis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Conjunctivitis viral 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Device related infection 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Enterovirus infection 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Escherichia urinary tract infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Folliculitis 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Gastrointestinal infection 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Impetigo 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Laryngitis 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Molluscum contagiosum 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Otitis media acute 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Periorbital cellulitis 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Pneumonia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Pneumonia haemophilus 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Respiratory syncytial virus infection 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Skin infection 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Tinea pedis 1 (2.6 ) 0 1 (2.6 ) 0 0 



  

  

733 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tooth infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Viral upper respiratory tract infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 0 0 

  Ligament sprain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Procedural pain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Splinter 1 (2.6 ) 1 (2.6 ) 0 0 0 

Investigations      

  -Total 14 (36.8) 3 (7.9 ) 2 (5.3 ) 4 (10.5) 5 (13.2) 

  Platelet count decreased 7 (18.4) 2 (5.3 ) 2 (5.3 ) 1 (2.6 ) 2 (5.3 ) 

  Alanine aminotransferase increased 6 (15.8) 3 (7.9 ) 1 (2.6 ) 1 (2.6 ) 1 (2.6 ) 

  Aspartate aminotransferase increased 6 (15.8) 4 (10.5) 0 1 (2.6 ) 1 (2.6 ) 

  Neutrophil count decreased 5 (13.2) 0 0 2 (5.3 ) 3 (7.9 ) 

  White blood cell count decreased 5 (13.2) 1 (2.6 ) 0 2 (5.3 ) 2 (5.3 ) 

  Lymphocyte count decreased 2 (5.3 ) 1 (2.6 ) 0 1 (2.6 ) 0 

  Blood alkaline phosphatase increased 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Gamma-glutamyltransferase increased 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Immunoglobulins decreased 1 (2.6 ) 0 0 1 (2.6 ) 0 



  

  

734 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vitamin d decreased 1 (2.6 ) 1 (2.6 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 5 (13.2) 3 (7.9 ) 2 (5.3 ) 0 0 

  Hypophosphataemia 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Decreased appetite 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Dehydration 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Hyperglycaemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hyperkalaemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hyperuricaemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hypomagnesaemia 1 (2.6 ) 0 1 (2.6 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 6 (15.8) 2 (5.3 ) 4 (10.5) 0 0 

  Back pain 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Pain in extremity 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Arthralgia 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Bone pain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Osteoporosis 1 (2.6 ) 0 1 (2.6 ) 0 0 



  

  

735 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 4 (10.5) 0 0 2 (5.3 ) 2 (5.3 ) 

  Acute lymphocytic leukaemia recurrent 2 (5.3 ) 0 0 1 (2.6 ) 1 (2.6 ) 

  Acute lymphocytic leukaemia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  B precursor type acute leukaemia 1 (2.6 ) 0 0 0 1 (2.6 ) 

Nervous system disorders      

  -Total 5 (13.2) 2 (5.3 ) 3 (7.9 ) 0 0 

  Headache 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Dizziness 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hemiparesis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Neuralgia 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Subdural hygroma 1 (2.6 ) 0 1 (2.6 ) 0 0 

Psychiatric disorders      

  -Total 3 (7.9 ) 3 (7.9 ) 0 0 0 

  Anxiety 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Confusional state 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Insomnia 1 (2.6 ) 1 (2.6 ) 0 0 0 



  

  

736 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Reproductive system and breast 
disorders 

     

  -Total 2 (5.3 ) 1 (2.6 ) 0 1 (2.6 ) 0 

  Ovarian failure 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Vulvovaginal dryness 1 (2.6 ) 1 (2.6 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 10 (26.3) 6 (15.8) 4 (10.5) 0 0 

  Cough 7 (18.4) 5 (13.2) 2 (5.3 ) 0 0 

  Epistaxis 4 (10.5) 3 (7.9 ) 1 (2.6 ) 0 0 

  Nasal congestion 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Oropharyngeal pain 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Pharyngeal erythema 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Rhonchi 1 (2.6 ) 1 (2.6 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 8 (21.1) 7 (18.4) 1 (2.6 ) 0 0 

  Dry skin 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Eczema 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Alopecia 1 (2.6 ) 1 (2.6 ) 0 0 0 



  

  

737 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dermatitis 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hangnail 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Ingrowing nail 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Petechiae 1 (2.6 ) 1 (2.6 ) 0 0 0 

Vascular disorders      

  -Total 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 

  Pallor 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Hypertension 1 (2.6 ) 0 1 (2.6 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t143_gd_b2001x.sas@@/main/4 25JUN21:16:25                                        Final 

 
  



  

  

738 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143e 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 15 (68.2) 1 (4.5 ) 6 (27.3) 7 (31.8) 1 (4.5 ) 

Blood and lymphatic system disorders      

  -Total 4 (18.2) 1 (4.5 ) 1 (4.5 ) 2 (9.1 ) 0 

  Thrombocytopenia 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Anaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Leukocytosis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Neutropenia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Cardiac disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Sinus bradycardia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Sinus tachycardia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Tachycardia 1 (4.5 ) 1 (4.5 ) 0 0 0 



  

  

739 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Ear and labyrinth disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ear pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

Endocrine disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (4.5 ) 1 (4.5 ) 0 0 0 

Eye disorders      

  -Total 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Blepharitis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Conjunctivitis allergic 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Eye pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ocular hyperaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Visual impairment 1 (4.5 ) 1 (4.5 ) 0 0 0 

Gastrointestinal disorders      

  -Total 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Abdominal pain 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Nausea 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Abdominal distension 1 (4.5 ) 0 1 (4.5 ) 0 0 



  

  

740 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Constipation 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Dental caries 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Diarrhoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oral pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Periodontal disease 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Proctalgia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Stomatitis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Vomiting 1 (4.5 ) 0 1 (4.5 ) 0 0 

General disorders and administration site 
conditions 

     

  -Total 6 (27.3) 1 (4.5 ) 5 (22.7) 0 0 

  Pyrexia 5 (22.7) 0 5 (22.7) 0 0 

  Chills 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Facial pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Gait disturbance 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Generalised oedema 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Localised oedema 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Malaise 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Non-cardiac chest pain 1 (4.5 ) 0 1 (4.5 ) 0 0 



  

  

741 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders      

  -Total 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hepatotoxicity 1 (4.5 ) 0 1 (4.5 ) 0 0 

Immune system disorders      

  -Total 3 (13.6) 0 2 (9.1 ) 1 (4.5 ) 0 

  Hypogammaglobulinaemia 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Allergy to immunoglobulin therapy 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Drug hypersensitivity 1 (4.5 ) 0 1 (4.5 ) 0 0 

Infections and infestations      

  -Total 10 (45.5) 2 (9.1 ) 1 (4.5 ) 6 (27.3) 1 (4.5 ) 

  Herpes zoster 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Nasopharyngitis 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Sinusitis 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Upper respiratory tract infection 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Alternaria infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Aspergillus infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Bacterial infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Body tinea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Candida infection 1 (4.5 ) 0 0 1 (4.5 ) 0 



  

  

742 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Catheter site infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Device related infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterococcal infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterovirus infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Gastroenteritis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Influenza 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Meningitis aseptic 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Mucosal infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Parainfluenzae virus infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Paronychia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pharyngitis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pneumonia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Rash pustular 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rhinovirus infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Sepsis 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Septic shock 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Tonsillitis 1 (4.5 ) 0 0 1 (4.5 ) 0 

Injury, poisoning and procedural 
complications 

     



  

  

743 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Contusion 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Fall 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Infusion related reaction 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Skin abrasion 1 (4.5 ) 0 1 (4.5 ) 0 0 

Investigations      

  -Total 6 (27.3) 2 (9.1 ) 3 (13.6) 1 (4.5 ) 0 

  White blood cell count decreased 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Activated partial thromboplastin time 
prolonged 

1 (4.5 ) 1 (4.5 ) 0 0 0 

  Blood lactate dehydrogenase increased 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Chlamydia test positive 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Cytomegalovirus test positive 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Lymph node palpable 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Neutrophil count decreased 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Platelet count decreased 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Weight decreased 1 (4.5 ) 0 1 (4.5 ) 0 0 

Metabolism and nutrition disorders      

  -Total 5 (22.7) 1 (4.5 ) 2 (9.1 ) 2 (9.1 ) 0 



  

  

744 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypomagnesaemia 3 (13.6) 3 (13.6) 0 0 0 

  Hypokalaemia 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Decreased appetite 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hypercalcaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hyperferritinaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hyperglycaemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Hyperkalaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hyperuricaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hypoalbuminaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hypocalcaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Lactic acidosis 1 (4.5 ) 0 0 1 (4.5 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 6 (27.3) 2 (9.1 ) 3 (13.6) 1 (4.5 ) 0 

  Arthralgia 5 (22.7) 1 (4.5 ) 3 (13.6) 1 (4.5 ) 0 

  Back pain 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Neck pain 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Pain in extremity 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Muscular weakness 1 (4.5 ) 1 (4.5 ) 0 0 0 



  

  

745 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Osteopenia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Nervous system disorders      

  -Total 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Headache 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Dysarthria 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Facial paralysis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Intracranial pressure increased 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Lethargy 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Neuropathy peripheral 1 (4.5 ) 0 1 (4.5 ) 0 0 

Psychiatric disorders      

  -Total 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Agitation 1 (4.5 ) 0 1 (4.5 ) 0 0 

Renal and urinary disorders      

  -Total 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Haematuria 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Proteinuria 1 (4.5 ) 0 1 (4.5 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 



  

  

746 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Metrorrhagia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Perineal pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Vulvovaginal pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 5 (22.7) 3 (13.6) 0 2 (9.1 ) 0 

  Cough 3 (13.6) 3 (13.6) 0 0 0 

  Dyspnoea 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Nasal congestion 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Epistaxis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hypoxia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Nasal septum perforation 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oropharyngeal pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Productive cough 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Pulmonary granuloma 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Rhinalgia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rhinorrhoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Sinus pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Stridor 1 (4.5 ) 0 1 (4.5 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachypnoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 6 (27.3) 3 (13.6) 3 (13.6) 0 0 

  Pruritus 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Rash 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Dermatitis bullous 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Eczema 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Erythema 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ingrowing nail 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Petechiae 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Skin ulcer 1 (4.5 ) 1 (4.5 ) 0 0 0 

Vascular disorders      

  -Total 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Embolism 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Flushing 1 (4.5 ) 1 (4.5 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t143_gd_b2001x.sas@@/main/4 25JUN21:16:25                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143e 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 5 (31.3) 2 (12.5) 1 (6.3 ) 2 (12.5) 0 

Eye disorders      

  -Total 1 (6.3 ) 0 0 1 (6.3 ) 0 

  Keratitis 1 (6.3 ) 0 0 1 (6.3 ) 0 

Infections and infestations      

  -Total 2 (12.5) 1 (6.3 ) 1 (6.3 ) 0 0 

  Infection 1 (6.3 ) 0 1 (6.3 ) 0 0 

  Rhinitis 1 (6.3 ) 1 (6.3 ) 0 0 0 

Investigations      

  -Total 1 (6.3 ) 1 (6.3 ) 0 0 0 

  Lymphocyte count decreased 1 (6.3 ) 1 (6.3 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 
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Timing: >1 year post-CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (6.3 ) 0 0 1 (6.3 ) 0 

  Acute lymphocytic leukaemia recurrent 1 (6.3 ) 0 0 1 (6.3 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t143_gd_b2001x.sas@@/main/4 25JUN21:16:25                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143e 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t143_gd_b2001x.sas@@/main/4 25JUN21:16:25                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143e 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 42 (100) 0 6 (14.3) 16 (38.1) 20 (47.6) 

Blood and lymphatic system disorders      

  -Total 24 (57.1) 4 (9.5 ) 5 (11.9) 12 (28.6) 3 (7.1 ) 

  Anaemia 10 (23.8) 3 (7.1 ) 2 (4.8 ) 5 (11.9) 0 

  Neutropenia 5 (11.9) 0 1 (2.4 ) 1 (2.4 ) 3 (7.1 ) 

  Thrombocytopenia 4 (9.5 ) 0 2 (4.8 ) 2 (4.8 ) 0 

  Febrile neutropenia 3 (7.1 ) 1 (2.4 ) 0 2 (4.8 ) 0 

  B-cell aplasia 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Bone marrow failure 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Leukopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Lymphopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pancytopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Splenomegaly 1 (2.4 ) 1 (2.4 ) 0 0 0 

Cardiac disorders      

  -Total 8 (19.0) 8 (19.0) 0 0 0 

  Tachycardia 5 (11.9) 5 (11.9) 0 0 0 

  Sinus bradycardia 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Sinus tachycardia 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Bradycardia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Cardiac discomfort 1 (2.4 ) 1 (2.4 ) 0 0 0 

Endocrine disorders      

  -Total 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hypothyroidism 1 (2.4 ) 0 1 (2.4 ) 0 0 

Eye disorders      

  -Total 6 (14.3) 4 (9.5 ) 1 (2.4 ) 1 (2.4 ) 0 

  Astigmatism 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blepharospasm 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blindness unilateral 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dry eye 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Eye pain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Eye pruritus 1 (2.4 ) 1 (2.4 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypermetropia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Keratitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Lacrimation increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Vision blurred 1 (2.4 ) 1 (2.4 ) 0 0 0 

Gastrointestinal disorders      

  -Total 24 (57.1) 11 (26.2) 12 (28.6) 1 (2.4 ) 0 

  Nausea 10 (23.8) 4 (9.5 ) 6 (14.3) 0 0 

  Diarrhoea 8 (19.0) 6 (14.3) 2 (4.8 ) 0 0 

  Vomiting 7 (16.7) 5 (11.9) 2 (4.8 ) 0 0 

  Constipation 6 (14.3) 4 (9.5 ) 2 (4.8 ) 0 0 

  Abdominal pain 5 (11.9) 3 (7.1 ) 2 (4.8 ) 0 0 

  Abdominal pain upper 3 (7.1 ) 1 (2.4 ) 2 (4.8 ) 0 0 

  Gingival bleeding 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Abdominal distension 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Abdominal pain lower 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Gastrointestinal motility disorder 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hypoaesthesia oral 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lip haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Paraesthesia oral 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Stomatitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Toothache 1 (2.4 ) 1 (2.4 ) 0 0 0 

General disorders and administration site 
conditions 

     

  -Total 31 (73.8) 16 (38.1) 10 (23.8) 4 (9.5 ) 1 (2.4 ) 

  Pyrexia 23 (54.8) 12 (28.6) 7 (16.7) 4 (9.5 ) 0 

  Fatigue 6 (14.3) 2 (4.8 ) 4 (9.5 ) 0 0 

  Oedema peripheral 4 (9.5 ) 3 (7.1 ) 1 (2.4 ) 0 0 

  Chills 3 (7.1 ) 1 (2.4 ) 2 (4.8 ) 0 0 

  Pain 3 (7.1 ) 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 0 

  Asthenia 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Catheter site erythema 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Catheter site haemorrhage 2 (4.8 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Face oedema 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Axillary pain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Catheter site pain 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Gait disturbance 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Multiple organ dysfunction syndrome 1 (2.4 ) 0 0 0 1 (2.4 ) 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders      

  -Total 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Hepatic failure 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hepatocellular injury 1 (2.4 ) 0 0 1 (2.4 ) 0 

Immune system disorders      

  -Total 30 (71.4) 4 (9.5 ) 16 (38.1) 5 (11.9) 5 (11.9) 

  Cytokine release syndrome 26 (61.9) 7 (16.7) 10 (23.8) 4 (9.5 ) 5 (11.9) 

  Hypogammaglobulinaemia 17 (40.5) 5 (11.9) 11 (26.2) 1 (2.4 ) 0 

  Allergy to immunoglobulin therapy 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Atopy 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Drug hypersensitivity 1 (2.4 ) 1 (2.4 ) 0 0 0 

Infections and infestations      

  -Total 30 (71.4) 6 (14.3) 13 (31.0) 10 (23.8) 1 (2.4 ) 

  Nasopharyngitis 6 (14.3) 5 (11.9) 1 (2.4 ) 0 0 

  Rhinitis 5 (11.9) 4 (9.5 ) 1 (2.4 ) 0 0 

  Upper respiratory tract infection 5 (11.9) 2 (4.8 ) 3 (7.1 ) 0 0 

  Herpes zoster 3 (7.1 ) 0 3 (7.1 ) 0 0 

  Bronchitis 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Device related infection 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastroenteritis 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Infection 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Oral herpes 2 (4.8 ) 0 2 (4.8 ) 0 0 

  Otitis externa 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Otitis media 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Pneumonia 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Rash pustular 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Atypical pneumonia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Bacterial infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Candida infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Cellulitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Central nervous system infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Cerebral fungal infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Conjunctivitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Conjunctivitis viral 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Cystitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Enterovirus infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Escherichia urinary tract infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Folliculitis 1 (2.4 ) 1 (2.4 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastrointestinal infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Helminthic infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Impetigo 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Laryngitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Molluscum contagiosum 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Oral fungal infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Otitis media acute 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Parotitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Periorbital cellulitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pneumonia haemophilus 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pseudomembranous colitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Respiratory syncytial virus infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Sepsis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Sinusitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Skin infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Tinea pedis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Tooth infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Viral upper respiratory tract infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Vulvitis 1 (2.4 ) 0 1 (2.4 ) 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural 
complications 

     

  -Total 6 (14.3) 2 (4.8 ) 4 (9.5 ) 0 0 

  Procedural pain 2 (4.8 ) 0 2 (4.8 ) 0 0 

  Allergic transfusion reaction 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Contusion 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Fall 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Ligament sprain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Splinter 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Stoma site erythema 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Stoma site haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Subcutaneous haematoma 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Thermal burn 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Transfusion reaction 1 (2.4 ) 1 (2.4 ) 0 0 0 

Investigations      

  -Total 23 (54.8) 3 (7.1 ) 2 (4.8 ) 6 (14.3) 12 (28.6) 

  White blood cell count decreased 11 (26.2) 1 (2.4 ) 2 (4.8 ) 2 (4.8 ) 6 (14.3) 

  Neutrophil count decreased 9 (21.4) 1 (2.4 ) 0 1 (2.4 ) 7 (16.7) 

  Platelet count decreased 8 (19.0) 1 (2.4 ) 2 (4.8 ) 1 (2.4 ) 4 (9.5 ) 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alanine aminotransferase increased 6 (14.3) 3 (7.1 ) 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 

  Aspartate aminotransferase increased 6 (14.3) 4 (9.5 ) 0 1 (2.4 ) 1 (2.4 ) 

  Lymphocyte count decreased 4 (9.5 ) 1 (2.4 ) 0 3 (7.1 ) 0 

  Prothrombin time prolonged 3 (7.1 ) 3 (7.1 ) 0 0 0 

  C-reactive protein increased 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Gamma-glutamyltransferase increased 2 (4.8 ) 0 2 (4.8 ) 0 0 

  Immunoglobulins decreased 2 (4.8 ) 0 0 1 (2.4 ) 1 (2.4 ) 

  Blood alkaline phosphatase increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood creatinine increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood fibrinogen increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood urea decreased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood urea increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood urine present 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Clostridium test positive 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Fungal test positive 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Haemoglobin decreased 1 (2.4 ) 0 0 1 (2.4 ) 0 

  International normalised ratio increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lipase increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Monocyte count decreased 1 (2.4 ) 1 (2.4 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Serum ferritin increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Vitamin d decreased 1 (2.4 ) 1 (2.4 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 16 (38.1) 8 (19.0) 4 (9.5 ) 4 (9.5 ) 0 

  Hypokalaemia 5 (11.9) 3 (7.1 ) 0 2 (4.8 ) 0 

  Decreased appetite 4 (9.5 ) 4 (9.5 ) 0 0 0 

  Hypophosphataemia 4 (9.5 ) 3 (7.1 ) 1 (2.4 ) 0 0 

  Dehydration 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Hyperkalaemia 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Hyperuricaemia 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Hypoalbuminaemia 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Hypocalcaemia 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Hypomagnesaemia 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Fluid retention 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hyperglycaemia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hyperphosphataemia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Vitamin d deficiency 1 (2.4 ) 1 (2.4 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 12 (28.6) 4 (9.5 ) 6 (14.3) 2 (4.8 ) 0 

  Arthralgia 4 (9.5 ) 1 (2.4 ) 2 (4.8 ) 1 (2.4 ) 0 

  Pain in extremity 4 (9.5 ) 2 (4.8 ) 2 (4.8 ) 0 0 

  Back pain 3 (7.1 ) 3 (7.1 ) 0 0 0 

  Bone pain 2 (4.8 ) 0 2 (4.8 ) 0 0 

  Myalgia 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Joint effusion 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Joint stiffness 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Muscular weakness 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Osteoporosis 1 (2.4 ) 0 1 (2.4 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 6 (14.3) 0 0 4 (9.5 ) 2 (4.8 ) 

  Acute lymphocytic leukaemia recurrent 3 (7.1 ) 0 0 2 (4.8 ) 1 (2.4 ) 

  Acute lymphocytic leukaemia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  B precursor type acute leukaemia 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Neoplasm progression 1 (2.4 ) 0 0 1 (2.4 ) 0 

Nervous system disorders      

  -Total 18 (42.9) 7 (16.7) 7 (16.7) 3 (7.1 ) 1 (2.4 ) 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Headache 9 (21.4) 5 (11.9) 4 (9.5 ) 0 0 

  Seizure 4 (9.5 ) 1 (2.4 ) 1 (2.4 ) 2 (4.8 ) 0 

  Dizziness 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Intention tremor 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Somnolence 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Dysgeusia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Encephalopathy 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Head discomfort 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hemiparesis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hyperkinesia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Neuralgia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Subdural hygroma 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Tremor 1 (2.4 ) 1 (2.4 ) 0 0 0 

Product issues      

  -Total 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Device occlusion 1 (2.4 ) 0 1 (2.4 ) 0 0 

Psychiatric disorders      

  -Total 7 (16.7) 4 (9.5 ) 3 (7.1 ) 0 0 

  Insomnia 3 (7.1 ) 1 (2.4 ) 2 (4.8 ) 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anxiety 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Delirium 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Agitation 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Confusional state 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Disorientation 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Restlessness 1 (2.4 ) 0 1 (2.4 ) 0 0 

Renal and urinary disorders      

  -Total 8 (19.0) 3 (7.1 ) 4 (9.5 ) 1 (2.4 ) 0 

  Dysuria 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Polyuria 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Acute kidney injury 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Chromaturia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Haematuria 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Renal impairment 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Urinary tract disorder 1 (2.4 ) 0 1 (2.4 ) 0 0 

Reproductive system and breast disorders      

  -Total 2 (4.8 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Ovarian failure 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Vulvovaginal dryness 1 (2.4 ) 1 (2.4 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 17 (40.5) 8 (19.0) 8 (19.0) 1 (2.4 ) 0 

  Cough 7 (16.7) 5 (11.9) 2 (4.8 ) 0 0 

  Epistaxis 7 (16.7) 5 (11.9) 2 (4.8 ) 0 0 

  Oropharyngeal pain 4 (9.5 ) 3 (7.1 ) 1 (2.4 ) 0 0 

  Hypoxia 3 (7.1 ) 0 2 (4.8 ) 1 (2.4 ) 0 

  Nasal congestion 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Tachypnoea 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Dyspnoea 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Increased upper airway secretion 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Pharyngeal erythema 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Pleural effusion 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Rhinorrhoea 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Rhonchi 1 (2.4 ) 1 (2.4 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 17 (40.5) 12 (28.6) 5 (11.9) 0 0 

  Rash 5 (11.9) 4 (9.5 ) 1 (2.4 ) 0 0 

  Dry skin 4 (9.5 ) 3 (7.1 ) 1 (2.4 ) 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Erythema 4 (9.5 ) 3 (7.1 ) 1 (2.4 ) 0 0 

  Petechiae 4 (9.5 ) 3 (7.1 ) 1 (2.4 ) 0 0 

  Pruritus 4 (9.5 ) 4 (9.5 ) 0 0 0 

  Eczema 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Hangnail 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Ingrowing nail 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Acne 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Alopecia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Decubitus ulcer 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Dermatitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Papule 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Skin discolouration 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Skin lesion 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Urticaria 1 (2.4 ) 0 1 (2.4 ) 0 0 

Vascular disorders      

  -Total 11 (26.2) 5 (11.9) 2 (4.8 ) 4 (9.5 ) 0 

  Hypotension 4 (9.5 ) 2 (4.8 ) 0 2 (4.8 ) 0 

  Hypertension 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 0 

  Pallor 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Capillary leak syndrome 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Jugular vein thrombosis 1 (2.4 ) 0 0 1 (2.4 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t143_gd_b2001x.sas@@/main/4 25JUN21:16:25                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143e 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 27 (100) 3 (11.1) 1 (3.7 ) 10 (37.0) 13 (48.1) 

Blood and lymphatic system disorders      

  -Total 14 (51.9) 1 (3.7 ) 3 (11.1) 6 (22.2) 4 (14.8) 

  Neutropenia 5 (18.5) 1 (3.7 ) 0 1 (3.7 ) 3 (11.1) 

  Anaemia 4 (14.8) 1 (3.7 ) 1 (3.7 ) 2 (7.4 ) 0 

  Disseminated intravascular coagulation 3 (11.1) 0 2 (7.4 ) 1 (3.7 ) 0 

  Febrile neutropenia 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Thrombocytopenia 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Bone marrow failure 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Coagulation factor deficiency 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Leukocytosis 1 (3.7 ) 0 1 (3.7 ) 0 0 

Cardiac disorders      
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 7 (25.9) 2 (7.4 ) 3 (11.1) 2 (7.4 ) 0 

  Tachycardia 4 (14.8) 2 (7.4 ) 2 (7.4 ) 0 0 

  Left ventricular dysfunction 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Sinus tachycardia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Cardiac hypertrophy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Pericardial effusion 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Sinus bradycardia 1 (3.7 ) 1 (3.7 ) 0 0 0 

Congenital, familial and genetic disorders      

  -Total 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Talipes 1 (3.7 ) 1 (3.7 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Ear pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Vertigo 1 (3.7 ) 0 0 1 (3.7 ) 0 

Endocrine disorders      

  -Total 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Inappropriate antidiuretic hormone secretion 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Precocious puberty 1 (3.7 ) 1 (3.7 ) 0 0 0 

Eye disorders      
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 6 (22.2) 2 (7.4 ) 3 (11.1) 1 (3.7 ) 0 

  Amaurosis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Blepharitis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Conjunctival haemorrhage 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Conjunctivitis allergic 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Diplopia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Dry eye 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Eye pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Ocular hyperaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Ocular hypertension 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Optic atrophy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Visual impairment 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Vitreous opacities 1 (3.7 ) 1 (3.7 ) 0 0 0 

Gastrointestinal disorders      

  -Total 18 (66.7) 6 (22.2) 8 (29.6) 4 (14.8) 0 

  Diarrhoea 9 (33.3) 5 (18.5) 2 (7.4 ) 2 (7.4 ) 0 

  Nausea 6 (22.2) 0 5 (18.5) 1 (3.7 ) 0 

  Vomiting 6 (22.2) 3 (11.1) 3 (11.1) 0 0 

  Abdominal pain 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 



  

  

771 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal distension 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Proctalgia 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Stomatitis 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Abdominal pain upper 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Anal fissure 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Anal fistula 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Anal haemorrhage 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Anal incontinence 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Constipation 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dental caries 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dyspepsia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Gastrointestinal pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Gingival swelling 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Lip dry 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Oral pain 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Paraesthesia oral 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Periodontal disease 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rectal haemorrhage 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Rectal ulcer 1 (3.7 ) 0 0 1 (3.7 ) 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Upper gastrointestinal haemorrhage 1 (3.7 ) 1 (3.7 ) 0 0 0 

General disorders and administration site 
conditions 

     

  -Total 14 (51.9) 3 (11.1) 7 (25.9) 4 (14.8) 0 

  Pyrexia 10 (37.0) 2 (7.4 ) 7 (25.9) 1 (3.7 ) 0 

  Face oedema 4 (14.8) 3 (11.1) 0 1 (3.7 ) 0 

  Localised oedema 3 (11.1) 2 (7.4 ) 0 1 (3.7 ) 0 

  Non-cardiac chest pain 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Pain 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Catheter site pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Catheter site pruritus 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Chills 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Drug withdrawal syndrome 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Facial pain 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Fatigue 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Gait disturbance 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Generalised oedema 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Malaise 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Mucosal inflammation 1 (3.7 ) 0 0 1 (3.7 ) 0 



  

  

773 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oedema 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Oedema peripheral 1 (3.7 ) 1 (3.7 ) 0 0 0 

Hepatobiliary disorders      

  -Total 5 (18.5) 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 

  Cholestasis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Gallbladder oedema 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hepatic steatosis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hepatosplenomegaly 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Hepatotoxicity 1 (3.7 ) 0 1 (3.7 ) 0 0 

Immune system disorders      

  -Total 24 (88.9) 5 (18.5) 5 (18.5) 6 (22.2) 8 (29.6) 

  Cytokine release syndrome 21 (77.8) 5 (18.5) 3 (11.1) 5 (18.5) 8 (29.6) 

  Hypogammaglobulinaemia 4 (14.8) 1 (3.7 ) 2 (7.4 ) 1 (3.7 ) 0 

  Haemophagocytic lymphohistiocytosis 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Allergy to immunoglobulin therapy 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Drug hypersensitivity 2 (7.4 ) 0 2 (7.4 ) 0 0 

Infections and infestations      

  -Total 15 (55.6) 0 5 (18.5) 8 (29.6) 2 (7.4 ) 

  Nasopharyngitis 3 (11.1) 3 (11.1) 0 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspergillus infection 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Candida infection 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Device related infection 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Herpes zoster 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Influenza 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Paronychia 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Sepsis 2 (7.4 ) 0 0 0 2 (7.4 ) 

  Sinusitis 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Upper respiratory tract infection 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Vascular device infection 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Alternaria infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Bacterial infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Body tinea 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Bronchopulmonary aspergillosis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Catheter site infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Cellulitis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Cellulitis orbital 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Enterococcal infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Enterovirus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Eye infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Gastroenteritis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Meningitis aseptic 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Mucosal infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Nail infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Parainfluenzae virus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Pharyngitis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Pneumonia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Pneumonia viral 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Rash pustular 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Respiratory syncytial virus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Respiratory tract infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rhinovirus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Septic shock 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Systemic infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Tonsillitis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Urinary tract infection viral 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Viral upper respiratory tract infection 1 (3.7 ) 0 1 (3.7 ) 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural 
complications 

     

  -Total 6 (22.2) 1 (3.7 ) 4 (14.8) 1 (3.7 ) 0 

  Contusion 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Allergic transfusion reaction 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Fall 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Femoral neck fracture 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Infusion related reaction 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Periorbital haematoma 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Post procedural haemorrhage 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Skin abrasion 1 (3.7 ) 0 1 (3.7 ) 0 0 

Investigations      

  -Total 16 (59.3) 1 (3.7 ) 6 (22.2) 5 (18.5) 4 (14.8) 

  Blood fibrinogen decreased 5 (18.5) 0 2 (7.4 ) 3 (11.1) 0 

  Blood bilirubin increased 3 (11.1) 0 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 

  Immunoglobulins decreased 3 (11.1) 0 2 (7.4 ) 1 (3.7 ) 0 

  White blood cell count decreased 3 (11.1) 0 0 2 (7.4 ) 1 (3.7 ) 

  Activated partial thromboplastin time 
prolonged 

2 (7.4 ) 2 (7.4 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspartate aminotransferase increased 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Blood creatinine increased 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Neutrophil count decreased 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Platelet count decreased 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Alanine aminotransferase increased 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Ammonia increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Antithrombin iii decreased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Blood alkaline phosphatase increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood chloride increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood creatine phosphokinase increased 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Blood lactate dehydrogenase increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood magnesium increased 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Blood potassium decreased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Blood uric acid increased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Chest x-ray abnormal 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Chlamydia test positive 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Cytomegalovirus test positive 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (3.7 ) 1 (3.7 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Heart sounds abnormal 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lymph node palpable 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Lymphocyte count decreased 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Protein total decreased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Serum ferritin increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Weight decreased 1 (3.7 ) 0 1 (3.7 ) 0 0 

Metabolism and nutrition disorders      

  -Total 18 (66.7) 4 (14.8) 5 (18.5) 7 (25.9) 2 (7.4 ) 

  Hypokalaemia 10 (37.0) 3 (11.1) 2 (7.4 ) 5 (18.5) 0 

  Hypoalbuminaemia 6 (22.2) 2 (7.4 ) 3 (11.1) 1 (3.7 ) 0 

  Hypocalcaemia 6 (22.2) 1 (3.7 ) 2 (7.4 ) 1 (3.7 ) 2 (7.4 ) 

  Hypophosphataemia 6 (22.2) 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 

  Hypomagnesaemia 5 (18.5) 5 (18.5) 0 0 0 

  Decreased appetite 4 (14.8) 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 

  Hyperglycaemia 3 (11.1) 1 (3.7 ) 0 2 (7.4 ) 0 

  Hypercalcaemia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Hyperuricaemia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Hyponatraemia 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Dehydration 1 (3.7 ) 0 0 1 (3.7 ) 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fluid overload 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hyperferritinaemia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hyperkalaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypernatraemia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hyperphosphataemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lactic acidosis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Tumour lysis syndrome 1 (3.7 ) 0 0 0 1 (3.7 ) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 11 (40.7) 4 (14.8) 5 (18.5) 2 (7.4 ) 0 

  Arthralgia 5 (18.5) 0 4 (14.8) 1 (3.7 ) 0 

  Myalgia 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 

  Back pain 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 

  Pain in extremity 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 

  Muscular weakness 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Neck pain 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Osteopenia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Bone pain 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Osteonecrosis 1 (3.7 ) 1 (3.7 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (7.4 ) 0 0 0 2 (7.4 ) 

  Acute lymphocytic leukaemia recurrent 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Leukaemia 1 (3.7 ) 0 0 0 1 (3.7 ) 

Nervous system disorders      

  -Total 13 (48.1) 2 (7.4 ) 8 (29.6) 3 (11.1) 0 

  Headache 7 (25.9) 3 (11.1) 3 (11.1) 1 (3.7 ) 0 

  Tremor 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Lethargy 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Seizure 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Cerebral atrophy 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Depressed level of consciousness 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Dysarthria 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Dyskinesia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Encephalopathy 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Facial paralysis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Intracranial pressure increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Nervous system disorder 1 (3.7 ) 0 1 (3.7 ) 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neuralgia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Neurological decompensation 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Neuropathy peripheral 1 (3.7 ) 0 1 (3.7 ) 0 0 

Psychiatric disorders      

  -Total 9 (33.3) 4 (14.8) 4 (14.8) 1 (3.7 ) 0 

  Agitation 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Anxiety 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Confusional state 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Insomnia 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Irritability 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Disorientation 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hallucination 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Initial insomnia 1 (3.7 ) 1 (3.7 ) 0 0 0 

Renal and urinary disorders      

  -Total 5 (18.5) 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 

  Haematuria 3 (11.1) 2 (7.4 ) 0 1 (3.7 ) 0 

  Acute kidney injury 2 (7.4 ) 0 1 (3.7 ) 0 1 (3.7 ) 

  Proteinuria 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Urinary incontinence 1 (3.7 ) 1 (3.7 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Reproductive system and breast disorders      

  -Total 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Metrorrhagia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Perineal pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Scrotal oedema 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Vulvovaginal pain 1 (3.7 ) 0 1 (3.7 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 10 (37.0) 3 (11.1) 1 (3.7 ) 5 (18.5) 1 (3.7 ) 

  Cough 7 (25.9) 5 (18.5) 2 (7.4 ) 0 0 

  Hypoxia 5 (18.5) 1 (3.7 ) 0 3 (11.1) 1 (3.7 ) 

  Dyspnoea 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Nasal congestion 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Oropharyngeal pain 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Rhinorrhoea 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Apnoea 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Epistaxis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lung disorder 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Nasal septum perforation 1 (3.7 ) 0 1 (3.7 ) 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pleural effusion 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Productive cough 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Pulmonary granuloma 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Rhinalgia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Sinus pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Stridor 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Tachypnoea 1 (3.7 ) 0 1 (3.7 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 15 (55.6) 10 (37.0) 4 (14.8) 1 (3.7 ) 0 

  Rash 5 (18.5) 3 (11.1) 1 (3.7 ) 1 (3.7 ) 0 

  Pruritus 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 

  Erythema 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Petechiae 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Dermatitis acneiform 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dermatitis bullous 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dry skin 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Eczema 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Ingrowing nail 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Papule 1 (3.7 ) 1 (3.7 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Skin exfoliation 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Skin ulcer 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Urticaria 1 (3.7 ) 1 (3.7 ) 0 0 0 

Vascular disorders      

  -Total 10 (37.0) 4 (14.8) 3 (11.1) 3 (11.1) 0 

  Hypertension 5 (18.5) 1 (3.7 ) 1 (3.7 ) 3 (11.1) 0 

  Hypotension 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Embolism 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Flushing 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hot flush 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lymphoedema 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Vascular occlusion 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Venous thrombosis limb 1 (3.7 ) 0 1 (3.7 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 143f => Adverse events  post CTL019 infusi on, reg ardless of study dr ug rel ationship, by primar y system organ class , pref erred ter m, maxi mum CTC grade and Baseli ne bone marrow tumor bur den ( Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                            
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143f 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

26 (100) 2 (7.7 ) 7 (26.9) 8 (30.8) 9 (34.6) 

Blood and lymphatic system 
disorders 

     

  -Total 11 (42.3) 2 (7.7 ) 3 (11.5) 6 (23.1) 0 

  Anaemia 5 (19.2) 2 (7.7 ) 2 (7.7 ) 1 (3.8 ) 0 

  Febrile neutropenia 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

  Bone marrow failure 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Neutropenia 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Pancytopenia 1 (3.8 ) 0 0 1 (3.8 ) 0 

Cardiac disorders      

  -Total 5 (19.2) 4 (15.4) 1 (3.8 ) 0 0 

  Tachycardia 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  Cardiac discomfort 1 (3.8 ) 1 (3.8 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus bradycardia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Sinus tachycardia 1 (3.8 ) 1 (3.8 ) 0 0 0 

Eye disorders      

  -Total 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Dry eye 1 (3.8 ) 1 (3.8 ) 0 0 0 

Gastrointestinal disorders      

  -Total 10 (38.5) 3 (11.5) 6 (23.1) 1 (3.8 ) 0 

  Diarrhoea 5 (19.2) 3 (11.5) 1 (3.8 ) 1 (3.8 ) 0 

  Nausea 5 (19.2) 0 5 (19.2) 0 0 

  Vomiting 4 (15.4) 2 (7.7 ) 2 (7.7 ) 0 0 

  Abdominal pain 2 (7.7 ) 0 2 (7.7 ) 0 0 

  Abdominal pain upper 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Constipation 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Gastrointestinal pain 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Gingival bleeding 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Hypoaesthesia oral 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Lip haemorrhage 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Paraesthesia oral 1 (3.8 ) 1 (3.8 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

     

  -Total 13 (50.0) 7 (26.9) 5 (19.2) 1 (3.8 ) 0 

  Pyrexia 8 (30.8) 5 (19.2) 3 (11.5) 0 0 

  Fatigue 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  Oedema peripheral 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Asthenia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Catheter site erythema 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Catheter site pain 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Chills 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Face oedema 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Localised oedema 1 (3.8 ) 0 0 1 (3.8 ) 0 

Hepatobiliary disorders      

  -Total 2 (7.7 ) 0 0 2 (7.7 ) 0 

  Cholestasis 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Hepatocellular injury 1 (3.8 ) 0 0 1 (3.8 ) 0 

Immune system disorders      

  -Total 18 (69.2) 3 (11.5) 9 (34.6) 2 (7.7 ) 4 (15.4) 

  Cytokine release syndrome 15 (57.7) 3 (11.5) 6 (23.1) 2 (7.7 ) 4 (15.4) 
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Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypogammaglobulinaemia 8 (30.8) 3 (11.5) 5 (19.2) 0 0 

  Allergy to immunoglobulin therapy 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Drug hypersensitivity 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.8 ) 0 0 1 (3.8 ) 0 

Infections and infestations      

  -Total 9 (34.6) 1 (3.8 ) 7 (26.9) 1 (3.8 ) 0 

  Device related infection 2 (7.7 ) 0 2 (7.7 ) 0 0 

  Eye infection 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Herpes zoster 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Influenza 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Meningitis aseptic 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Nail infection 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Oral fungal infection 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Parotitis 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Respiratory tract infection 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Upper respiratory tract infection 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Vulvitis 1 (3.8 ) 0 1 (3.8 ) 0 0 



  

  

790 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (15.4) 1 (3.8 ) 2 (7.7 ) 1 (3.8 ) 0 

  Allergic transfusion reaction 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Contusion 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Fall 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Periorbital haematoma 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Procedural pain 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Subcutaneous haematoma 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Thermal burn 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Transfusion reaction 1 (3.8 ) 1 (3.8 ) 0 0 0 

Investigations      

  -Total 15 (57.7) 2 (7.7 ) 4 (15.4) 3 (11.5) 6 (23.1) 

  Neutrophil count decreased 5 (19.2) 1 (3.8 ) 0 2 (7.7 ) 2 (7.7 ) 

  Platelet count decreased 5 (19.2) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 2 (7.7 ) 

  Aspartate aminotransferase 
increased 

3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  White blood cell count decreased 3 (11.5) 0 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 

  Alanine aminotransferase 
increased 

2 (7.7 ) 1 (3.8 ) 0 1 (3.8 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Immunoglobulins decreased 2 (7.7 ) 0 1 (3.8 ) 0 1 (3.8 ) 

  Prothrombin time prolonged 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Antithrombin iii decreased 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Blood creatinine increased 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Blood urea increased 1 (3.8 ) 1 (3.8 ) 0 0 0 

  C-reactive protein increased 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Fungal test positive 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Gamma-glutamyltransferase 
increased 

1 (3.8 ) 0 1 (3.8 ) 0 0 

  Haemoglobin decreased 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Serum ferritin increased 1 (3.8 ) 1 (3.8 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 12 (46.2) 7 (26.9) 3 (11.5) 2 (7.7 ) 0 

  Hypoalbuminaemia 3 (11.5) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 0 

  Hypokalaemia 3 (11.5) 2 (7.7 ) 0 1 (3.8 ) 0 

  Decreased appetite 2 (7.7 ) 1 (3.8 ) 0 1 (3.8 ) 0 

  Hypomagnesaemia 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Fluid overload 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Fluid retention 1 (3.8 ) 0 1 (3.8 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperglycaemia 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Hyperphosphataemia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Hyperuricaemia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Hypophosphataemia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Vitamin d deficiency 1 (3.8 ) 1 (3.8 ) 0 0 0 

Musculoskeletal and connective 
tissue disorders 

     

  -Total 8 (30.8) 5 (19.2) 2 (7.7 ) 1 (3.8 ) 0 

  Myalgia 3 (11.5) 3 (11.5) 0 0 0 

  Pain in extremity 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Arthralgia 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Back pain 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Joint effusion 1 (3.8 ) 0 0 1 (3.8 ) 0 

Nervous system disorders      

  -Total 8 (30.8) 4 (15.4) 2 (7.7 ) 2 (7.7 ) 0 

  Headache 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  Seizure 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

  Dysgeusia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Intention tremor 1 (3.8 ) 1 (3.8 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tremor 1 (3.8 ) 1 (3.8 ) 0 0 0 

Product issues      

  -Total 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Device occlusion 1 (3.8 ) 0 1 (3.8 ) 0 0 

Psychiatric disorders      

  -Total 6 (23.1) 3 (11.5) 3 (11.5) 0 0 

  Delirium 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Insomnia 2 (7.7 ) 0 2 (7.7 ) 0 0 

  Agitation 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Anxiety 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Initial insomnia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Irritability 1 (3.8 ) 1 (3.8 ) 0 0 0 

Renal and urinary disorders      

  -Total 5 (19.2) 2 (7.7 ) 2 (7.7 ) 1 (3.8 ) 0 

  Acute kidney injury 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Chromaturia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Dysuria 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Polyuria 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Urinary incontinence 1 (3.8 ) 1 (3.8 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urinary tract disorder 1 (3.8 ) 0 1 (3.8 ) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

  -Total 8 (30.8) 5 (19.2) 1 (3.8 ) 2 (7.7 ) 0 

  Hypoxia 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

  Oropharyngeal pain 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  Cough 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Rhinorrhoea 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Dyspnoea 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Epistaxis 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Increased upper airway secretion 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Tachypnoea 1 (3.8 ) 1 (3.8 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 8 (30.8) 6 (23.1) 2 (7.7 ) 0 0 

  Erythema 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  Dry skin 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Papule 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Pruritus 2 (7.7 ) 2 (7.7 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Acne 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Hangnail 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Ingrowing nail 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Petechiae 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Urticaria 1 (3.8 ) 0 1 (3.8 ) 0 0 

Vascular disorders      

  -Total 5 (19.2) 2 (7.7 ) 1 (3.8 ) 2 (7.7 ) 0 

  Hypertension 2 (7.7 ) 1 (3.8 ) 0 1 (3.8 ) 0 

  Hypotension 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Capillary leak syndrome 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Venous thrombosis limb 1 (3.8 ) 0 1 (3.8 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143f 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

40 (100) 4 (10.0) 5 (12.5) 12 (30.0) 19 (47.5) 

Blood and lymphatic system 
disorders 

     

  -Total 22 (55.0) 4 (10.0) 3 (7.5 ) 9 (22.5) 6 (15.0) 

  Anaemia 8 (20.0) 3 (7.5 ) 0 5 (12.5) 0 

  Neutropenia 6 (15.0) 0 0 1 (2.5 ) 5 (12.5) 

  Thrombocytopenia 4 (10.0) 0 1 (2.5 ) 2 (5.0 ) 1 (2.5 ) 

  Disseminated intravascular 
coagulation 

3 (7.5 ) 0 2 (5.0 ) 1 (2.5 ) 0 

  Febrile neutropenia 2 (5.0 ) 0 0 2 (5.0 ) 0 

  B-cell aplasia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Bone marrow failure 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Coagulation factor deficiency 1 (2.5 ) 0 0 1 (2.5 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Leukopenia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Splenomegaly 1 (2.5 ) 1 (2.5 ) 0 0 0 

Cardiac disorders      

  -Total 10 (25.0) 6 (15.0) 2 (5.0 ) 2 (5.0 ) 0 

  Tachycardia 5 (12.5) 4 (10.0) 1 (2.5 ) 0 0 

  Left ventricular dysfunction 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Sinus bradycardia 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Sinus tachycardia 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Bradycardia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Cardiac hypertrophy 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Pericardial effusion 1 (2.5 ) 0 1 (2.5 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Talipes 1 (2.5 ) 1 (2.5 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Vertigo 1 (2.5 ) 0 0 1 (2.5 ) 0 

Endocrine disorders      



  

  

800 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Precocious puberty 1 (2.5 ) 1 (2.5 ) 0 0 0 

Eye disorders      

  -Total 6 (15.0) 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 

  Amaurosis 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Blepharospasm 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Conjunctival haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Diplopia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Dry eye 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Ocular hypertension 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Optic atrophy 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Vision blurred 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Vitreous opacities 1 (2.5 ) 1 (2.5 ) 0 0 0 

Gastrointestinal disorders      

  -Total 23 (57.5) 9 (22.5) 10 (25.0) 4 (10.0) 0 

  Diarrhoea 10 (25.0) 8 (20.0) 1 (2.5 ) 1 (2.5 ) 0 

  Nausea 6 (15.0) 1 (2.5 ) 4 (10.0) 1 (2.5 ) 0 

  Vomiting 5 (12.5) 4 (10.0) 1 (2.5 ) 0 0 

  Abdominal pain 4 (10.0) 4 (10.0) 0 0 0 



  

  

801 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Constipation 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Abdominal distension 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Abdominal pain upper 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Anal fissure 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Anal fistula 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Anal haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Anal incontinence 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Dyspepsia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Gingival swelling 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Lip dry 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Paraesthesia oral 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Proctalgia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Rectal haemorrhage 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Rectal ulcer 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Stomatitis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Upper gastrointestinal 
haemorrhage 

1 (2.5 ) 1 (2.5 ) 0 0 0 



  

  

802 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and 
administration site conditions 

     

  -Total 22 (55.0) 8 (20.0) 8 (20.0) 5 (12.5) 1 (2.5 ) 

  Pyrexia 15 (37.5) 7 (17.5) 5 (12.5) 3 (7.5 ) 0 

  Face oedema 4 (10.0) 4 (10.0) 0 0 0 

  Fatigue 4 (10.0) 1 (2.5 ) 3 (7.5 ) 0 0 

  Pain 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 0 0 

  Oedema peripheral 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Asthenia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Catheter site haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Catheter site pain 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Catheter site pruritus 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Drug withdrawal syndrome 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Localised oedema 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Mucosal inflammation 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Multiple organ dysfunction 
syndrome 

1 (2.5 ) 0 0 0 1 (2.5 ) 

  Non-cardiac chest pain 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Oedema 1 (2.5 ) 0 1 (2.5 ) 0 0 



  

  

803 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders      

  -Total 4 (10.0) 2 (5.0 ) 1 (2.5 ) 0 1 (2.5 ) 

  Gallbladder oedema 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Hepatic failure 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Hepatic steatosis 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Hepatosplenomegaly 1 (2.5 ) 0 0 0 1 (2.5 ) 

Immune system disorders      

  -Total 32 (80.0) 8 (20.0) 8 (20.0) 8 (20.0) 8 (20.0) 

  Cytokine release syndrome 29 (72.5) 8 (20.0) 6 (15.0) 7 (17.5) 8 (20.0) 

  Hypogammaglobulinaemia 8 (20.0) 1 (2.5 ) 6 (15.0) 1 (2.5 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Allergy to immunoglobulin therapy 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Atopy 1 (2.5 ) 1 (2.5 ) 0 0 0 

Infections and infestations      

  -Total 16 (40.0) 1 (2.5 ) 5 (12.5) 8 (20.0) 2 (5.0 ) 

  Candida infection 2 (5.0 ) 1 (2.5 ) 0 1 (2.5 ) 0 

  Sepsis 2 (5.0 ) 0 0 1 (2.5 ) 1 (2.5 ) 

  Vascular device infection 2 (5.0 ) 0 0 2 (5.0 ) 0 



  

  

804 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspergillus infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Bacterial infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Bronchopulmonary aspergillosis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Cellulitis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Cellulitis orbital 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Central nervous system infection 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Cerebral fungal infection 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Helminthic infection 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Nasopharyngitis 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Paronychia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Pneumonia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Pneumonia viral 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Rash pustular 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Respiratory syncytial virus infection 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Sinusitis 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Systemic infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Upper respiratory tract infection 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Urinary tract infection viral 1 (2.5 ) 0 1 (2.5 ) 0 0 



  

  

805 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Viral upper respiratory tract 
infection 

1 (2.5 ) 0 1 (2.5 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (10.0) 0 4 (10.0) 0 0 

  Allergic transfusion reaction 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Femoral neck fracture 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Infusion related reaction 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Post procedural haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Stoma site erythema 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Stoma site haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

Investigations      

  -Total 22 (55.0) 3 (7.5 ) 4 (10.0) 7 (17.5) 8 (20.0) 

  White blood cell count decreased 7 (17.5) 0 1 (2.5 ) 2 (5.0 ) 4 (10.0) 

  Neutrophil count decreased 6 (15.0) 0 0 1 (2.5 ) 5 (12.5) 

  Blood fibrinogen decreased 5 (12.5) 0 2 (5.0 ) 3 (7.5 ) 0 

  Blood bilirubin increased 3 (7.5 ) 0 1 (2.5 ) 1 (2.5 ) 1 (2.5 ) 

  Lymphocyte count decreased 3 (7.5 ) 0 0 3 (7.5 ) 0 

  Platelet count decreased 3 (7.5 ) 0 1 (2.5 ) 1 (2.5 ) 1 (2.5 ) 



  

  

806 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspartate aminotransferase 
increased 

2 (5.0 ) 1 (2.5 ) 0 1 (2.5 ) 0 

  Blood alkaline phosphatase 
increased 

2 (5.0 ) 2 (5.0 ) 0 0 0 

  Blood creatinine increased 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Immunoglobulins decreased 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Activated partial thromboplastin 
time prolonged 

1 (2.5 ) 1 (2.5 ) 0 0 0 

  Alanine aminotransferase 
increased 

1 (2.5 ) 1 (2.5 ) 0 0 0 

  Ammonia increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blood chloride increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blood creatine phosphokinase 
increased 

1 (2.5 ) 0 0 0 1 (2.5 ) 

  Blood fibrinogen increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blood magnesium increased 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Blood potassium decreased 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Blood urea decreased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blood uric acid increased 1 (2.5 ) 0 1 (2.5 ) 0 0 



  

  

807 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood urine present 1 (2.5 ) 0 1 (2.5 ) 0 0 

  C-reactive protein increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Chest x-ray abnormal 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (2.5 ) 1 (2.5 ) 0 0 0 

  Heart sounds abnormal 1 (2.5 ) 1 (2.5 ) 0 0 0 

  International normalised ratio 
increased 

1 (2.5 ) 1 (2.5 ) 0 0 0 

  Lipase increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Monocyte count decreased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Protein total decreased 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Prothrombin time prolonged 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Serum ferritin increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 17 (42.5) 5 (12.5) 5 (12.5) 5 (12.5) 2 (5.0 ) 

  Hypokalaemia 11 (27.5) 5 (12.5) 2 (5.0 ) 4 (10.0) 0 

  Hypophosphataemia 8 (20.0) 5 (12.5) 1 (2.5 ) 2 (5.0 ) 0 

  Hypocalcaemia 7 (17.5) 1 (2.5 ) 2 (5.0 ) 2 (5.0 ) 2 (5.0 ) 

  Decreased appetite 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 0 



  

  

808 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoalbuminaemia 4 (10.0) 1 (2.5 ) 3 (7.5 ) 0 0 

  Dehydration 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Hyponatraemia 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Hypercalcaemia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Hyperglycaemia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Hyperkalaemia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Hypernatraemia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Hyperphosphataemia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Hyperuricaemia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Hypomagnesaemia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Tumour lysis syndrome 1 (2.5 ) 0 0 0 1 (2.5 ) 

Musculoskeletal and connective 
tissue disorders 

     

  -Total 9 (22.5) 3 (7.5 ) 4 (10.0) 2 (5.0 ) 0 

  Muscular weakness 3 (7.5 ) 1 (2.5 ) 1 (2.5 ) 1 (2.5 ) 0 

  Myalgia 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Arthralgia 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Bone pain 2 (5.0 ) 0 2 (5.0 ) 0 0 

  Pain in extremity 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 



  

  

809 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Joint stiffness 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Osteonecrosis 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Osteopenia 1 (2.5 ) 1 (2.5 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 3 (7.5 ) 0 0 1 (2.5 ) 2 (5.0 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (2.5 ) 0 0 0 1 (2.5 ) 

  Leukaemia 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Neoplasm progression 1 (2.5 ) 0 0 1 (2.5 ) 0 

Nervous system disorders      

  -Total 17 (42.5) 5 (12.5) 8 (20.0) 4 (10.0) 0 

  Headache 8 (20.0) 3 (7.5 ) 4 (10.0) 1 (2.5 ) 0 

  Seizure 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 0 0 

  Tremor 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Cerebral atrophy 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Depressed level of consciousness 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Dizziness 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Dyskinesia 1 (2.5 ) 0 0 1 (2.5 ) 0 



  

  

810 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Encephalopathy 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Head discomfort 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Hyperkinesia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Intention tremor 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Lethargy 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Nervous system disorder 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Neuralgia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Neurological decompensation 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Somnolence 1 (2.5 ) 0 0 1 (2.5 ) 0 

Psychiatric disorders      

  -Total 8 (20.0) 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 

  Agitation 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Anxiety 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Confusional state 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Disorientation 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Hallucination 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Insomnia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Irritability 1 (2.5 ) 1 (2.5 ) 0 0 0 

Renal and urinary disorders      



  

  

811 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 6 (15.0) 2 (5.0 ) 3 (7.5 ) 0 1 (2.5 ) 

  Acute kidney injury 2 (5.0 ) 0 1 (2.5 ) 0 1 (2.5 ) 

  Haematuria 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Dysuria 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Polyuria 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Proteinuria 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Renal impairment 1 (2.5 ) 0 1 (2.5 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Scrotal oedema 1 (2.5 ) 1 (2.5 ) 0 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

  -Total 11 (27.5) 3 (7.5 ) 4 (10.0) 3 (7.5 ) 1 (2.5 ) 

  Hypoxia 5 (12.5) 1 (2.5 ) 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 

  Cough 4 (10.0) 2 (5.0 ) 2 (5.0 ) 0 0 

  Epistaxis 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Tachypnoea 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Apnoea 1 (2.5 ) 0 0 1 (2.5 ) 0 



  

  

812 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lung disorder 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Pleural effusion 1 (2.5 ) 1 (2.5 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 16 (40.0) 13 (32.5) 2 (5.0 ) 1 (2.5 ) 0 

  Rash 6 (15.0) 5 (12.5) 0 1 (2.5 ) 0 

  Pruritus 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 0 

  Petechiae 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Erythema 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Dermatitis acneiform 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Dry skin 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Skin discolouration 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Skin exfoliation 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Skin lesion 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Urticaria 1 (2.5 ) 1 (2.5 ) 0 0 0 

Vascular disorders      

  -Total 13 (32.5) 6 (15.0) 2 (5.0 ) 5 (12.5) 0 

  Hypertension 5 (12.5) 2 (5.0 ) 1 (2.5 ) 2 (5.0 ) 0 

  Hypotension 4 (10.0) 2 (5.0 ) 0 2 (5.0 ) 0 



  

  

813 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hot flush 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Jugular vein thrombosis 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Lymphoedema 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Pallor 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Vascular occlusion 1 (2.5 ) 1 (2.5 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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814 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143f 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100) 1 (33.3) 0 0 2 (66.7) 

Blood and lymphatic system 
disorders 

     

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

Gastrointestinal disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Vomiting 1 (33.3) 1 (33.3) 0 0 0 

General disorders and 
administration site conditions 

     

  -Total 2 (66.7) 1 (33.3) 0 1 (33.3) 0 

  Pyrexia 2 (66.7) 1 (33.3) 0 1 (33.3) 0 



  

  

815 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Catheter site haemorrhage 1 (33.3) 0 0 1 (33.3) 0 

  Pain 1 (33.3) 0 0 1 (33.3) 0 

Immune system disorders      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Cytokine release syndrome 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Allergy to immunoglobulin therapy 1 (33.3) 0 1 (33.3) 0 0 

Infections and infestations      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Cystitis 1 (33.3) 0 1 (33.3) 0 0 

  Pseudomembranous colitis 1 (33.3) 0 1 (33.3) 0 0 

Investigations      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Clostridium test positive 1 (33.3) 0 1 (33.3) 0 0 

  Platelet count decreased 1 (33.3) 0 0 1 (33.3) 0 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 2 (66.7) 0 0 2 (66.7) 0 

  Dehydration 1 (33.3) 0 0 1 (33.3) 0 

  Hypokalaemia 1 (33.3) 0 0 1 (33.3) 0 



  

  

816 

Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective 
tissue disorders 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Arthralgia 1 (33.3) 1 (33.3) 0 0 0 

Nervous system disorders      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Encephalopathy 1 (33.3) 0 0 0 1 (33.3) 

  Headache 1 (33.3) 0 1 (33.3) 0 0 

  Somnolence 1 (33.3) 0 0 1 (33.3) 0 

Psychiatric disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Anxiety 1 (33.3) 0 1 (33.3) 0 0 

  Insomnia 1 (33.3) 0 1 (33.3) 0 0 

  Restlessness 1 (33.3) 0 1 (33.3) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Pleural effusion 1 (33.3) 0 1 (33.3) 0 0 

Skin and subcutaneous tissue 
disorders 
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Timing: within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Decubitus ulcer 1 (33.3) 0 1 (33.3) 0 0 

  Rash 1 (33.3) 0 1 (33.3) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143f 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least 
one AE 

20 (83.3) 6 (25.0) 1 (4.2 ) 10 (41.7) 3 (12.5) 

Blood and lymphatic system 
disorders 

     

  -Total 5 (20.8) 1 (4.2 ) 2 (8.3 ) 2 (8.3 ) 0 

  Anaemia 2 (8.3 ) 0 1 (4.2 ) 1 (4.2 ) 0 

  Neutropenia 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  B-cell aplasia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Thrombocytopenia 1 (4.2 ) 0 1 (4.2 ) 0 0 

Eye disorders      

  -Total 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Astigmatism 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Conjunctivitis allergic 1 (4.2 ) 0 1 (4.2 ) 0 0 



  

  

819 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypermetropia 1 (4.2 ) 1 (4.2 ) 0 0 0 

Gastrointestinal disorders      

  -Total 10 (41.7) 5 (20.8) 5 (20.8) 0 0 

  Nausea 4 (16.7) 2 (8.3 ) 2 (8.3 ) 0 0 

  Abdominal pain 3 (12.5) 3 (12.5) 0 0 0 

  Vomiting 3 (12.5) 2 (8.3 ) 1 (4.2 ) 0 0 

  Diarrhoea 2 (8.3 ) 0 2 (8.3 ) 0 0 

  Abdominal pain lower 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Constipation 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Gastrointestinal motility disorder 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Stomatitis 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Toothache 1 (4.2 ) 1 (4.2 ) 0 0 0 

General disorders and 
administration site conditions 

     

  -Total 9 (37.5) 4 (16.7) 4 (16.7) 1 (4.2 ) 0 

  Pyrexia 7 (29.2) 2 (8.3 ) 4 (16.7) 1 (4.2 ) 0 

  Chills 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Axillary pain 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Catheter site erythema 1 (4.2 ) 1 (4.2 ) 0 0 0 



  

  

820 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fatigue 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Gait disturbance 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Pain 1 (4.2 ) 1 (4.2 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Hepatotoxicity 1 (4.2 ) 0 1 (4.2 ) 0 0 

Immune system disorders      

  -Total 3 (12.5) 2 (8.3 ) 1 (4.2 ) 0 0 

  Hypogammaglobulinaemia 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Allergy to immunoglobulin therapy 1 (4.2 ) 1 (4.2 ) 0 0 0 

Infections and infestations      

  -Total 14 (58.3) 3 (12.5) 3 (12.5) 8 (33.3) 0 

  Herpes zoster 3 (12.5) 0 2 (8.3 ) 1 (4.2 ) 0 

  Upper respiratory tract infection 3 (12.5) 1 (4.2 ) 2 (8.3 ) 0 0 

  Device related infection 2 (8.3 ) 0 0 2 (8.3 ) 0 

  Gastroenteritis 2 (8.3 ) 2 (8.3 ) 0 0 0 

  Nasopharyngitis 2 (8.3 ) 2 (8.3 ) 0 0 0 

  Body tinea 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Bronchitis 1 (4.2 ) 1 (4.2 ) 0 0 0 



  

  

821 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Influenza 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Laryngitis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Meningitis aseptic 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Otitis externa 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Otitis media 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Otitis media acute 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Parainfluenzae virus infection 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Pneumonia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Pneumonia haemophilus 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Rash pustular 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Respiratory syncytial virus 
infection 

1 (4.2 ) 0 0 1 (4.2 ) 0 

  Rhinitis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Skin infection 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Tinea pedis 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Tonsillitis 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Tooth infection 1 (4.2 ) 0 1 (4.2 ) 0 0 



  

  

822 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural 
complications 

     

  -Total 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Contusion 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Ligament sprain 1 (4.2 ) 0 1 (4.2 ) 0 0 

Investigations      

  -Total 11 (45.8) 4 (16.7) 2 (8.3 ) 2 (8.3 ) 3 (12.5) 

  Platelet count decreased 5 (20.8) 3 (12.5) 2 (8.3 ) 0 0 

  Alanine aminotransferase 
increased 

4 (16.7) 3 (12.5) 0 0 1 (4.2 ) 

  Aspartate aminotransferase 
increased 

4 (16.7) 3 (12.5) 0 0 1 (4.2 ) 

  White blood cell count decreased 4 (16.7) 2 (8.3 ) 0 1 (4.2 ) 1 (4.2 ) 

  Neutrophil count decreased 3 (12.5) 0 0 1 (4.2 ) 2 (8.3 ) 

  Lymphocyte count decreased 2 (8.3 ) 1 (4.2 ) 0 1 (4.2 ) 0 

  Cytomegalovirus test positive 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Immunoglobulins decreased 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Lymph node palpable 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Vitamin d decreased 1 (4.2 ) 1 (4.2 ) 0 0 0 

Metabolism and nutrition disorders      



  

  

823 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (8.3 ) 2 (8.3 ) 0 0 0 

  Decreased appetite 2 (8.3 ) 2 (8.3 ) 0 0 0 

Musculoskeletal and connective 
tissue disorders 

     

  -Total 5 (20.8) 2 (8.3 ) 3 (12.5) 0 0 

  Arthralgia 3 (12.5) 1 (4.2 ) 2 (8.3 ) 0 0 

  Back pain 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Bone pain 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Pain in extremity 1 (4.2 ) 0 1 (4.2 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (8.3 ) 0 0 2 (8.3 ) 0 

  Acute lymphocytic leukaemia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (4.2 ) 0 0 1 (4.2 ) 0 

Nervous system disorders      

  -Total 3 (12.5) 1 (4.2 ) 2 (8.3 ) 0 0 

  Headache 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Dizziness 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Hemiparesis 1 (4.2 ) 0 1 (4.2 ) 0 0 



  

  

824 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Intracranial pressure increased 1 (4.2 ) 1 (4.2 ) 0 0 0 

Psychiatric disorders      

  -Total 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Confusional state 1 (4.2 ) 1 (4.2 ) 0 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

  -Total 5 (20.8) 3 (12.5) 1 (4.2 ) 1 (4.2 ) 0 

  Cough 3 (12.5) 2 (8.3 ) 1 (4.2 ) 0 0 

  Dyspnoea 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Epistaxis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Oropharyngeal pain 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Pulmonary granuloma 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Stridor 1 (4.2 ) 0 1 (4.2 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 4 (16.7) 2 (8.3 ) 2 (8.3 ) 0 0 

  Dermatitis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Eczema 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Hangnail 1 (4.2 ) 1 (4.2 ) 0 0 0 



  

  

825 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ingrowing nail 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Rash 1 (4.2 ) 0 1 (4.2 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t143_gd_b2001x.sas@@/main/4 25JUN21:16:25                                        Final 

 
  



  

  

826 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143f 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least 
one AE 

25 (75.8) 3 (9.1 ) 10 (30.3) 8 (24.2) 4 (12.1) 

Blood and lymphatic system 
disorders 

     

  -Total 7 (21.2) 1 (3.0 ) 2 (6.1 ) 4 (12.1) 0 

  Anaemia 3 (9.1 ) 1 (3.0 ) 1 (3.0 ) 1 (3.0 ) 0 

  Thrombocytopenia 3 (9.1 ) 0 1 (3.0 ) 2 (6.1 ) 0 

  Leukocytosis 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Lymphopenia 1 (3.0 ) 0 0 1 (3.0 ) 0 

Cardiac disorders      

  -Total 3 (9.1 ) 3 (9.1 ) 0 0 0 

  Sinus tachycardia 2 (6.1 ) 2 (6.1 ) 0 0 0 

  Tachycardia 2 (6.1 ) 2 (6.1 ) 0 0 0 



  

  

827 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus bradycardia 1 (3.0 ) 1 (3.0 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Ear pain 1 (3.0 ) 1 (3.0 ) 0 0 0 

Endocrine disorders      

  -Total 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Hypothyroidism 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (3.0 ) 1 (3.0 ) 0 0 0 

Eye disorders      

  -Total 5 (15.2) 4 (12.1) 1 (3.0 ) 0 0 

  Eye pain 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Blepharitis 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Blindness unilateral 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Eye pruritus 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Lacrimation increased 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Ocular hyperaemia 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Visual impairment 1 (3.0 ) 1 (3.0 ) 0 0 0 

Gastrointestinal disorders      



  

  

828 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 6 (18.2) 4 (12.1) 2 (6.1 ) 0 0 

  Constipation 4 (12.1) 3 (9.1 ) 1 (3.0 ) 0 0 

  Abdominal distension 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Abdominal pain 2 (6.1 ) 0 2 (6.1 ) 0 0 

  Diarrhoea 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Nausea 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Dental caries 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Oral pain 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Periodontal disease 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Proctalgia 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Stomatitis 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Vomiting 1 (3.0 ) 0 1 (3.0 ) 0 0 

General disorders and 
administration site conditions 

     

  -Total 8 (24.2) 3 (9.1 ) 5 (15.2) 0 0 

  Pyrexia 7 (21.2) 2 (6.1 ) 5 (15.2) 0 0 

  Chills 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Facial pain 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Gait disturbance 1 (3.0 ) 1 (3.0 ) 0 0 0 



  

  

829 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Generalised oedema 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Localised oedema 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Malaise 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Non-cardiac chest pain 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Oedema peripheral 1 (3.0 ) 0 1 (3.0 ) 0 0 

Immune system disorders      

  -Total 6 (18.2) 2 (6.1 ) 3 (9.1 ) 1 (3.0 ) 0 

  Hypogammaglobulinaemia 3 (9.1 ) 1 (3.0 ) 1 (3.0 ) 1 (3.0 ) 0 

  Drug hypersensitivity 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Allergy to immunoglobulin therapy 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Cytokine release syndrome 1 (3.0 ) 0 1 (3.0 ) 0 0 

Infections and infestations      

  -Total 18 (54.5) 5 (15.2) 8 (24.2) 4 (12.1) 1 (3.0 ) 

  Nasopharyngitis 5 (15.2) 4 (12.1) 1 (3.0 ) 0 0 

  Rhinitis 4 (12.1) 3 (9.1 ) 1 (3.0 ) 0 0 

  Enterovirus infection 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Oral herpes 2 (6.1 ) 0 2 (6.1 ) 0 0 

  Rash pustular 2 (6.1 ) 2 (6.1 ) 0 0 0 

  Sinusitis 2 (6.1 ) 0 1 (3.0 ) 1 (3.0 ) 0 



  

  

830 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Upper respiratory tract infection 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Alternaria infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Aspergillus infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Atypical pneumonia 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Bacterial infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Bronchitis 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Candida infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Catheter site infection 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Central nervous system infection 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Conjunctivitis 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Conjunctivitis viral 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Enterococcal infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Folliculitis 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Gastroenteritis 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Herpes zoster 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Impetigo 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Mucosal infection 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Otitis externa 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Otitis media 1 (3.0 ) 1 (3.0 ) 0 0 0 



  

  

831 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Paronychia 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Periorbital cellulitis 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Pharyngitis 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Pneumonia 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Rhinovirus infection 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Sepsis 1 (3.0 ) 0 0 0 1 (3.0 ) 

  Septic shock 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Viral upper respiratory tract 
infection 

1 (3.0 ) 0 1 (3.0 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (9.1 ) 0 3 (9.1 ) 0 0 

  Contusion 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Fall 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Infusion related reaction 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Procedural pain 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Skin abrasion 1 (3.0 ) 0 1 (3.0 ) 0 0 

Investigations      

  -Total 8 (24.2) 1 (3.0 ) 3 (9.1 ) 3 (9.1 ) 1 (3.0 ) 



  

  

832 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 3 (9.1 ) 0 0 2 (6.1 ) 1 (3.0 ) 

  White blood cell count decreased 3 (9.1 ) 0 0 2 (6.1 ) 1 (3.0 ) 

  Alanine aminotransferase 
increased 

2 (6.1 ) 0 1 (3.0 ) 1 (3.0 ) 0 

  Aspartate aminotransferase 
increased 

2 (6.1 ) 1 (3.0 ) 0 1 (3.0 ) 0 

  Platelet count decreased 2 (6.1 ) 0 0 1 (3.0 ) 1 (3.0 ) 

  Activated partial thromboplastin 
time prolonged 

1 (3.0 ) 1 (3.0 ) 0 0 0 

  Blood alkaline phosphatase 
increased 

1 (3.0 ) 1 (3.0 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (3.0 ) 1 (3.0 ) 0 0 0 

  Chlamydia test positive 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Gamma-glutamyltransferase 
increased 

1 (3.0 ) 0 1 (3.0 ) 0 0 

  Weight decreased 1 (3.0 ) 0 1 (3.0 ) 0 0 

Metabolism and nutrition disorders      

  -Total 7 (21.2) 1 (3.0 ) 4 (12.1) 2 (6.1 ) 0 

  Hypomagnesaemia 4 (12.1) 3 (9.1 ) 1 (3.0 ) 0 0 

  Hyperkalaemia 2 (6.1 ) 2 (6.1 ) 0 0 0 



  

  

833 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperuricaemia 2 (6.1 ) 2 (6.1 ) 0 0 0 

  Hypokalaemia 2 (6.1 ) 1 (3.0 ) 0 1 (3.0 ) 0 

  Hypophosphataemia 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Dehydration 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Hypercalcaemia 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Hyperferritinaemia 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Hyperglycaemia 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Hypoalbuminaemia 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Hypocalcaemia 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Lactic acidosis 1 (3.0 ) 0 0 1 (3.0 ) 0 

Musculoskeletal and connective 
tissue disorders 

     

  -Total 6 (18.2) 2 (6.1 ) 3 (9.1 ) 1 (3.0 ) 0 

  Back pain 4 (12.1) 2 (6.1 ) 2 (6.1 ) 0 0 

  Arthralgia 3 (9.1 ) 0 2 (6.1 ) 1 (3.0 ) 0 

  Pain in extremity 3 (9.1 ) 1 (3.0 ) 2 (6.1 ) 0 0 

  Neck pain 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Muscular weakness 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Osteopenia 1 (3.0 ) 1 (3.0 ) 0 0 0 



  

  

834 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (6.1 ) 0 0 0 2 (6.1 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.0 ) 0 0 0 1 (3.0 ) 

  B precursor type acute leukaemia 1 (3.0 ) 0 0 0 1 (3.0 ) 

Nervous system disorders      

  -Total 4 (12.1) 2 (6.1 ) 2 (6.1 ) 0 0 

  Headache 3 (9.1 ) 3 (9.1 ) 0 0 0 

  Dysarthria 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Facial paralysis 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Lethargy 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Neuropathy peripheral 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Subdural hygroma 1 (3.0 ) 0 1 (3.0 ) 0 0 

Psychiatric disorders      

  -Total 3 (9.1 ) 2 (6.1 ) 1 (3.0 ) 0 0 

  Agitation 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Anxiety 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Insomnia 1 (3.0 ) 1 (3.0 ) 0 0 0 



  

  

835 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Renal and urinary disorders      

  -Total 2 (6.1 ) 1 (3.0 ) 0 1 (3.0 ) 0 

  Haematuria 2 (6.1 ) 1 (3.0 ) 0 1 (3.0 ) 0 

  Proteinuria 1 (3.0 ) 0 1 (3.0 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 4 (12.1) 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 

  Metrorrhagia 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Ovarian failure 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Perineal pain 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Vulvovaginal dryness 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Vulvovaginal pain 1 (3.0 ) 0 1 (3.0 ) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

  -Total 9 (27.3) 6 (18.2) 2 (6.1 ) 1 (3.0 ) 0 

  Cough 7 (21.2) 6 (18.2) 1 (3.0 ) 0 0 

  Nasal congestion 4 (12.1) 4 (12.1) 0 0 0 

  Epistaxis 3 (9.1 ) 3 (9.1 ) 0 0 0 

  Oropharyngeal pain 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 



  

  

836 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dyspnoea 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Hypoxia 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Nasal septum perforation 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Pharyngeal erythema 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Productive cough 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Rhinalgia 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Rhinorrhoea 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Rhonchi 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Sinus pain 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Tachypnoea 1 (3.0 ) 0 1 (3.0 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 10 (30.3) 8 (24.2) 2 (6.1 ) 0 0 

  Dry skin 2 (6.1 ) 2 (6.1 ) 0 0 0 

  Eczema 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Petechiae 2 (6.1 ) 2 (6.1 ) 0 0 0 

  Pruritus 2 (6.1 ) 2 (6.1 ) 0 0 0 

  Alopecia 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Dermatitis bullous 1 (3.0 ) 1 (3.0 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Erythema 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Ingrowing nail 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Rash 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Skin ulcer 1 (3.0 ) 1 (3.0 ) 0 0 0 

Vascular disorders      

  -Total 3 (9.1 ) 2 (6.1 ) 1 (3.0 ) 0 0 

  Pallor 2 (6.1 ) 2 (6.1 ) 0 0 0 

  Embolism 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Flushing 1 (3.0 ) 1 (3.0 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143f 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least 
one AE 

3 (100) 0 1 (33.3) 1 (33.3) 1 (33.3) 

Blood and lymphatic system 
disorders 

     

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Anaemia 1 (33.3) 0 0 1 (33.3) 0 

  Febrile neutropenia 1 (33.3) 1 (33.3) 0 0 0 

Gastrointestinal disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Abdominal pain upper 1 (33.3) 1 (33.3) 0 0 0 

  Constipation 1 (33.3) 0 1 (33.3) 0 0 

  Gingival bleeding 1 (33.3) 1 (33.3) 0 0 0 

  Vomiting 1 (33.3) 1 (33.3) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and 
administration site conditions 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Face oedema 1 (33.3) 1 (33.3) 0 0 0 

Infections and infestations      

  -Total 3 (100) 1 (33.3) 1 (33.3) 1 (33.3) 0 

  Escherichia urinary tract infection 1 (33.3) 0 1 (33.3) 0 0 

  Gastrointestinal infection 1 (33.3) 0 0 1 (33.3) 0 

  Molluscum contagiosum 1 (33.3) 1 (33.3) 0 0 0 

  Nasopharyngitis 1 (33.3) 1 (33.3) 0 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Splinter 1 (33.3) 1 (33.3) 0 0 0 

Investigations      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Platelet count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperglycaemia 1 (33.3) 1 (33.3) 0 0 0 

Musculoskeletal and connective 
tissue disorders 

     

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Osteoporosis 1 (33.3) 0 1 (33.3) 0 0 

Nervous system disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Neuralgia 1 (33.3) 0 1 (33.3) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Epistaxis 1 (33.3) 0 1 (33.3) 0 0 

Vascular disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypertension 1 (33.3) 0 1 (33.3) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 
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grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143f 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (42.9) 1 (14.3) 0 2 (28.6) 0 

Eye disorders      

  -Total 1 (14.3) 0 0 1 (14.3) 0 

  Keratitis 1 (14.3) 0 0 1 (14.3) 0 

Investigations      

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Lymphocyte count decreased 1 (14.3) 1 (14.3) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (14.3) 0 0 1 (14.3) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (14.3) 0 0 1 (14.3) 0 
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- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143f 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

Infections and infestations      

  -Total 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Rhinitis 1 (8.3 ) 1 (8.3 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143f 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143f 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

26 (100) 0 2 (7.7 ) 14 (53.8) 10 (38.5) 

Blood and lymphatic system disorders      

  -Total 13 (50.0) 1 (3.8 ) 5 (19.2) 7 (26.9) 0 

  Anaemia 5 (19.2) 1 (3.8 ) 3 (11.5) 1 (3.8 ) 0 

  Febrile neutropenia 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

  Neutropenia 3 (11.5) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 0 

  B-cell aplasia 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Bone marrow failure 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Pancytopenia 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Thrombocytopenia 1 (3.8 ) 0 1 (3.8 ) 0 0 

Cardiac disorders      

  -Total 5 (19.2) 4 (15.4) 1 (3.8 ) 0 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachycardia 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  Cardiac discomfort 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Sinus bradycardia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Sinus tachycardia 1 (3.8 ) 1 (3.8 ) 0 0 0 

Eye disorders      

  -Total 4 (15.4) 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 

  Astigmatism 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Conjunctivitis allergic 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Dry eye 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Hypermetropia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Keratitis 1 (3.8 ) 0 0 1 (3.8 ) 0 

Gastrointestinal disorders      

  -Total 15 (57.7) 5 (19.2) 9 (34.6) 1 (3.8 ) 0 

  Nausea 8 (30.8) 2 (7.7 ) 6 (23.1) 0 0 

  Diarrhoea 6 (23.1) 2 (7.7 ) 3 (11.5) 1 (3.8 ) 0 

  Vomiting 6 (23.1) 3 (11.5) 3 (11.5) 0 0 

  Abdominal pain 3 (11.5) 1 (3.8 ) 2 (7.7 ) 0 0 

  Abdominal pain upper 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Constipation 2 (7.7 ) 2 (7.7 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal pain lower 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Gastrointestinal motility disorder 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Gastrointestinal pain 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Gingival bleeding 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Hypoaesthesia oral 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Lip haemorrhage 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Paraesthesia oral 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Stomatitis 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Toothache 1 (3.8 ) 1 (3.8 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 18 (69.2) 10 (38.5) 6 (23.1) 2 (7.7 ) 0 

  Pyrexia 13 (50.0) 7 (26.9) 5 (19.2) 1 (3.8 ) 0 

  Chills 3 (11.5) 1 (3.8 ) 2 (7.7 ) 0 0 

  Fatigue 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  Catheter site erythema 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Oedema peripheral 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Asthenia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Axillary pain 1 (3.8 ) 0 1 (3.8 ) 0 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Catheter site pain 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Face oedema 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Gait disturbance 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Localised oedema 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Pain 1 (3.8 ) 1 (3.8 ) 0 0 0 

Hepatobiliary disorders      

  -Total 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

  Cholestasis 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Hepatocellular injury 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Hepatotoxicity 1 (3.8 ) 0 1 (3.8 ) 0 0 

Immune system disorders      

  -Total 19 (73.1) 3 (11.5) 10 (38.5) 2 (7.7 ) 4 (15.4) 

  Cytokine release syndrome 15 (57.7) 3 (11.5) 6 (23.1) 2 (7.7 ) 4 (15.4) 

  Hypogammaglobulinaemia 10 (38.5) 4 (15.4) 6 (23.1) 0 0 

  Allergy to immunoglobulin therapy 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Drug hypersensitivity 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.8 ) 0 0 1 (3.8 ) 0 

Infections and infestations      



  

  

851 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 15 (57.7) 1 (3.8 ) 6 (23.1) 8 (30.8) 0 

  Device related infection 4 (15.4) 0 2 (7.7 ) 2 (7.7 ) 0 

  Herpes zoster 4 (15.4) 0 3 (11.5) 1 (3.8 ) 0 

  Upper respiratory tract infection 4 (15.4) 1 (3.8 ) 3 (11.5) 0 0 

  Gastroenteritis 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Influenza 2 (7.7 ) 1 (3.8 ) 0 1 (3.8 ) 0 

  Nasopharyngitis 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Body tinea 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Bronchitis 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Cellulitis 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Eye infection 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Laryngitis 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Meningitis aseptic 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Nail infection 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Oral fungal infection 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Otitis externa 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Otitis media 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Otitis media acute 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Parainfluenzae virus infection 1 (3.8 ) 0 1 (3.8 ) 0 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Parotitis 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Pneumonia 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Pneumonia haemophilus 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Rash pustular 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Respiratory syncytial virus infection 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Respiratory tract infection 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Rhinitis 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Skin infection 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Tinea pedis 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Tonsillitis 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Tooth infection 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Vulvitis 1 (3.8 ) 0 1 (3.8 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 5 (19.2) 2 (7.7 ) 2 (7.7 ) 1 (3.8 ) 0 

  Contusion 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Allergic transfusion reaction 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Fall 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Ligament sprain 1 (3.8 ) 0 1 (3.8 ) 0 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Periorbital haematoma 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Procedural pain 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Subcutaneous haematoma 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Thermal burn 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Transfusion reaction 1 (3.8 ) 1 (3.8 ) 0 0 0 

Investigations      

  -Total 15 (57.7) 2 (7.7 ) 2 (7.7 ) 4 (15.4) 7 (26.9) 

  Alanine aminotransferase increased 5 (19.2) 3 (11.5) 0 1 (3.8 ) 1 (3.8 ) 

  Aspartate aminotransferase 
increased 

5 (19.2) 3 (11.5) 1 (3.8 ) 0 1 (3.8 ) 

  Neutrophil count decreased 5 (19.2) 1 (3.8 ) 0 1 (3.8 ) 3 (11.5) 

  Platelet count decreased 5 (19.2) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 2 (7.7 ) 

  White blood cell count decreased 5 (19.2) 1 (3.8 ) 1 (3.8 ) 2 (7.7 ) 1 (3.8 ) 

  Immunoglobulins decreased 3 (11.5) 0 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 

  Lymphocyte count decreased 2 (7.7 ) 1 (3.8 ) 0 1 (3.8 ) 0 

  Prothrombin time prolonged 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Antithrombin iii decreased 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Blood creatinine increased 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Blood urea increased 1 (3.8 ) 1 (3.8 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  C-reactive protein increased 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Cytomegalovirus test positive 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Fungal test positive 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Gamma-glutamyltransferase 
increased 

1 (3.8 ) 0 1 (3.8 ) 0 0 

  Haemoglobin decreased 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Lymph node palpable 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Serum ferritin increased 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Vitamin d decreased 1 (3.8 ) 1 (3.8 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 13 (50.0) 8 (30.8) 3 (11.5) 2 (7.7 ) 0 

  Decreased appetite 4 (15.4) 3 (11.5) 0 1 (3.8 ) 0 

  Hypoalbuminaemia 3 (11.5) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 0 

  Hypokalaemia 3 (11.5) 2 (7.7 ) 0 1 (3.8 ) 0 

  Hypomagnesaemia 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Fluid overload 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Fluid retention 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Hyperglycaemia 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Hyperphosphataemia 1 (3.8 ) 1 (3.8 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperuricaemia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Hypophosphataemia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Vitamin d deficiency 1 (3.8 ) 1 (3.8 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 10 (38.5) 4 (15.4) 5 (19.2) 1 (3.8 ) 0 

  Arthralgia 3 (11.5) 0 3 (11.5) 0 0 

  Myalgia 3 (11.5) 3 (11.5) 0 0 0 

  Pain in extremity 3 (11.5) 1 (3.8 ) 2 (7.7 ) 0 0 

  Back pain 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Bone pain 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Joint effusion 1 (3.8 ) 0 0 1 (3.8 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 3 (11.5) 0 0 3 (11.5) 0 

  Acute lymphocytic leukaemia 
recurrent 

2 (7.7 ) 0 0 2 (7.7 ) 0 

  Acute lymphocytic leukaemia 1 (3.8 ) 0 0 1 (3.8 ) 0 

Nervous system disorders      

  -Total 9 (34.6) 3 (11.5) 4 (15.4) 2 (7.7 ) 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Headache 5 (19.2) 3 (11.5) 2 (7.7 ) 0 0 

  Seizure 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

  Dizziness 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Dysgeusia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Hemiparesis 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Intention tremor 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Intracranial pressure increased 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Tremor 1 (3.8 ) 1 (3.8 ) 0 0 0 

Product issues      

  -Total 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Device occlusion 1 (3.8 ) 0 1 (3.8 ) 0 0 

Psychiatric disorders      

  -Total 6 (23.1) 3 (11.5) 3 (11.5) 0 0 

  Delirium 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Insomnia 2 (7.7 ) 0 2 (7.7 ) 0 0 

  Agitation 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Anxiety 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Confusional state 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Initial insomnia 1 (3.8 ) 1 (3.8 ) 0 0 0 



  

  

857 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Irritability 1 (3.8 ) 1 (3.8 ) 0 0 0 

Renal and urinary disorders      

  -Total 5 (19.2) 2 (7.7 ) 2 (7.7 ) 1 (3.8 ) 0 

  Acute kidney injury 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Chromaturia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Dysuria 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Polyuria 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Urinary incontinence 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Urinary tract disorder 1 (3.8 ) 0 1 (3.8 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 10 (38.5) 6 (23.1) 2 (7.7 ) 2 (7.7 ) 0 

  Cough 4 (15.4) 3 (11.5) 1 (3.8 ) 0 0 

  Oropharyngeal pain 4 (15.4) 2 (7.7 ) 2 (7.7 ) 0 0 

  Hypoxia 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

  Dyspnoea 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Epistaxis 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Rhinorrhoea 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Increased upper airway secretion 1 (3.8 ) 1 (3.8 ) 0 0 0 



  

  

858 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pulmonary granuloma 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Stridor 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Tachypnoea 1 (3.8 ) 1 (3.8 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 10 (38.5) 6 (23.1) 4 (15.4) 0 0 

  Erythema 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  Rash 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  Dry skin 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Hangnail 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Ingrowing nail 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Papule 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Pruritus 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Acne 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Dermatitis 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Eczema 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Petechiae 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Urticaria 1 (3.8 ) 0 1 (3.8 ) 0 0 

Vascular disorders      



  

  

859 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 5 (19.2) 2 (7.7 ) 1 (3.8 ) 2 (7.7 ) 0 

  Hypertension 2 (7.7 ) 1 (3.8 ) 0 1 (3.8 ) 0 

  Hypotension 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Capillary leak syndrome 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Venous thrombosis limb 1 (3.8 ) 0 1 (3.8 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t143_gd_b2001x.sas@@/main/4 25JUN21:16:25                                        Final 

 
  



  

  

860 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143f 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

40 (100) 3 (7.5 ) 5 (12.5) 11 (27.5) 21 (52.5) 

Blood and lymphatic system disorders      

  -Total 24 (60.0) 4 (10.0) 3 (7.5 ) 11 (27.5) 6 (15.0) 

  Anaemia 8 (20.0) 3 (7.5 ) 0 5 (12.5) 0 

  Neutropenia 6 (15.0) 0 0 1 (2.5 ) 5 (12.5) 

  Thrombocytopenia 5 (12.5) 0 1 (2.5 ) 3 (7.5 ) 1 (2.5 ) 

  Disseminated intravascular 
coagulation 

3 (7.5 ) 0 2 (5.0 ) 1 (2.5 ) 0 

  Febrile neutropenia 2 (5.0 ) 0 0 2 (5.0 ) 0 

  B-cell aplasia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Bone marrow failure 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Coagulation factor deficiency 1 (2.5 ) 0 0 1 (2.5 ) 0 



  

  

861 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Leukocytosis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Leukopenia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Lymphopenia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Splenomegaly 1 (2.5 ) 1 (2.5 ) 0 0 0 

Cardiac disorders      

  -Total 10 (25.0) 6 (15.0) 2 (5.0 ) 2 (5.0 ) 0 

  Tachycardia 6 (15.0) 5 (12.5) 1 (2.5 ) 0 0 

  Sinus tachycardia 3 (7.5 ) 3 (7.5 ) 0 0 0 

  Left ventricular dysfunction 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Sinus bradycardia 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Bradycardia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Cardiac hypertrophy 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Pericardial effusion 1 (2.5 ) 0 1 (2.5 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Talipes 1 (2.5 ) 1 (2.5 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 2 (5.0 ) 1 (2.5 ) 0 1 (2.5 ) 0 



  

  

862 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ear pain 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Vertigo 1 (2.5 ) 0 0 1 (2.5 ) 0 

Endocrine disorders      

  -Total 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Hypothyroidism 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (2.5 ) 1 (2.5 ) 0 0 0 

  Precocious puberty 1 (2.5 ) 1 (2.5 ) 0 0 0 

Eye disorders      

  -Total 8 (20.0) 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 

  Eye pain 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Amaurosis 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Blepharitis 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blepharospasm 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blindness unilateral 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Conjunctival haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Diplopia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Dry eye 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Eye pruritus 1 (2.5 ) 1 (2.5 ) 0 0 0 



  

  

863 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lacrimation increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Ocular hyperaemia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Ocular hypertension 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Optic atrophy 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Vision blurred 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Visual impairment 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Vitreous opacities 1 (2.5 ) 1 (2.5 ) 0 0 0 

Gastrointestinal disorders      

  -Total 26 (65.0) 12 (30.0) 10 (25.0) 4 (10.0) 0 

  Diarrhoea 11 (27.5) 9 (22.5) 1 (2.5 ) 1 (2.5 ) 0 

  Nausea 8 (20.0) 2 (5.0 ) 5 (12.5) 1 (2.5 ) 0 

  Vomiting 6 (15.0) 4 (10.0) 2 (5.0 ) 0 0 

  Abdominal pain 5 (12.5) 3 (7.5 ) 2 (5.0 ) 0 0 

  Constipation 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 0 

  Abdominal distension 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Proctalgia 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Stomatitis 2 (5.0 ) 0 2 (5.0 ) 0 0 

  Abdominal pain upper 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Anal fissure 1 (2.5 ) 0 1 (2.5 ) 0 0 



  

  

864 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal fistula 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Anal haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Anal incontinence 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Dental caries 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Dyspepsia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Gingival swelling 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Lip dry 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Oral pain 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Paraesthesia oral 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Periodontal disease 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Rectal haemorrhage 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Rectal ulcer 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Upper gastrointestinal haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 24 (60.0) 7 (17.5) 11 (27.5) 5 (12.5) 1 (2.5 ) 

  Pyrexia 18 (45.0) 6 (15.0) 9 (22.5) 3 (7.5 ) 0 

  Face oedema 4 (10.0) 4 (10.0) 0 0 0 



  

  

865 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fatigue 4 (10.0) 1 (2.5 ) 3 (7.5 ) 0 0 

  Oedema peripheral 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Pain 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 0 0 

  Localised oedema 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Non-cardiac chest pain 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Asthenia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Catheter site haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Catheter site pain 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Catheter site pruritus 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Chills 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Drug withdrawal syndrome 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Facial pain 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Gait disturbance 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Generalised oedema 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Malaise 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Mucosal inflammation 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Multiple organ dysfunction syndrome 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Oedema 1 (2.5 ) 0 1 (2.5 ) 0 0 

Hepatobiliary disorders      



  

  

866 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 4 (10.0) 2 (5.0 ) 1 (2.5 ) 0 1 (2.5 ) 

  Gallbladder oedema 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Hepatic failure 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Hepatic steatosis 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Hepatosplenomegaly 1 (2.5 ) 0 0 0 1 (2.5 ) 

Immune system disorders      

  -Total 33 (82.5) 6 (15.0) 10 (25.0) 9 (22.5) 8 (20.0) 

  Cytokine release syndrome 30 (75.0) 8 (20.0) 7 (17.5) 7 (17.5) 8 (20.0) 

  Hypogammaglobulinaemia 11 (27.5) 2 (5.0 ) 7 (17.5) 2 (5.0 ) 0 

  Allergy to immunoglobulin therapy 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Drug hypersensitivity 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Atopy 1 (2.5 ) 1 (2.5 ) 0 0 0 

Infections and infestations      

  -Total 27 (67.5) 4 (10.0) 11 (27.5) 9 (22.5) 3 (7.5 ) 

  Nasopharyngitis 6 (15.0) 5 (12.5) 1 (2.5 ) 0 0 

  Rhinitis 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 0 

  Candida infection 3 (7.5 ) 1 (2.5 ) 0 2 (5.0 ) 0 



  

  

867 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sepsis 3 (7.5 ) 0 0 1 (2.5 ) 2 (5.0 ) 

  Sinusitis 3 (7.5 ) 0 1 (2.5 ) 2 (5.0 ) 0 

  Upper respiratory tract infection 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 0 0 

  Aspergillus infection 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Bacterial infection 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Enterovirus infection 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Infection 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Oral herpes 2 (5.0 ) 0 2 (5.0 ) 0 0 

  Paronychia 2 (5.0 ) 0 2 (5.0 ) 0 0 

  Pneumonia 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Rash pustular 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Vascular device infection 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Viral upper respiratory tract infection 2 (5.0 ) 0 2 (5.0 ) 0 0 

  Alternaria infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Atypical pneumonia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Bronchitis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Bronchopulmonary aspergillosis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Catheter site infection 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Cellulitis 1 (2.5 ) 0 1 (2.5 ) 0 0 



  

  

868 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis orbital 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Central nervous system infection 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Cerebral fungal infection 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Conjunctivitis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Conjunctivitis viral 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Enterococcal infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Folliculitis 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Gastroenteritis 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Helminthic infection 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Herpes zoster 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Impetigo 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Mucosal infection 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Otitis externa 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Otitis media 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Periorbital cellulitis 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Pharyngitis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Pneumonia viral 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Respiratory syncytial virus infection 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Rhinovirus infection 1 (2.5 ) 0 1 (2.5 ) 0 0 



  

  

869 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Septic shock 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Systemic infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Urinary tract infection viral 1 (2.5 ) 0 1 (2.5 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 6 (15.0) 0 6 (15.0) 0 0 

  Allergic transfusion reaction 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Contusion 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Fall 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Femoral neck fracture 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Infusion related reaction 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Post procedural haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Procedural pain 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Skin abrasion 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Stoma site erythema 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Stoma site haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

Investigations      

  -Total 22 (55.0) 2 (5.0 ) 5 (12.5) 7 (17.5) 8 (20.0) 

  White blood cell count decreased 8 (20.0) 0 1 (2.5 ) 2 (5.0 ) 5 (12.5) 



  

  

870 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 6 (15.0) 0 0 1 (2.5 ) 5 (12.5) 

  Blood fibrinogen decreased 5 (12.5) 0 2 (5.0 ) 3 (7.5 ) 0 

  Platelet count decreased 4 (10.0) 0 1 (2.5 ) 1 (2.5 ) 2 (5.0 ) 

  Aspartate aminotransferase 
increased 

3 (7.5 ) 1 (2.5 ) 0 2 (5.0 ) 0 

  Blood bilirubin increased 3 (7.5 ) 0 1 (2.5 ) 1 (2.5 ) 1 (2.5 ) 

  Lymphocyte count decreased 3 (7.5 ) 0 0 3 (7.5 ) 0 

  Activated partial thromboplastin time 
prolonged 

2 (5.0 ) 2 (5.0 ) 0 0 0 

  Alanine aminotransferase increased 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Blood alkaline phosphatase 
increased 

2 (5.0 ) 2 (5.0 ) 0 0 0 

  Blood creatinine increased 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Immunoglobulins decreased 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Ammonia increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blood chloride increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blood creatine phosphokinase 
increased 

1 (2.5 ) 0 0 0 1 (2.5 ) 

  Blood fibrinogen increased 1 (2.5 ) 1 (2.5 ) 0 0 0 



  

  

871 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood lactate dehydrogenase 
increased 

1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blood magnesium increased 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Blood potassium decreased 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Blood urea decreased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blood uric acid increased 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Blood urine present 1 (2.5 ) 0 1 (2.5 ) 0 0 

  C-reactive protein increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Chest x-ray abnormal 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Chlamydia test positive 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (2.5 ) 1 (2.5 ) 0 0 0 

  Gamma-glutamyltransferase 
increased 

1 (2.5 ) 0 1 (2.5 ) 0 0 

  Heart sounds abnormal 1 (2.5 ) 1 (2.5 ) 0 0 0 

  International normalised ratio 
increased 

1 (2.5 ) 1 (2.5 ) 0 0 0 

  Lipase increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Monocyte count decreased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Protein total decreased 1 (2.5 ) 0 1 (2.5 ) 0 0 



  

  

872 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Prothrombin time prolonged 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Serum ferritin increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Weight decreased 1 (2.5 ) 0 1 (2.5 ) 0 0 

Metabolism and nutrition disorders      

  -Total 19 (47.5) 4 (10.0) 6 (15.0) 7 (17.5) 2 (5.0 ) 

  Hypokalaemia 11 (27.5) 4 (10.0) 2 (5.0 ) 5 (12.5) 0 

  Hypophosphataemia 9 (22.5) 5 (12.5) 2 (5.0 ) 2 (5.0 ) 0 

  Hypocalcaemia 8 (20.0) 1 (2.5 ) 3 (7.5 ) 2 (5.0 ) 2 (5.0 ) 

  Hypoalbuminaemia 5 (12.5) 2 (5.0 ) 3 (7.5 ) 0 0 

  Hypomagnesaemia 5 (12.5) 4 (10.0) 1 (2.5 ) 0 0 

  Decreased appetite 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 0 

  Hyperkalaemia 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Hyperuricaemia 3 (7.5 ) 3 (7.5 ) 0 0 0 

  Dehydration 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Hypercalcaemia 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Hyperglycaemia 2 (5.0 ) 1 (2.5 ) 0 1 (2.5 ) 0 

  Hyponatraemia 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Hyperferritinaemia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Hypernatraemia 1 (2.5 ) 0 1 (2.5 ) 0 0 



  

  

873 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperphosphataemia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Lactic acidosis 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Tumour lysis syndrome 1 (2.5 ) 0 0 0 1 (2.5 ) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 12 (30.0) 4 (10.0) 5 (12.5) 3 (7.5 ) 0 

  Arthralgia 5 (12.5) 0 3 (7.5 ) 2 (5.0 ) 0 

  Back pain 4 (10.0) 2 (5.0 ) 2 (5.0 ) 0 0 

  Pain in extremity 4 (10.0) 2 (5.0 ) 2 (5.0 ) 0 0 

  Muscular weakness 3 (7.5 ) 1 (2.5 ) 1 (2.5 ) 1 (2.5 ) 0 

  Myalgia 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Bone pain 2 (5.0 ) 0 2 (5.0 ) 0 0 

  Neck pain 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Osteopenia 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Joint stiffness 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Osteonecrosis 1 (2.5 ) 1 (2.5 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 5 (12.5) 0 0 1 (2.5 ) 4 (10.0) 



  

  

874 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 
recurrent 

2 (5.0 ) 0 0 0 2 (5.0 ) 

  B precursor type acute leukaemia 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Leukaemia 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Neoplasm progression 1 (2.5 ) 0 0 1 (2.5 ) 0 

Nervous system disorders      

  -Total 20 (50.0) 6 (15.0) 10 (25.0) 4 (10.0) 0 

  Headache 10 (25.0) 5 (12.5) 4 (10.0) 1 (2.5 ) 0 

  Seizure 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 0 0 

  Tremor 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Lethargy 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Cerebral atrophy 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Depressed level of consciousness 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Dizziness 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Dysarthria 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Dyskinesia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Encephalopathy 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Facial paralysis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Head discomfort 1 (2.5 ) 1 (2.5 ) 0 0 0 



  

  

875 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperkinesia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Intention tremor 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Nervous system disorder 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Neuralgia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Neurological decompensation 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Neuropathy peripheral 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Somnolence 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Subdural hygroma 1 (2.5 ) 0 1 (2.5 ) 0 0 

Psychiatric disorders      

  -Total 9 (22.5) 5 (12.5) 3 (7.5 ) 1 (2.5 ) 0 

  Agitation 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Anxiety 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Confusional state 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Disorientation 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Insomnia 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Hallucination 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Irritability 1 (2.5 ) 1 (2.5 ) 0 0 0 

Renal and urinary disorders      

  -Total 8 (20.0) 3 (7.5 ) 3 (7.5 ) 1 (2.5 ) 1 (2.5 ) 



  

  

876 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haematuria 4 (10.0) 3 (7.5 ) 0 1 (2.5 ) 0 

  Acute kidney injury 2 (5.0 ) 0 1 (2.5 ) 0 1 (2.5 ) 

  Proteinuria 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Dysuria 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Polyuria 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Renal impairment 1 (2.5 ) 0 1 (2.5 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 5 (12.5) 3 (7.5 ) 1 (2.5 ) 1 (2.5 ) 0 

  Metrorrhagia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Ovarian failure 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Perineal pain 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Scrotal oedema 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Vulvovaginal dryness 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Vulvovaginal pain 1 (2.5 ) 0 1 (2.5 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 15 (37.5) 5 (12.5) 5 (12.5) 4 (10.0) 1 (2.5 ) 

  Cough 10 (25.0) 7 (17.5) 3 (7.5 ) 0 0 



  

  

877 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Epistaxis 5 (12.5) 4 (10.0) 1 (2.5 ) 0 0 

  Hypoxia 5 (12.5) 1 (2.5 ) 1 (2.5 ) 2 (5.0 ) 1 (2.5 ) 

  Nasal congestion 4 (10.0) 4 (10.0) 0 0 0 

  Oropharyngeal pain 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Tachypnoea 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Apnoea 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Dyspnoea 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Lung disorder 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Nasal septum perforation 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Pharyngeal erythema 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Pleural effusion 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Productive cough 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Rhinalgia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Rhinorrhoea 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Rhonchi 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Sinus pain 1 (2.5 ) 1 (2.5 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 21 (52.5) 16 (40.0) 4 (10.0) 1 (2.5 ) 0 



  

  

878 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pruritus 6 (15.0) 5 (12.5) 1 (2.5 ) 0 0 

  Rash 6 (15.0) 5 (12.5) 0 1 (2.5 ) 0 

  Petechiae 5 (12.5) 4 (10.0) 1 (2.5 ) 0 0 

  Dry skin 3 (7.5 ) 3 (7.5 ) 0 0 0 

  Erythema 3 (7.5 ) 3 (7.5 ) 0 0 0 

  Eczema 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Alopecia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Dermatitis acneiform 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Dermatitis bullous 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Ingrowing nail 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Skin discolouration 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Skin exfoliation 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Skin lesion 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Skin ulcer 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Urticaria 1 (2.5 ) 1 (2.5 ) 0 0 0 

Vascular disorders      

  -Total 15 (37.5) 7 (17.5) 3 (7.5 ) 5 (12.5) 0 

  Hypertension 5 (12.5) 2 (5.0 ) 1 (2.5 ) 2 (5.0 ) 0 

  Hypotension 4 (10.0) 2 (5.0 ) 0 2 (5.0 ) 0 



  

  

879 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pallor 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Embolism 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Flushing 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Hot flush 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Jugular vein thrombosis 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Lymphoedema 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Vascular occlusion 1 (2.5 ) 1 (2.5 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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880 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143f 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100) 0 0 1 (33.3) 2 (66.7) 

Blood and lymphatic system 
disorders 

     

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Anaemia 1 (33.3) 0 0 1 (33.3) 0 

  Febrile neutropenia 1 (33.3) 1 (33.3) 0 0 0 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

Gastrointestinal disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Abdominal pain upper 1 (33.3) 1 (33.3) 0 0 0 

  Constipation 1 (33.3) 0 1 (33.3) 0 0 

  Gingival bleeding 1 (33.3) 1 (33.3) 0 0 0 



  

  

881 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vomiting 1 (33.3) 1 (33.3) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 3 (100) 2 (66.7) 0 1 (33.3) 0 

  Pyrexia 2 (66.7) 1 (33.3) 0 1 (33.3) 0 

  Catheter site haemorrhage 1 (33.3) 0 0 1 (33.3) 0 

  Face oedema 1 (33.3) 1 (33.3) 0 0 0 

  Pain 1 (33.3) 0 0 1 (33.3) 0 

Immune system disorders      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Cytokine release syndrome 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Allergy to immunoglobulin therapy 1 (33.3) 0 1 (33.3) 0 0 

Infections and infestations      

  -Total 3 (100) 1 (33.3) 1 (33.3) 1 (33.3) 0 

  Cystitis 1 (33.3) 0 1 (33.3) 0 0 

  Escherichia urinary tract infection 1 (33.3) 0 1 (33.3) 0 0 

  Gastrointestinal infection 1 (33.3) 0 0 1 (33.3) 0 

  Molluscum contagiosum 1 (33.3) 1 (33.3) 0 0 0 

  Nasopharyngitis 1 (33.3) 1 (33.3) 0 0 0 



  

  

882 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pseudomembranous colitis 1 (33.3) 0 1 (33.3) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Splinter 1 (33.3) 1 (33.3) 0 0 0 

Investigations      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Clostridium test positive 1 (33.3) 0 1 (33.3) 0 0 

  Platelet count decreased 1 (33.3) 0 0 0 1 (33.3) 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 2 (66.7) 0 0 2 (66.7) 0 

  Dehydration 1 (33.3) 0 0 1 (33.3) 0 

  Hyperglycaemia 1 (33.3) 1 (33.3) 0 0 0 

  Hypokalaemia 1 (33.3) 0 0 1 (33.3) 0 

Musculoskeletal and connective 
tissue disorders 

     

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Arthralgia 1 (33.3) 1 (33.3) 0 0 0 



  

  

883 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Osteoporosis 1 (33.3) 0 1 (33.3) 0 0 

Nervous system disorders      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Encephalopathy 1 (33.3) 0 0 0 1 (33.3) 

  Headache 1 (33.3) 0 1 (33.3) 0 0 

  Neuralgia 1 (33.3) 0 1 (33.3) 0 0 

  Somnolence 1 (33.3) 0 0 1 (33.3) 0 

Psychiatric disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Anxiety 1 (33.3) 0 1 (33.3) 0 0 

  Insomnia 1 (33.3) 0 1 (33.3) 0 0 

  Restlessness 1 (33.3) 0 1 (33.3) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (66.7) 0 2 (66.7) 0 0 

  Epistaxis 1 (33.3) 0 1 (33.3) 0 0 

  Pleural effusion 1 (33.3) 0 1 (33.3) 0 0 

Skin and subcutaneous tissue 
disorders 

     



  

  

884 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Decubitus ulcer 1 (33.3) 0 1 (33.3) 0 0 

  Rash 1 (33.3) 0 1 (33.3) 0 0 

Vascular disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypertension 1 (33.3) 0 1 (33.3) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 143g => Adverse events pos t CTL019 infusi on, r egardl ess of study drug rel ati onshi p, by pri mar y system organ class, preferr ed ter m, maxi mum CTC  grade and Number of pr evious  relapses ( Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                  
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143g 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 6 (100) 0 0 3 (50.0) 3 (50.0) 

Blood and lymphatic system disorders      

  -Total 5 (83.3) 0 0 4 (66.7) 1 (16.7) 

  Neutropenia 2 (33.3) 0 0 1 (16.7) 1 (16.7) 

  Anaemia 1 (16.7) 0 0 1 (16.7) 0 

  Coagulation factor deficiency 1 (16.7) 0 0 1 (16.7) 0 

  Febrile neutropenia 1 (16.7) 0 0 1 (16.7) 0 

Cardiac disorders      

  -Total 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Sinus bradycardia 1 (16.7) 1 (16.7) 0 0 0 

  Sinus tachycardia 1 (16.7) 1 (16.7) 0 0 0 

  Tachycardia 1 (16.7) 0 1 (16.7) 0 0 



  

  

886 

Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (16.7) 1 (16.7) 0 0 0 

  Talipes 1 (16.7) 1 (16.7) 0 0 0 

Endocrine disorders      

  -Total 1 (16.7) 1 (16.7) 0 0 0 

  Precocious puberty 1 (16.7) 1 (16.7) 0 0 0 

Eye disorders      

  -Total 1 (16.7) 0 0 1 (16.7) 0 

  Amaurosis 1 (16.7) 0 0 1 (16.7) 0 

  Optic atrophy 1 (16.7) 0 1 (16.7) 0 0 

  Vitreous opacities 1 (16.7) 1 (16.7) 0 0 0 

Gastrointestinal disorders      

  -Total 5 (83.3) 1 (16.7) 3 (50.0) 1 (16.7) 0 

  Abdominal pain 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Diarrhoea 2 (33.3) 1 (16.7) 0 1 (16.7) 0 

  Nausea 2 (33.3) 0 2 (33.3) 0 0 

  Vomiting 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Dyspepsia 1 (16.7) 1 (16.7) 0 0 0 



  

  

887 

Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gingival swelling 1 (16.7) 0 1 (16.7) 0 0 

General disorders and administration 
site conditions 

     

  -Total 3 (50.0) 0 1 (16.7) 1 (16.7) 1 (16.7) 

  Pyrexia 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Face oedema 1 (16.7) 1 (16.7) 0 0 0 

  Mucosal inflammation 1 (16.7) 0 0 1 (16.7) 0 

  Multiple organ dysfunction syndrome 1 (16.7) 0 0 0 1 (16.7) 

  Oedema 1 (16.7) 0 1 (16.7) 0 0 

  Pain 1 (16.7) 0 1 (16.7) 0 0 

Hepatobiliary disorders      

  -Total 1 (16.7) 1 (16.7) 0 0 0 

  Hepatic steatosis 1 (16.7) 1 (16.7) 0 0 0 

Immune system disorders      

  -Total 5 (83.3) 1 (16.7) 2 (33.3) 1 (16.7) 1 (16.7) 

  Cytokine release syndrome 5 (83.3) 1 (16.7) 2 (33.3) 1 (16.7) 1 (16.7) 

  Haemophagocytic lymphohistiocytosis 1 (16.7) 0 1 (16.7) 0 0 

Infections and infestations      

  -Total 4 (66.7) 0 1 (16.7) 3 (50.0) 0 



  

  

888 

Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Paronychia 1 (16.7) 0 1 (16.7) 0 0 

  Pneumonia 1 (16.7) 0 0 1 (16.7) 0 

  Rash pustular 1 (16.7) 1 (16.7) 0 0 0 

  Systemic infection 1 (16.7) 0 0 1 (16.7) 0 

  Vascular device infection 1 (16.7) 0 0 1 (16.7) 0 

  Viral upper respiratory tract infection 1 (16.7) 0 1 (16.7) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Femoral neck fracture 1 (16.7) 0 1 (16.7) 0 0 

  Transfusion reaction 1 (16.7) 1 (16.7) 0 0 0 

Investigations      

  -Total 4 (66.7) 0 1 (16.7) 3 (50.0) 0 

  Immunoglobulins decreased 2 (33.3) 0 1 (16.7) 1 (16.7) 0 

  Blood potassium decreased 1 (16.7) 0 1 (16.7) 0 0 

  Blood uric acid increased 1 (16.7) 0 1 (16.7) 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (16.7) 1 (16.7) 0 0 0 

  Haemoglobin decreased 1 (16.7) 0 0 1 (16.7) 0 



  

  

889 

Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphocyte count decreased 1 (16.7) 0 0 1 (16.7) 0 

  Neutrophil count decreased 1 (16.7) 0 0 1 (16.7) 0 

  Protein total decreased 1 (16.7) 0 1 (16.7) 0 0 

  White blood cell count decreased 1 (16.7) 0 0 1 (16.7) 0 

Metabolism and nutrition disorders      

  -Total 2 (33.3) 0 2 (33.3) 0 0 

  Hypokalaemia 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Decreased appetite 1 (16.7) 0 1 (16.7) 0 0 

  Hyponatraemia 1 (16.7) 0 1 (16.7) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 4 (66.7) 1 (16.7) 2 (33.3) 1 (16.7) 0 

  Pain in extremity 2 (33.3) 0 2 (33.3) 0 0 

  Muscular weakness 1 (16.7) 0 0 1 (16.7) 0 

  Myalgia 1 (16.7) 0 1 (16.7) 0 0 

  Osteonecrosis 1 (16.7) 1 (16.7) 0 0 0 

  Osteopenia 1 (16.7) 1 (16.7) 0 0 0 

Nervous system disorders      

  -Total 4 (66.7) 1 (16.7) 2 (33.3) 1 (16.7) 0 



  

  

890 

Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cerebral atrophy 1 (16.7) 1 (16.7) 0 0 0 

  Headache 1 (16.7) 1 (16.7) 0 0 0 

  Neurological decompensation 1 (16.7) 0 1 (16.7) 0 0 

  Seizure 1 (16.7) 0 0 1 (16.7) 0 

  Tremor 1 (16.7) 0 1 (16.7) 0 0 

Psychiatric disorders      

  -Total 1 (16.7) 0 1 (16.7) 0 0 

  Agitation 1 (16.7) 0 1 (16.7) 0 0 

Renal and urinary disorders      

  -Total 1 (16.7) 0 1 (16.7) 0 0 

  Urinary tract disorder 1 (16.7) 0 1 (16.7) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Epistaxis 1 (16.7) 1 (16.7) 0 0 0 

  Hypoxia 1 (16.7) 0 1 (16.7) 0 0 

  Oropharyngeal pain 1 (16.7) 1 (16.7) 0 0 0 

  Tachypnoea 1 (16.7) 1 (16.7) 0 0 0 

Skin and subcutaneous tissue disorders      
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Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 5 (83.3) 4 (66.7) 1 (16.7) 0 0 

  Rash 3 (50.0) 3 (50.0) 0 0 0 

  Dermatitis acneiform 1 (16.7) 1 (16.7) 0 0 0 

  Erythema 1 (16.7) 1 (16.7) 0 0 0 

  Pruritus 1 (16.7) 0 1 (16.7) 0 0 

Vascular disorders      

  -Total 3 (50.0) 1 (16.7) 0 2 (33.3) 0 

  Hypertension 2 (33.3) 0 0 2 (33.3) 0 

  Hot flush 1 (16.7) 1 (16.7) 0 0 0 

  Vascular occlusion 1 (16.7) 1 (16.7) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143g 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 30 (100) 5 (16.7) 3 (10.0) 12 (40.0) 10 (33.3) 

Blood and lymphatic system disorders      

  -Total 11 (36.7) 2 (6.7 ) 1 (3.3 ) 7 (23.3) 1 (3.3 ) 

  Anaemia 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

  Bone marrow failure 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Thrombocytopenia 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

  B-cell aplasia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Disseminated intravascular 
coagulation 

1 (3.3 ) 0 0 1 (3.3 ) 0 

  Febrile neutropenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Neutropenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pancytopenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Splenomegaly 1 (3.3 ) 1 (3.3 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Cardiac disorders      

  -Total 6 (20.0) 4 (13.3) 1 (3.3 ) 1 (3.3 ) 0 

  Tachycardia 3 (10.0) 3 (10.0) 0 0 0 

  Sinus bradycardia 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Cardiac hypertrophy 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Left ventricular dysfunction 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Sinus tachycardia 1 (3.3 ) 1 (3.3 ) 0 0 0 

Eye disorders      

  -Total 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Blepharospasm 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Vision blurred 1 (3.3 ) 1 (3.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 17 (56.7) 7 (23.3) 9 (30.0) 1 (3.3 ) 0 

  Diarrhoea 8 (26.7) 6 (20.0) 2 (6.7 ) 0 0 

  Vomiting 5 (16.7) 4 (13.3) 1 (3.3 ) 0 0 

  Nausea 4 (13.3) 1 (3.3 ) 3 (10.0) 0 0 

  Abdominal pain 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Abdominal pain upper 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Constipation 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Paraesthesia oral 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Anal incontinence 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Hypoaesthesia oral 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Lip haemorrhage 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Rectal haemorrhage 1 (3.3 ) 0 1 (3.3 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 17 (56.7) 9 (30.0) 6 (20.0) 2 (6.7 ) 0 

  Pyrexia 12 (40.0) 8 (26.7) 3 (10.0) 1 (3.3 ) 0 

  Fatigue 3 (10.0) 0 3 (10.0) 0 0 

  Face oedema 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Catheter site pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Drug withdrawal syndrome 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Oedema peripheral 1 (3.3 ) 1 (3.3 ) 0 0 0 

Hepatobiliary disorders      

  -Total 4 (13.3) 0 1 (3.3 ) 2 (6.7 ) 1 (3.3 ) 

  Cholestasis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Hepatic failure 1 (3.3 ) 0 1 (3.3 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hepatocellular injury 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Hepatosplenomegaly 1 (3.3 ) 0 0 0 1 (3.3 ) 

Immune system disorders      

  -Total 19 (63.3) 5 (16.7) 5 (16.7) 6 (20.0) 3 (10.0) 

  Cytokine release syndrome 16 (53.3) 5 (16.7) 2 (6.7 ) 6 (20.0) 3 (10.0) 

  Hypogammaglobulinaemia 5 (16.7) 2 (6.7 ) 3 (10.0) 0 0 

  Allergy to immunoglobulin therapy 2 (6.7 ) 2 (6.7 ) 0 0 0 

Infections and infestations      

  -Total 9 (30.0) 0 4 (13.3) 5 (16.7) 0 

  Aspergillus infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Bacterial infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Candida infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Cellulitis orbital 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Herpes zoster 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Influenza 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Meningitis aseptic 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Nail infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Nasopharyngitis 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Pneumonia viral 1 (3.3 ) 0 1 (3.3 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory syncytial virus infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Sepsis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Sinusitis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Vascular device infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Vulvitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Allergic transfusion reaction 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Contusion 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Fall 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Subcutaneous haematoma 1 (3.3 ) 1 (3.3 ) 0 0 0 

Investigations      

  -Total 14 (46.7) 3 (10.0) 2 (6.7 ) 3 (10.0) 6 (20.0) 

  Aspartate aminotransferase increased 3 (10.0) 2 (6.7 ) 0 1 (3.3 ) 0 

  Platelet count decreased 3 (10.0) 0 0 1 (3.3 ) 2 (6.7 ) 

  White blood cell count decreased 3 (10.0) 0 0 1 (3.3 ) 2 (6.7 ) 

  Alanine aminotransferase increased 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Blood alkaline phosphatase increased 2 (6.7 ) 2 (6.7 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood bilirubin increased 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

  Blood creatinine increased 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Blood fibrinogen decreased 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Neutrophil count decreased 2 (6.7 ) 0 0 0 2 (6.7 ) 

  Serum ferritin increased 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (3.3 ) 1 (3.3 ) 0 0 0 

  Ammonia increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blood fibrinogen increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blood magnesium increased 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Blood urea decreased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blood urine present 1 (3.3 ) 0 1 (3.3 ) 0 0 

  C-reactive protein increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Chest x-ray abnormal 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Immunoglobulins decreased 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Lipase increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Lymphocyte count decreased 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Monocyte count decreased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Prothrombin time prolonged 1 (3.3 ) 1 (3.3 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders      

  -Total 13 (43.3) 6 (20.0) 2 (6.7 ) 5 (16.7) 0 

  Hypokalaemia 8 (26.7) 5 (16.7) 1 (3.3 ) 2 (6.7 ) 0 

  Hypophosphataemia 5 (16.7) 4 (13.3) 0 1 (3.3 ) 0 

  Hypocalcaemia 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

  Dehydration 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Decreased appetite 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Fluid overload 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hypercalcaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hyperkalaemia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hypernatraemia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hyperphosphataemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Vitamin d deficiency 1 (3.3 ) 1 (3.3 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 5 (16.7) 2 (6.7 ) 1 (3.3 ) 2 (6.7 ) 0 

  Arthralgia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Bone pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Joint effusion 1 (3.3 ) 0 0 1 (3.3 ) 0 



  

  

900 

Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Joint stiffness 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Pain in extremity 1 (3.3 ) 1 (3.3 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (6.7 ) 0 0 0 2 (6.7 ) 

  Acute lymphocytic leukaemia recurrent 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Leukaemia 1 (3.3 ) 0 0 0 1 (3.3 ) 

Nervous system disorders      

  -Total 10 (33.3) 3 (10.0) 5 (16.7) 2 (6.7 ) 0 

  Headache 4 (13.3) 1 (3.3 ) 3 (10.0) 0 0 

  Tremor 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Dizziness 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Dyskinesia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Head discomfort 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Neuralgia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Seizure 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Somnolence 1 (3.3 ) 0 0 1 (3.3 ) 0 

Psychiatric disorders      

  -Total 5 (16.7) 2 (6.7 ) 3 (10.0) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Irritability 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Agitation 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Anxiety 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Confusional state 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Delirium 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Insomnia 1 (3.3 ) 0 1 (3.3 ) 0 0 

Renal and urinary disorders      

  -Total 5 (16.7) 3 (10.0) 1 (3.3 ) 1 (3.3 ) 0 

  Acute kidney injury 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Dysuria 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Haematuria 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Renal impairment 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Urinary incontinence 1 (3.3 ) 1 (3.3 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 8 (26.7) 4 (13.3) 2 (6.7 ) 2 (6.7 ) 0 

  Cough 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Epistaxis 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Hypoxia 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Increased upper airway secretion 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Lung disorder 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Rhinorrhoea 1 (3.3 ) 1 (3.3 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 8 (26.7) 7 (23.3) 1 (3.3 ) 0 0 

  Erythema 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Petechiae 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Rash 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Dry skin 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Papule 1 (3.3 ) 1 (3.3 ) 0 0 0 

Vascular disorders      

  -Total 6 (20.0) 4 (13.3) 0 2 (6.7 ) 0 

  Hypotension 3 (10.0) 2 (6.7 ) 0 1 (3.3 ) 0 

  Hypertension 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Jugular vein thrombosis 1 (3.3 ) 0 0 1 (3.3 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143g 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 21 (100) 2 (9.5 ) 4 (19.0) 3 (14.3) 12 (57.1) 

Blood and lymphatic system disorders      

  -Total 10 (47.6) 0 4 (19.0) 2 (9.5 ) 4 (19.0) 

  Anaemia 4 (19.0) 0 2 (9.5 ) 2 (9.5 ) 0 

  Neutropenia 4 (19.0) 0 0 0 4 (19.0) 

  Disseminated intravascular 
coagulation 

2 (9.5 ) 0 2 (9.5 ) 0 0 

  Febrile neutropenia 2 (9.5 ) 0 1 (4.8 ) 1 (4.8 ) 0 

  Thrombocytopenia 1 (4.8 ) 0 0 1 (4.8 ) 0 

Cardiac disorders      

  -Total 6 (28.6) 4 (19.0) 1 (4.8 ) 1 (4.8 ) 0 

  Tachycardia 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 0 

  Bradycardia 1 (4.8 ) 1 (4.8 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cardiac discomfort 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Left ventricular dysfunction 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Pericardial effusion 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Sinus tachycardia 1 (4.8 ) 1 (4.8 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Vertigo 1 (4.8 ) 0 0 1 (4.8 ) 0 

Eye disorders      

  -Total 3 (14.3) 1 (4.8 ) 2 (9.5 ) 0 0 

  Conjunctival haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Diplopia 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Dry eye 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Ocular hypertension 1 (4.8 ) 0 1 (4.8 ) 0 0 

Gastrointestinal disorders      

  -Total 8 (38.1) 3 (14.3) 3 (14.3) 2 (9.5 ) 0 

  Nausea 3 (14.3) 0 2 (9.5 ) 1 (4.8 ) 0 

  Abdominal pain 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Diarrhoea 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Vomiting 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal distension 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Anal fissure 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Anal fistula 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Anal haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Lip dry 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Proctalgia 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Rectal ulcer 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Stomatitis 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Upper gastrointestinal haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 8 (38.1) 2 (9.5 ) 4 (19.0) 2 (9.5 ) 0 

  Pyrexia 6 (28.6) 1 (4.8 ) 3 (14.3) 2 (9.5 ) 0 

  Fatigue 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Oedema peripheral 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Pain 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Catheter site erythema 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Catheter site haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Catheter site pain 1 (4.8 ) 1 (4.8 ) 0 0 0 



  

  

907 

Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Face oedema 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Localised oedema 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Non-cardiac chest pain 1 (4.8 ) 1 (4.8 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Gallbladder oedema 1 (4.8 ) 1 (4.8 ) 0 0 0 

Immune system disorders      

  -Total 18 (85.7) 4 (19.0) 4 (19.0) 3 (14.3) 7 (33.3) 

  Cytokine release syndrome 16 (76.2) 5 (23.8) 2 (9.5 ) 2 (9.5 ) 7 (33.3) 

  Hypogammaglobulinaemia 5 (23.8) 2 (9.5 ) 2 (9.5 ) 1 (4.8 ) 0 

  Allergy to immunoglobulin therapy 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Drug hypersensitivity 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Haemophagocytic lymphohistiocytosis 1 (4.8 ) 0 0 1 (4.8 ) 0 

Infections and infestations      

  -Total 8 (38.1) 2 (9.5 ) 3 (14.3) 1 (4.8 ) 2 (9.5 ) 

  Bronchopulmonary aspergillosis 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Candida infection 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Cellulitis 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Central nervous system infection 1 (4.8 ) 0 0 0 1 (4.8 ) 
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Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cerebral fungal infection 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Device related infection 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Helminthic infection 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Infection 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Parotitis 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Respiratory tract infection 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Sepsis 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Upper respiratory tract infection 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Urinary tract infection viral 1 (4.8 ) 0 1 (4.8 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (14.3) 0 3 (14.3) 0 0 

  Infusion related reaction 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Post procedural haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Procedural pain 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Stoma site erythema 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Stoma site haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Thermal burn 1 (4.8 ) 0 1 (4.8 ) 0 0 

Investigations      
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Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 13 (61.9) 2 (9.5 ) 2 (9.5 ) 2 (9.5 ) 7 (33.3) 

  Neutrophil count decreased 4 (19.0) 0 0 1 (4.8 ) 3 (14.3) 

  White blood cell count decreased 4 (19.0) 0 0 1 (4.8 ) 3 (14.3) 

  Blood fibrinogen decreased 3 (14.3) 0 0 3 (14.3) 0 

  Platelet count decreased 3 (14.3) 0 0 2 (9.5 ) 1 (4.8 ) 

  Prothrombin time prolonged 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Alanine aminotransferase increased 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Aspartate aminotransferase increased 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Blood creatine phosphokinase 
increased 

1 (4.8 ) 0 0 0 1 (4.8 ) 

  C-reactive protein increased 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Heart sounds abnormal 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Immunoglobulins decreased 1 (4.8 ) 0 1 (4.8 ) 0 0 

  International normalised ratio 
increased 

1 (4.8 ) 1 (4.8 ) 0 0 0 

  Lymphocyte count decreased 1 (4.8 ) 0 0 1 (4.8 ) 0 

Metabolism and nutrition disorders      

  -Total 8 (38.1) 2 (9.5 ) 2 (9.5 ) 2 (9.5 ) 2 (9.5 ) 

  Hypokalaemia 5 (23.8) 1 (4.8 ) 0 4 (19.0) 0 



  

  

910 

Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoalbuminaemia 3 (14.3) 0 3 (14.3) 0 0 

  Hypomagnesaemia 3 (14.3) 3 (14.3) 0 0 0 

  Hypophosphataemia 3 (14.3) 1 (4.8 ) 1 (4.8 ) 1 (4.8 ) 0 

  Hyperuricaemia 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Hypocalcaemia 2 (9.5 ) 0 0 0 2 (9.5 ) 

  Fluid retention 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Hyponatraemia 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Tumour lysis syndrome 1 (4.8 ) 0 0 0 1 (4.8 ) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 7 (33.3) 4 (19.0) 3 (14.3) 0 0 

  Myalgia 4 (19.0) 4 (19.0) 0 0 0 

  Arthralgia 2 (9.5 ) 0 2 (9.5 ) 0 0 

  Muscular weakness 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Back pain 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Bone pain 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Pain in extremity 1 (4.8 ) 1 (4.8 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     



  

  

911 

Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Neoplasm progression 1 (4.8 ) 0 0 1 (4.8 ) 0 

Nervous system disorders      

  -Total 9 (42.9) 3 (14.3) 3 (14.3) 3 (14.3) 0 

  Headache 5 (23.8) 2 (9.5 ) 2 (9.5 ) 1 (4.8 ) 0 

  Seizure 4 (19.0) 1 (4.8 ) 2 (9.5 ) 1 (4.8 ) 0 

  Intention tremor 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Depressed level of consciousness 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Encephalopathy 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Hyperkinesia 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Lethargy 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Nervous system disorder 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Tremor 1 (4.8 ) 1 (4.8 ) 0 0 0 

Product issues      

  -Total 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Device occlusion 1 (4.8 ) 0 1 (4.8 ) 0 0 

Psychiatric disorders      

  -Total 7 (33.3) 5 (23.8) 1 (4.8 ) 1 (4.8 ) 0 

  Anxiety 2 (9.5 ) 2 (9.5 ) 0 0 0 



  

  

912 

Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Disorientation 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Agitation 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Confusional state 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Delirium 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Hallucination 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Initial insomnia 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Insomnia 1 (4.8 ) 1 (4.8 ) 0 0 0 

Renal and urinary disorders      

  -Total 3 (14.3) 0 2 (9.5 ) 0 1 (4.8 ) 

  Acute kidney injury 2 (9.5 ) 0 1 (4.8 ) 0 1 (4.8 ) 

  Haematuria 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Polyuria 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Proteinuria 1 (4.8 ) 1 (4.8 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Scrotal oedema 1 (4.8 ) 1 (4.8 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 
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Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 7 (33.3) 3 (14.3) 1 (4.8 ) 2 (9.5 ) 1 (4.8 ) 

  Cough 4 (19.0) 3 (14.3) 1 (4.8 ) 0 0 

  Hypoxia 3 (14.3) 0 1 (4.8 ) 1 (4.8 ) 1 (4.8 ) 

  Apnoea 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Oropharyngeal pain 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Pleural effusion 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Tachypnoea 1 (4.8 ) 1 (4.8 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 6 (28.6) 5 (23.8) 0 1 (4.8 ) 0 

  Pruritus 3 (14.3) 3 (14.3) 0 0 0 

  Rash 3 (14.3) 2 (9.5 ) 0 1 (4.8 ) 0 

  Dry skin 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Papule 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Petechiae 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Skin discolouration 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Skin exfoliation 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Urticaria 1 (4.8 ) 1 (4.8 ) 0 0 0 

Vascular disorders      

  -Total 6 (28.6) 2 (9.5 ) 3 (14.3) 1 (4.8 ) 0 
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Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypertension 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Hypotension 2 (9.5 ) 1 (4.8 ) 0 1 (4.8 ) 0 

  Lymphoedema 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Pallor 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Venous thrombosis limb 1 (4.8 ) 0 1 (4.8 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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915 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143g 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

12 (100) 0 5 (41.7) 2 (16.7) 5 (41.7) 

Blood and lymphatic system disorders      

  -Total 8 (66.7) 4 (33.3) 1 (8.3 ) 2 (16.7) 1 (8.3 ) 

  Anaemia 5 (41.7) 4 (33.3) 0 1 (8.3 ) 0 

  Febrile neutropenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Leukopenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Neutropenia 1 (8.3 ) 0 0 0 1 (8.3 ) 

  Thrombocytopenia 1 (8.3 ) 0 1 (8.3 ) 0 0 

Cardiac disorders      

  -Total 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Tachycardia 1 (8.3 ) 1 (8.3 ) 0 0 0 

Eye disorders      



  

  

916 

Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Dry eye 1 (8.3 ) 1 (8.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 4 (33.3) 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 

  Diarrhoea 3 (25.0) 2 (16.7) 0 1 (8.3 ) 0 

  Nausea 2 (16.7) 0 2 (16.7) 0 0 

  Abdominal pain upper 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Constipation 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Gastrointestinal pain 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Gingival bleeding 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Vomiting 1 (8.3 ) 1 (8.3 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 9 (75.0) 5 (41.7) 2 (16.7) 2 (16.7) 0 

  Pyrexia 5 (41.7) 3 (25.0) 1 (8.3 ) 1 (8.3 ) 0 

  Asthenia 2 (16.7) 2 (16.7) 0 0 0 

  Fatigue 2 (16.7) 2 (16.7) 0 0 0 

  Catheter site haemorrhage 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Catheter site pruritus 1 (8.3 ) 1 (8.3 ) 0 0 0 
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Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Chills 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Face oedema 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Localised oedema 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Oedema peripheral 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Pain 1 (8.3 ) 0 0 1 (8.3 ) 0 

Immune system disorders      

  -Total 10 (83.3) 1 (8.3 ) 7 (58.3) 0 2 (16.7) 

  Cytokine release syndrome 9 (75.0) 1 (8.3 ) 6 (50.0) 0 2 (16.7) 

  Hypogammaglobulinaemia 6 (50.0) 0 6 (50.0) 0 0 

  Atopy 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Haemophagocytic lymphohistiocytosis 1 (8.3 ) 0 0 1 (8.3 ) 0 

Infections and infestations      

  -Total 5 (41.7) 0 5 (41.7) 0 0 

  Cystitis 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Device related infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Eye infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Oral fungal infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pseudomembranous colitis 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Upper respiratory tract infection 1 (8.3 ) 0 1 (8.3 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Periorbital haematoma 1 (8.3 ) 0 0 1 (8.3 ) 0 

Investigations      

  -Total 8 (66.7) 0 4 (33.3) 2 (16.7) 2 (16.7) 

  Neutrophil count decreased 4 (33.3) 1 (8.3 ) 0 1 (8.3 ) 2 (16.7) 

  Platelet count decreased 3 (25.0) 1 (8.3 ) 2 (16.7) 0 0 

  White blood cell count decreased 3 (25.0) 0 2 (16.7) 0 1 (8.3 ) 

  Antithrombin iii decreased 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Aspartate aminotransferase increased 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Blood bilirubin increased 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Blood chloride increased 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Blood creatinine increased 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (8.3 ) 1 (8.3 ) 0 0 0 

  Blood urea increased 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Clostridium test positive 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Fungal test positive 1 (8.3 ) 0 0 1 (8.3 ) 0 



  

  

919 

Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gamma-glutamyltransferase 
increased 

1 (8.3 ) 0 1 (8.3 ) 0 0 

Metabolism and nutrition disorders      

  -Total 8 (66.7) 4 (33.3) 2 (16.7) 2 (16.7) 0 

  Decreased appetite 4 (33.3) 3 (25.0) 0 1 (8.3 ) 0 

  Hypoalbuminaemia 4 (33.3) 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 

  Hyperglycaemia 2 (16.7) 1 (8.3 ) 0 1 (8.3 ) 0 

  Hypocalcaemia 2 (16.7) 0 2 (16.7) 0 0 

  Dehydration 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Hyperphosphataemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Hypophosphataemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (16.7) 2 (16.7) 0 0 0 

  Arthralgia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Myalgia 1 (8.3 ) 1 (8.3 ) 0 0 0 

Nervous system disorders      

  -Total 4 (33.3) 2 (16.7) 1 (8.3 ) 0 1 (8.3 ) 

  Headache 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 



  

  

920 

Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dysgeusia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Encephalopathy 1 (8.3 ) 0 0 0 1 (8.3 ) 

  Somnolence 1 (8.3 ) 0 0 1 (8.3 ) 0 

Psychiatric disorders      

  -Total 2 (16.7) 0 2 (16.7) 0 0 

  Insomnia 2 (16.7) 0 2 (16.7) 0 0 

  Anxiety 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Restlessness 1 (8.3 ) 0 1 (8.3 ) 0 0 

Renal and urinary disorders      

  -Total 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Chromaturia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Dysuria 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Polyuria 1 (8.3 ) 1 (8.3 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 3 (25.0) 0 2 (16.7) 1 (8.3 ) 0 

  Hypoxia 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 0 

  Dyspnoea 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Oropharyngeal pain 1 (8.3 ) 0 1 (8.3 ) 0 0 
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Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pleural effusion 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Rhinorrhoea 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Tachypnoea 1 (8.3 ) 1 (8.3 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 6 (50.0) 3 (25.0) 3 (25.0) 0 0 

  Erythema 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Pruritus 2 (16.7) 2 (16.7) 0 0 0 

  Acne 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Decubitus ulcer 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Dry skin 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Hangnail 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Ingrowing nail 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Petechiae 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Rash 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Skin lesion 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Urticaria 1 (8.3 ) 0 1 (8.3 ) 0 0 

Vascular disorders      

  -Total 3 (25.0) 1 (8.3 ) 0 2 (16.7) 0 
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Timing: within 8 weeks post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Capillary leak syndrome 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Hypertension 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Hypotension 1 (8.3 ) 1 (8.3 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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923 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143g 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (60.0) 2 (40.0) 0 1 (20.0) 0 

Blood and lymphatic system disorders      

  -Total 1 (20.0) 0 1 (20.0) 0 0 

  Anaemia 1 (20.0) 0 1 (20.0) 0 0 

  Leukocytosis 1 (20.0) 0 1 (20.0) 0 0 

Cardiac disorders      

  -Total 1 (20.0) 1 (20.0) 0 0 0 

  Sinus bradycardia 1 (20.0) 1 (20.0) 0 0 0 

  Sinus tachycardia 1 (20.0) 1 (20.0) 0 0 0 

  Tachycardia 1 (20.0) 1 (20.0) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (20.0) 1 (20.0) 0 0 0 



  

  

924 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ear pain 1 (20.0) 1 (20.0) 0 0 0 

Endocrine disorders      

  -Total 1 (20.0) 1 (20.0) 0 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (20.0) 1 (20.0) 0 0 0 

Eye disorders      

  -Total 1 (20.0) 1 (20.0) 0 0 0 

  Eye pain 1 (20.0) 1 (20.0) 0 0 0 

  Ocular hyperaemia 1 (20.0) 1 (20.0) 0 0 0 

  Visual impairment 1 (20.0) 1 (20.0) 0 0 0 

Gastrointestinal disorders      

  -Total 2 (40.0) 1 (20.0) 1 (20.0) 0 0 

  Abdominal pain 2 (40.0) 1 (20.0) 1 (20.0) 0 0 

  Abdominal distension 1 (20.0) 0 1 (20.0) 0 0 

  Constipation 1 (20.0) 1 (20.0) 0 0 0 

  Dental caries 1 (20.0) 1 (20.0) 0 0 0 

  Diarrhoea 1 (20.0) 0 1 (20.0) 0 0 

  Nausea 1 (20.0) 0 1 (20.0) 0 0 

  Oral pain 1 (20.0) 0 1 (20.0) 0 0 



  

  

925 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Periodontal disease 1 (20.0) 1 (20.0) 0 0 0 

  Proctalgia 1 (20.0) 0 1 (20.0) 0 0 

  Stomatitis 1 (20.0) 0 1 (20.0) 0 0 

  Vomiting 1 (20.0) 0 1 (20.0) 0 0 

General disorders and administration 
site conditions 

     

  -Total 1 (20.0) 0 1 (20.0) 0 0 

  Facial pain 1 (20.0) 0 1 (20.0) 0 0 

  Generalised oedema 1 (20.0) 0 1 (20.0) 0 0 

  Localised oedema 1 (20.0) 1 (20.0) 0 0 0 

  Malaise 1 (20.0) 0 1 (20.0) 0 0 

  Non-cardiac chest pain 1 (20.0) 0 1 (20.0) 0 0 

  Pyrexia 1 (20.0) 0 1 (20.0) 0 0 

Immune system disorders      

  -Total 1 (20.0) 0 0 1 (20.0) 0 

  Drug hypersensitivity 1 (20.0) 0 1 (20.0) 0 0 

  Hypogammaglobulinaemia 1 (20.0) 0 0 1 (20.0) 0 

Infections and infestations      

  -Total 2 (40.0) 1 (20.0) 0 1 (20.0) 0 



  

  

926 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alternaria infection 1 (20.0) 0 0 1 (20.0) 0 

  Aspergillus infection 1 (20.0) 0 0 1 (20.0) 0 

  Bacterial infection 1 (20.0) 0 0 1 (20.0) 0 

  Candida infection 1 (20.0) 0 0 1 (20.0) 0 

  Catheter site infection 1 (20.0) 0 1 (20.0) 0 0 

  Enterococcal infection 1 (20.0) 0 0 1 (20.0) 0 

  Enterovirus infection 1 (20.0) 0 1 (20.0) 0 0 

  Mucosal infection 1 (20.0) 0 1 (20.0) 0 0 

  Nasopharyngitis 1 (20.0) 1 (20.0) 0 0 0 

  Pneumonia 1 (20.0) 0 0 1 (20.0) 0 

  Rash pustular 1 (20.0) 1 (20.0) 0 0 0 

  Rhinovirus infection 1 (20.0) 0 1 (20.0) 0 0 

  Sinusitis 1 (20.0) 0 0 1 (20.0) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (20.0) 0 1 (20.0) 0 0 

  Contusion 1 (20.0) 1 (20.0) 0 0 0 

  Skin abrasion 1 (20.0) 0 1 (20.0) 0 0 

Investigations      
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (20.0) 0 0 1 (20.0) 0 

  Neutrophil count decreased 1 (20.0) 0 0 1 (20.0) 0 

  White blood cell count decreased 1 (20.0) 0 0 1 (20.0) 0 

Metabolism and nutrition disorders      

  -Total 1 (20.0) 0 0 1 (20.0) 0 

  Hyperglycaemia 1 (20.0) 0 0 1 (20.0) 0 

  Hyperkalaemia 1 (20.0) 1 (20.0) 0 0 0 

  Hypokalaemia 1 (20.0) 0 0 1 (20.0) 0 

  Hypomagnesaemia 1 (20.0) 1 (20.0) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (40.0) 1 (20.0) 1 (20.0) 0 0 

  Back pain 2 (40.0) 1 (20.0) 1 (20.0) 0 0 

  Arthralgia 1 (20.0) 0 1 (20.0) 0 0 

  Muscular weakness 1 (20.0) 1 (20.0) 0 0 0 

  Neck pain 1 (20.0) 1 (20.0) 0 0 0 

  Pain in extremity 1 (20.0) 0 1 (20.0) 0 0 

Nervous system disorders      

  -Total 2 (40.0) 1 (20.0) 1 (20.0) 0 0 



  

  

928 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Headache 2 (40.0) 2 (40.0) 0 0 0 

  Dysarthria 1 (20.0) 0 1 (20.0) 0 0 

  Facial paralysis 1 (20.0) 0 1 (20.0) 0 0 

  Lethargy 1 (20.0) 1 (20.0) 0 0 0 

  Neuropathy peripheral 1 (20.0) 0 1 (20.0) 0 0 

Psychiatric disorders      

  -Total 1 (20.0) 0 1 (20.0) 0 0 

  Agitation 1 (20.0) 0 1 (20.0) 0 0 

Renal and urinary disorders      

  -Total 1 (20.0) 0 0 1 (20.0) 0 

  Haematuria 1 (20.0) 0 0 1 (20.0) 0 

  Proteinuria 1 (20.0) 0 1 (20.0) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (20.0) 0 1 (20.0) 0 0 

  Perineal pain 1 (20.0) 1 (20.0) 0 0 0 

  Vulvovaginal pain 1 (20.0) 0 1 (20.0) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     



  

  

929 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (20.0) 0 0 1 (20.0) 0 

  Cough 1 (20.0) 1 (20.0) 0 0 0 

  Dyspnoea 1 (20.0) 0 1 (20.0) 0 0 

  Epistaxis 1 (20.0) 1 (20.0) 0 0 0 

  Hypoxia 1 (20.0) 0 0 1 (20.0) 0 

  Nasal congestion 1 (20.0) 1 (20.0) 0 0 0 

  Nasal septum perforation 1 (20.0) 0 1 (20.0) 0 0 

  Oropharyngeal pain 1 (20.0) 0 1 (20.0) 0 0 

  Productive cough 1 (20.0) 1 (20.0) 0 0 0 

  Rhinalgia 1 (20.0) 1 (20.0) 0 0 0 

  Rhinorrhoea 1 (20.0) 0 1 (20.0) 0 0 

  Sinus pain 1 (20.0) 1 (20.0) 0 0 0 

  Tachypnoea 1 (20.0) 0 1 (20.0) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (20.0) 1 (20.0) 0 0 0 

  Dermatitis bullous 1 (20.0) 1 (20.0) 0 0 0 

  Petechiae 1 (20.0) 1 (20.0) 0 0 0 

  Pruritus 1 (20.0) 1 (20.0) 0 0 0 



  

  

930 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash 1 (20.0) 1 (20.0) 0 0 0 

  Skin ulcer 1 (20.0) 1 (20.0) 0 0 0 

Vascular disorders      

  -Total 1 (20.0) 0 1 (20.0) 0 0 

  Embolism 1 (20.0) 0 1 (20.0) 0 0 

  Flushing 1 (20.0) 1 (20.0) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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931 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143g 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

18 (75.0) 2 (8.3 ) 5 (20.8) 10 (41.7) 1 (4.2 ) 

Blood and lymphatic system disorders      

  -Total 6 (25.0) 0 2 (8.3 ) 4 (16.7) 0 

  Thrombocytopenia 3 (12.5) 0 2 (8.3 ) 1 (4.2 ) 0 

  Anaemia 2 (8.3 ) 0 0 2 (8.3 ) 0 

  Lymphopenia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Neutropenia 1 (4.2 ) 0 1 (4.2 ) 0 0 

Cardiac disorders      

  -Total 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Tachycardia 1 (4.2 ) 1 (4.2 ) 0 0 0 

Endocrine disorders      

  -Total 1 (4.2 ) 0 1 (4.2 ) 0 0 



  

  

932 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypothyroidism 1 (4.2 ) 0 1 (4.2 ) 0 0 

Eye disorders      

  -Total 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Blindness unilateral 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Eye pain 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Lacrimation increased 1 (4.2 ) 1 (4.2 ) 0 0 0 

Gastrointestinal disorders      

  -Total 6 (25.0) 4 (16.7) 2 (8.3 ) 0 0 

  Constipation 3 (12.5) 2 (8.3 ) 1 (4.2 ) 0 0 

  Abdominal pain 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Diarrhoea 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Vomiting 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Abdominal pain lower 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Gastrointestinal motility disorder 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Nausea 1 (4.2 ) 1 (4.2 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 8 (33.3) 2 (8.3 ) 5 (20.8) 1 (4.2 ) 0 

  Pyrexia 6 (25.0) 0 5 (20.8) 1 (4.2 ) 0 



  

  

933 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Chills 2 (8.3 ) 0 2 (8.3 ) 0 0 

  Gait disturbance 2 (8.3 ) 2 (8.3 ) 0 0 0 

  Axillary pain 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Catheter site erythema 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Fatigue 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Oedema peripheral 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Pain 1 (4.2 ) 1 (4.2 ) 0 0 0 

Immune system disorders      

  -Total 5 (20.8) 2 (8.3 ) 3 (12.5) 0 0 

  Hypogammaglobulinaemia 3 (12.5) 1 (4.2 ) 2 (8.3 ) 0 0 

  Allergy to immunoglobulin therapy 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Cytokine release syndrome 1 (4.2 ) 0 1 (4.2 ) 0 0 

Infections and infestations      

  -Total 13 (54.2) 3 (12.5) 3 (12.5) 7 (29.2) 0 

  Nasopharyngitis 3 (12.5) 3 (12.5) 0 0 0 

  Device related infection 2 (8.3 ) 0 0 2 (8.3 ) 0 

  Rhinitis 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Atypical pneumonia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Body tinea 1 (4.2 ) 0 1 (4.2 ) 0 0 



  

  

934 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Conjunctivitis 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Enterovirus infection 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Folliculitis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Gastroenteritis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Gastrointestinal infection 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Herpes zoster 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Meningitis aseptic 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Molluscum contagiosum 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Oral herpes 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Otitis externa 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Otitis media 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Parainfluenzae virus infection 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Rash pustular 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Respiratory syncytial virus infection 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Septic shock 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Sinusitis 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Skin infection 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Upper respiratory tract infection 1 (4.2 ) 0 1 (4.2 ) 0 0 



  

  

935 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Viral upper respiratory tract infection 1 (4.2 ) 0 1 (4.2 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Procedural pain 1 (4.2 ) 0 1 (4.2 ) 0 0 

Investigations      

  -Total 5 (20.8) 1 (4.2 ) 3 (12.5) 1 (4.2 ) 0 

  Alanine aminotransferase increased 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Aspartate aminotransferase 
increased 

2 (8.3 ) 2 (8.3 ) 0 0 0 

  Platelet count decreased 2 (8.3 ) 0 1 (4.2 ) 1 (4.2 ) 0 

  White blood cell count decreased 2 (8.3 ) 1 (4.2 ) 0 1 (4.2 ) 0 

  Blood alkaline phosphatase 
increased 

1 (4.2 ) 1 (4.2 ) 0 0 0 

  Chlamydia test positive 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Gamma-glutamyltransferase 
increased 

1 (4.2 ) 0 1 (4.2 ) 0 0 

  Lymphocyte count decreased 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Neutrophil count decreased 1 (4.2 ) 0 0 1 (4.2 ) 0 

Metabolism and nutrition disorders      



  

  

936 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 6 (25.0) 3 (12.5) 3 (12.5) 0 0 

  Decreased appetite 2 (8.3 ) 2 (8.3 ) 0 0 0 

  Hypomagnesaemia 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Hypophosphataemia 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Dehydration 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Hyperkalaemia 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Hyperuricaemia 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Hypoalbuminaemia 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Hypocalcaemia 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Hypokalaemia 1 (4.2 ) 1 (4.2 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 5 (20.8) 2 (8.3 ) 3 (12.5) 0 0 

  Pain in extremity 3 (12.5) 1 (4.2 ) 2 (8.3 ) 0 0 

  Arthralgia 2 (8.3 ) 0 2 (8.3 ) 0 0 

  Back pain 2 (8.3 ) 2 (8.3 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (8.3 ) 0 0 1 (4.2 ) 1 (4.2 ) 



  

  

937 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  B precursor type acute leukaemia 1 (4.2 ) 0 0 0 1 (4.2 ) 

Nervous system disorders      

  -Total 3 (12.5) 0 3 (12.5) 0 0 

  Dizziness 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Headache 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Hemiparesis 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Intracranial pressure increased 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Subdural hygroma 1 (4.2 ) 0 1 (4.2 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 3 (12.5) 2 (8.3 ) 0 1 (4.2 ) 0 

  Metrorrhagia 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Ovarian failure 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Vulvovaginal dryness 1 (4.2 ) 1 (4.2 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 5 (20.8) 3 (12.5) 2 (8.3 ) 0 0 

  Cough 4 (16.7) 3 (12.5) 1 (4.2 ) 0 0 



  

  

938 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Epistaxis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Nasal congestion 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Oropharyngeal pain 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Pharyngeal erythema 1 (4.2 ) 0 1 (4.2 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 5 (20.8) 3 (12.5) 2 (8.3 ) 0 0 

  Alopecia 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Dry skin 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Erythema 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Ingrowing nail 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Rash 1 (4.2 ) 0 1 (4.2 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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940 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143g 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

17 (89.5) 4 (21.1) 5 (26.3) 3 (15.8) 5 (26.3) 

Blood and lymphatic system disorders      

  -Total 2 (10.5) 1 (5.3 ) 0 1 (5.3 ) 0 

  Anaemia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Febrile neutropenia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Neutropenia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Cardiac disorders      

  -Total 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Sinus tachycardia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Eye disorders      

  -Total 3 (15.8) 3 (15.8) 0 0 0 

  Astigmatism 1 (5.3 ) 1 (5.3 ) 0 0 0 



  

  

941 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blepharitis 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Eye pruritus 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Hypermetropia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 6 (31.6) 3 (15.8) 3 (15.8) 0 0 

  Constipation 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Vomiting 2 (10.5) 2 (10.5) 0 0 0 

  Abdominal distension 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Abdominal pain 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Abdominal pain upper 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Gingival bleeding 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Nausea 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Stomatitis 1 (5.3 ) 0 1 (5.3 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 8 (42.1) 6 (31.6) 2 (10.5) 0 0 

  Pyrexia 6 (31.6) 4 (21.1) 2 (10.5) 0 0 

  Chills 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Face oedema 1 (5.3 ) 1 (5.3 ) 0 0 0 



  

  

942 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders      

  -Total 3 (15.8) 2 (10.5) 1 (5.3 ) 0 0 

  Allergy to immunoglobulin therapy 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Drug hypersensitivity 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Hypogammaglobulinaemia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Infections and infestations      

  -Total 12 (63.2) 5 (26.3) 4 (21.1) 3 (15.8) 0 

  Nasopharyngitis 3 (15.8) 2 (10.5) 1 (5.3 ) 0 0 

  Rhinitis 3 (15.8) 3 (15.8) 0 0 0 

  Upper respiratory tract infection 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Central nervous system infection 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Conjunctivitis viral 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Gastroenteritis 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Herpes zoster 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Influenza 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Laryngitis 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Paronychia 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Periorbital cellulitis 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Pharyngitis 1 (5.3 ) 0 1 (5.3 ) 0 0 



  

  

943 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Rash pustular 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Tonsillitis 1 (5.3 ) 0 0 1 (5.3 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (21.1) 2 (10.5) 2 (10.5) 0 0 

  Contusion 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Fall 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Infusion related reaction 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Ligament sprain 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Splinter 1 (5.3 ) 1 (5.3 ) 0 0 0 

Investigations      

  -Total 8 (42.1) 2 (10.5) 1 (5.3 ) 1 (5.3 ) 4 (21.1) 

  Platelet count decreased 4 (21.1) 1 (5.3 ) 1 (5.3 ) 0 2 (10.5) 

  Neutrophil count decreased 3 (15.8) 0 0 0 3 (15.8) 

  White blood cell count decreased 3 (15.8) 1 (5.3 ) 0 0 2 (10.5) 

  Immunoglobulins decreased 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Lymphocyte count decreased 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Vitamin d decreased 1 (5.3 ) 1 (5.3 ) 0 0 0 



  

  

944 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Weight decreased 1 (5.3 ) 0 1 (5.3 ) 0 0 

Metabolism and nutrition disorders      

  -Total 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Hyperferritinaemia 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Hyperglycaemia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Arthralgia 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Osteopenia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (5.3 ) 0 0 0 1 (5.3 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.3 ) 0 0 0 1 (5.3 ) 

Nervous system disorders      

  -Total 2 (10.5) 2 (10.5) 0 0 0 

  Headache 2 (10.5) 2 (10.5) 0 0 0 

Psychiatric disorders      

  -Total 2 (10.5) 2 (10.5) 0 0 0 



  

  

945 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anxiety 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Insomnia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Renal and urinary disorders      

  -Total 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Haematuria 1 (5.3 ) 1 (5.3 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 7 (36.8) 5 (26.3) 2 (10.5) 0 0 

  Cough 4 (21.1) 3 (15.8) 1 (5.3 ) 0 0 

  Epistaxis 3 (15.8) 2 (10.5) 1 (5.3 ) 0 0 

  Nasal congestion 2 (10.5) 2 (10.5) 0 0 0 

  Oropharyngeal pain 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Rhonchi 1 (5.3 ) 1 (5.3 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 5 (26.3) 4 (21.1) 1 (5.3 ) 0 0 

  Eczema 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Dry skin 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Petechiae 1 (5.3 ) 1 (5.3 ) 0 0 0 



  

  

946 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pruritus 1 (5.3 ) 1 (5.3 ) 0 0 0 

Vascular disorders      

  -Total 3 (15.8) 2 (10.5) 1 (5.3 ) 0 0 

  Pallor 2 (10.5) 2 (10.5) 0 0 0 

  Hypertension 1 (5.3 ) 0 1 (5.3 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143g 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

10 (83.3) 1 (8.3 ) 2 (16.7) 5 (41.7) 2 (16.7) 

Blood and lymphatic system disorders      

  -Total 4 (33.3) 1 (8.3 ) 1 (8.3 ) 2 (16.7) 0 

  Anaemia 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  B-cell aplasia 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Thrombocytopenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

Eye disorders      

  -Total 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Conjunctivitis allergic 1 (8.3 ) 0 1 (8.3 ) 0 0 

Gastrointestinal disorders      

  -Total 3 (25.0) 1 (8.3 ) 2 (16.7) 0 0 

  Nausea 3 (25.0) 2 (16.7) 1 (8.3 ) 0 0 



  

  

948 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Diarrhoea 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Toothache 1 (8.3 ) 1 (8.3 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pyrexia 1 (8.3 ) 0 1 (8.3 ) 0 0 

Hepatobiliary disorders      

  -Total 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Hepatotoxicity 1 (8.3 ) 0 1 (8.3 ) 0 0 

Infections and infestations      

  -Total 8 (66.7) 0 5 (41.7) 2 (16.7) 1 (8.3 ) 

  Bronchitis 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Herpes zoster 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 0 

  Escherichia urinary tract infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Gastroenteritis 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Impetigo 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Nasopharyngitis 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Oral herpes 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Otitis externa 1 (8.3 ) 1 (8.3 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Otitis media 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Otitis media acute 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pneumonia haemophilus 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Sepsis 1 (8.3 ) 0 0 0 1 (8.3 ) 

  Tinea pedis 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Tooth infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Upper respiratory tract infection 1 (8.3 ) 1 (8.3 ) 0 0 0 

Investigations      

  -Total 6 (50.0) 2 (16.7) 1 (8.3 ) 2 (16.7) 1 (8.3 ) 

  Alanine aminotransferase increased 4 (33.3) 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 

  Aspartate aminotransferase 
increased 

4 (33.3) 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 

  Platelet count decreased 2 (16.7) 2 (16.7) 0 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (8.3 ) 1 (8.3 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (8.3 ) 1 (8.3 ) 0 0 0 

  Cytomegalovirus test positive 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Lymph node palpable 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Neutrophil count decreased 1 (8.3 ) 0 0 1 (8.3 ) 0 



  

  

950 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 1 (8.3 ) 0 0 1 (8.3 ) 0 

Metabolism and nutrition disorders      

  -Total 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Hypercalcaemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Hyperuricaemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Hypomagnesaemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Lactic acidosis 1 (8.3 ) 0 0 1 (8.3 ) 0 

Musculoskeletal and connective 
tissue disorders 

     

  -Total 3 (25.0) 0 2 (16.7) 1 (8.3 ) 0 

  Arthralgia 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Back pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Bone pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Neck pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Osteoporosis 1 (8.3 ) 0 1 (8.3 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (8.3 ) 0 0 1 (8.3 ) 0 



  

  

951 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders      

  -Total 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Neuralgia 1 (8.3 ) 0 1 (8.3 ) 0 0 

Psychiatric disorders      

  -Total 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Confusional state 1 (8.3 ) 1 (8.3 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (16.7) 1 (8.3 ) 0 1 (8.3 ) 0 

  Cough 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Dyspnoea 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pulmonary granuloma 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Stridor 1 (8.3 ) 0 1 (8.3 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 3 (25.0) 2 (16.7) 1 (8.3 ) 0 0 

  Dermatitis 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Eczema 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Hangnail 1 (8.3 ) 1 (8.3 ) 0 0 0 



  

  

952 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ingrowing nail 1 (8.3 ) 0 1 (8.3 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143g 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143g 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=8 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (25.0) 1 (12.5) 1 (12.5) 0 0 

Infections and infestations      

  -Total 1 (12.5) 0 1 (12.5) 0 0 

  Infection 1 (12.5) 0 1 (12.5) 0 0 

Investigations      

  -Total 1 (12.5) 1 (12.5) 0 0 0 

  Lymphocyte count decreased 1 (12.5) 1 (12.5) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143g 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (40.0) 1 (20.0) 0 1 (20.0) 0 

Infections and infestations      

  -Total 1 (20.0) 1 (20.0) 0 0 0 

  Rhinitis 1 (20.0) 1 (20.0) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (20.0) 0 0 1 (20.0) 0 

  Acute lymphocytic leukaemia recurrent 1 (20.0) 0 0 1 (20.0) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 



  

  

957 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 143g 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (20.0) 0 0 1 (20.0) 0 

Eye disorders      

  -Total 1 (20.0) 0 0 1 (20.0) 0 

  Keratitis 1 (20.0) 0 0 1 (20.0) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143g 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 6 (100) 0 0 3 (50.0) 3 (50.0) 

Blood and lymphatic system disorders      

  -Total 5 (83.3) 0 0 4 (66.7) 1 (16.7) 

  Neutropenia 2 (33.3) 0 0 1 (16.7) 1 (16.7) 

  Anaemia 1 (16.7) 0 0 1 (16.7) 0 

  Coagulation factor deficiency 1 (16.7) 0 0 1 (16.7) 0 

  Febrile neutropenia 1 (16.7) 0 0 1 (16.7) 0 

  Leukocytosis 1 (16.7) 0 1 (16.7) 0 0 

Cardiac disorders      

  -Total 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Tachycardia 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Sinus bradycardia 1 (16.7) 1 (16.7) 0 0 0 



  

  

960 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus tachycardia 1 (16.7) 1 (16.7) 0 0 0 

Congenital, familial and genetic disorders      

  -Total 1 (16.7) 1 (16.7) 0 0 0 

  Talipes 1 (16.7) 1 (16.7) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (16.7) 1 (16.7) 0 0 0 

  Ear pain 1 (16.7) 1 (16.7) 0 0 0 

Endocrine disorders      

  -Total 1 (16.7) 1 (16.7) 0 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (16.7) 1 (16.7) 0 0 0 

  Precocious puberty 1 (16.7) 1 (16.7) 0 0 0 

Eye disorders      

  -Total 2 (33.3) 1 (16.7) 0 1 (16.7) 0 

  Amaurosis 1 (16.7) 0 0 1 (16.7) 0 

  Eye pain 1 (16.7) 1 (16.7) 0 0 0 

  Ocular hyperaemia 1 (16.7) 1 (16.7) 0 0 0 

  Optic atrophy 1 (16.7) 0 1 (16.7) 0 0 

  Visual impairment 1 (16.7) 1 (16.7) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vitreous opacities 1 (16.7) 1 (16.7) 0 0 0 

Gastrointestinal disorders      

  -Total 5 (83.3) 1 (16.7) 3 (50.0) 1 (16.7) 0 

  Nausea 3 (50.0) 0 3 (50.0) 0 0 

  Vomiting 3 (50.0) 1 (16.7) 2 (33.3) 0 0 

  Abdominal pain 2 (33.3) 0 2 (33.3) 0 0 

  Diarrhoea 2 (33.3) 1 (16.7) 0 1 (16.7) 0 

  Abdominal distension 1 (16.7) 0 1 (16.7) 0 0 

  Constipation 1 (16.7) 1 (16.7) 0 0 0 

  Dental caries 1 (16.7) 1 (16.7) 0 0 0 

  Dyspepsia 1 (16.7) 1 (16.7) 0 0 0 

  Gingival swelling 1 (16.7) 0 1 (16.7) 0 0 

  Oral pain 1 (16.7) 0 1 (16.7) 0 0 

  Periodontal disease 1 (16.7) 1 (16.7) 0 0 0 

  Proctalgia 1 (16.7) 0 1 (16.7) 0 0 

  Stomatitis 1 (16.7) 0 1 (16.7) 0 0 

General disorders and administration site 
conditions 

     

  -Total 3 (50.0) 0 1 (16.7) 1 (16.7) 1 (16.7) 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 2 (33.3) 0 2 (33.3) 0 0 

  Face oedema 1 (16.7) 1 (16.7) 0 0 0 

  Facial pain 1 (16.7) 0 1 (16.7) 0 0 

  Generalised oedema 1 (16.7) 0 1 (16.7) 0 0 

  Localised oedema 1 (16.7) 1 (16.7) 0 0 0 

  Malaise 1 (16.7) 0 1 (16.7) 0 0 

  Mucosal inflammation 1 (16.7) 0 0 1 (16.7) 0 

  Multiple organ dysfunction syndrome 1 (16.7) 0 0 0 1 (16.7) 

  Non-cardiac chest pain 1 (16.7) 0 1 (16.7) 0 0 

  Oedema 1 (16.7) 0 1 (16.7) 0 0 

  Pain 1 (16.7) 0 1 (16.7) 0 0 

Hepatobiliary disorders      

  -Total 1 (16.7) 1 (16.7) 0 0 0 

  Hepatic steatosis 1 (16.7) 1 (16.7) 0 0 0 

Immune system disorders      

  -Total 5 (83.3) 0 2 (33.3) 2 (33.3) 1 (16.7) 

  Cytokine release syndrome 5 (83.3) 1 (16.7) 2 (33.3) 1 (16.7) 1 (16.7) 

  Drug hypersensitivity 1 (16.7) 0 1 (16.7) 0 0 

  Haemophagocytic lymphohistiocytosis 1 (16.7) 0 1 (16.7) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypogammaglobulinaemia 1 (16.7) 0 0 1 (16.7) 0 

Infections and infestations      

  -Total 4 (66.7) 0 1 (16.7) 3 (50.0) 0 

  Pneumonia 2 (33.3) 0 0 2 (33.3) 0 

  Alternaria infection 1 (16.7) 0 0 1 (16.7) 0 

  Aspergillus infection 1 (16.7) 0 0 1 (16.7) 0 

  Bacterial infection 1 (16.7) 0 0 1 (16.7) 0 

  Candida infection 1 (16.7) 0 0 1 (16.7) 0 

  Catheter site infection 1 (16.7) 0 1 (16.7) 0 0 

  Enterococcal infection 1 (16.7) 0 0 1 (16.7) 0 

  Enterovirus infection 1 (16.7) 0 1 (16.7) 0 0 

  Mucosal infection 1 (16.7) 0 1 (16.7) 0 0 

  Nasopharyngitis 1 (16.7) 1 (16.7) 0 0 0 

  Paronychia 1 (16.7) 0 1 (16.7) 0 0 

  Rash pustular 1 (16.7) 1 (16.7) 0 0 0 

  Rhinovirus infection 1 (16.7) 0 1 (16.7) 0 0 

  Sinusitis 1 (16.7) 0 0 1 (16.7) 0 

  Systemic infection 1 (16.7) 0 0 1 (16.7) 0 

  Vascular device infection 1 (16.7) 0 0 1 (16.7) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Viral upper respiratory tract infection 1 (16.7) 0 1 (16.7) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (50.0) 1 (16.7) 2 (33.3) 0 0 

  Contusion 1 (16.7) 1 (16.7) 0 0 0 

  Femoral neck fracture 1 (16.7) 0 1 (16.7) 0 0 

  Skin abrasion 1 (16.7) 0 1 (16.7) 0 0 

  Transfusion reaction 1 (16.7) 1 (16.7) 0 0 0 

Investigations      

  -Total 4 (66.7) 0 1 (16.7) 3 (50.0) 0 

  Immunoglobulins decreased 2 (33.3) 0 1 (16.7) 1 (16.7) 0 

  Blood potassium decreased 1 (16.7) 0 1 (16.7) 0 0 

  Blood uric acid increased 1 (16.7) 0 1 (16.7) 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (16.7) 1 (16.7) 0 0 0 

  Haemoglobin decreased 1 (16.7) 0 0 1 (16.7) 0 

  Lymphocyte count decreased 1 (16.7) 0 0 1 (16.7) 0 

  Neutrophil count decreased 1 (16.7) 0 0 1 (16.7) 0 

  Protein total decreased 1 (16.7) 0 1 (16.7) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 1 (16.7) 0 0 1 (16.7) 0 

Metabolism and nutrition disorders      

  -Total 2 (33.3) 0 1 (16.7) 1 (16.7) 0 

  Hypokalaemia 2 (33.3) 0 1 (16.7) 1 (16.7) 0 

  Decreased appetite 1 (16.7) 0 1 (16.7) 0 0 

  Hyperglycaemia 1 (16.7) 0 0 1 (16.7) 0 

  Hyperkalaemia 1 (16.7) 1 (16.7) 0 0 0 

  Hypomagnesaemia 1 (16.7) 1 (16.7) 0 0 0 

  Hyponatraemia 1 (16.7) 0 1 (16.7) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 4 (66.7) 1 (16.7) 2 (33.3) 1 (16.7) 0 

  Back pain 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Pain in extremity 2 (33.3) 0 2 (33.3) 0 0 

  Arthralgia 1 (16.7) 0 1 (16.7) 0 0 

  Muscular weakness 1 (16.7) 0 0 1 (16.7) 0 

  Myalgia 1 (16.7) 0 1 (16.7) 0 0 

  Neck pain 1 (16.7) 1 (16.7) 0 0 0 

  Osteonecrosis 1 (16.7) 1 (16.7) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Osteopenia 1 (16.7) 1 (16.7) 0 0 0 

Nervous system disorders      

  -Total 4 (66.7) 0 3 (50.0) 1 (16.7) 0 

  Headache 2 (33.3) 2 (33.3) 0 0 0 

  Cerebral atrophy 1 (16.7) 1 (16.7) 0 0 0 

  Dysarthria 1 (16.7) 0 1 (16.7) 0 0 

  Facial paralysis 1 (16.7) 0 1 (16.7) 0 0 

  Lethargy 1 (16.7) 1 (16.7) 0 0 0 

  Neurological decompensation 1 (16.7) 0 1 (16.7) 0 0 

  Neuropathy peripheral 1 (16.7) 0 1 (16.7) 0 0 

  Seizure 1 (16.7) 0 0 1 (16.7) 0 

  Tremor 1 (16.7) 0 1 (16.7) 0 0 

Psychiatric disorders      

  -Total 1 (16.7) 0 1 (16.7) 0 0 

  Agitation 1 (16.7) 0 1 (16.7) 0 0 

Renal and urinary disorders      

  -Total 2 (33.3) 0 1 (16.7) 1 (16.7) 0 

  Haematuria 1 (16.7) 0 0 1 (16.7) 0 

  Proteinuria 1 (16.7) 0 1 (16.7) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urinary tract disorder 1 (16.7) 0 1 (16.7) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (16.7) 0 1 (16.7) 0 0 

  Perineal pain 1 (16.7) 1 (16.7) 0 0 0 

  Vulvovaginal pain 1 (16.7) 0 1 (16.7) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (33.3) 1 (16.7) 0 1 (16.7) 0 

  Epistaxis 2 (33.3) 2 (33.3) 0 0 0 

  Oropharyngeal pain 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Cough 1 (16.7) 1 (16.7) 0 0 0 

  Dyspnoea 1 (16.7) 0 1 (16.7) 0 0 

  Hypoxia 1 (16.7) 0 0 1 (16.7) 0 

  Nasal congestion 1 (16.7) 1 (16.7) 0 0 0 

  Nasal septum perforation 1 (16.7) 0 1 (16.7) 0 0 

  Productive cough 1 (16.7) 1 (16.7) 0 0 0 

  Rhinalgia 1 (16.7) 1 (16.7) 0 0 0 

  Rhinorrhoea 1 (16.7) 0 1 (16.7) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus pain 1 (16.7) 1 (16.7) 0 0 0 

  Tachypnoea 1 (16.7) 0 1 (16.7) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 5 (83.3) 4 (66.7) 1 (16.7) 0 0 

  Rash 3 (50.0) 3 (50.0) 0 0 0 

  Pruritus 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Dermatitis acneiform 1 (16.7) 1 (16.7) 0 0 0 

  Dermatitis bullous 1 (16.7) 1 (16.7) 0 0 0 

  Erythema 1 (16.7) 1 (16.7) 0 0 0 

  Petechiae 1 (16.7) 1 (16.7) 0 0 0 

  Skin ulcer 1 (16.7) 1 (16.7) 0 0 0 

Vascular disorders      

  -Total 4 (66.7) 1 (16.7) 1 (16.7) 2 (33.3) 0 

  Hypertension 2 (33.3) 0 0 2 (33.3) 0 

  Embolism 1 (16.7) 0 1 (16.7) 0 0 

  Flushing 1 (16.7) 1 (16.7) 0 0 0 

  Hot flush 1 (16.7) 1 (16.7) 0 0 0 

  Vascular occlusion 1 (16.7) 1 (16.7) 0 0 0 
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- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143g 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 30 (100) 3 (10.0) 3 (10.0) 13 (43.3) 11 (36.7) 

Blood and lymphatic system disorders      

  -Total 14 (46.7) 2 (6.7 ) 3 (10.0) 8 (26.7) 1 (3.3 ) 

  Thrombocytopenia 4 (13.3) 0 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Anaemia 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

  Bone marrow failure 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Neutropenia 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  B-cell aplasia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Disseminated intravascular coagulation 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Febrile neutropenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Lymphopenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pancytopenia 1 (3.3 ) 0 0 1 (3.3 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Splenomegaly 1 (3.3 ) 1 (3.3 ) 0 0 0 

Cardiac disorders      

  -Total 6 (20.0) 4 (13.3) 1 (3.3 ) 1 (3.3 ) 0 

  Tachycardia 3 (10.0) 3 (10.0) 0 0 0 

  Sinus bradycardia 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Cardiac hypertrophy 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Left ventricular dysfunction 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Sinus tachycardia 1 (3.3 ) 1 (3.3 ) 0 0 0 

Endocrine disorders      

  -Total 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hypothyroidism 1 (3.3 ) 0 1 (3.3 ) 0 0 

Eye disorders      

  -Total 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Blepharospasm 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blindness unilateral 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Eye pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Lacrimation increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Vision blurred 1 (3.3 ) 1 (3.3 ) 0 0 0 

Gastrointestinal disorders      
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 19 (63.3) 9 (30.0) 9 (30.0) 1 (3.3 ) 0 

  Diarrhoea 9 (30.0) 6 (20.0) 3 (10.0) 0 0 

  Vomiting 6 (20.0) 4 (13.3) 2 (6.7 ) 0 0 

  Nausea 5 (16.7) 2 (6.7 ) 3 (10.0) 0 0 

  Abdominal pain 3 (10.0) 1 (3.3 ) 2 (6.7 ) 0 0 

  Constipation 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

  Abdominal pain upper 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Paraesthesia oral 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Abdominal pain lower 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Anal incontinence 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Gastrointestinal motility disorder 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hypoaesthesia oral 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Lip haemorrhage 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Rectal haemorrhage 1 (3.3 ) 0 1 (3.3 ) 0 0 

General disorders and administration site 
conditions 

     

  -Total 20 (66.7) 9 (30.0) 8 (26.7) 3 (10.0) 0 

  Pyrexia 15 (50.0) 7 (23.3) 6 (20.0) 2 (6.7 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fatigue 3 (10.0) 0 3 (10.0) 0 0 

  Chills 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Face oedema 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Gait disturbance 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Oedema peripheral 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Axillary pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Catheter site erythema 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Catheter site pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Drug withdrawal syndrome 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

Hepatobiliary disorders      

  -Total 4 (13.3) 0 1 (3.3 ) 2 (6.7 ) 1 (3.3 ) 

  Cholestasis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Hepatic failure 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hepatocellular injury 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Hepatosplenomegaly 1 (3.3 ) 0 0 0 1 (3.3 ) 

Immune system disorders      

  -Total 21 (70.0) 4 (13.3) 8 (26.7) 6 (20.0) 3 (10.0) 

  Cytokine release syndrome 17 (56.7) 5 (16.7) 3 (10.0) 6 (20.0) 3 (10.0) 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypogammaglobulinaemia 8 (26.7) 3 (10.0) 5 (16.7) 0 0 

  Allergy to immunoglobulin therapy 2 (6.7 ) 2 (6.7 ) 0 0 0 

Infections and infestations      

  -Total 17 (56.7) 2 (6.7 ) 6 (20.0) 9 (30.0) 0 

  Nasopharyngitis 4 (13.3) 4 (13.3) 0 0 0 

  Device related infection 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Herpes zoster 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Respiratory syncytial virus infection 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Rhinitis 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Sinusitis 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Aspergillus infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Atypical pneumonia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Bacterial infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Body tinea 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Candida infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Cellulitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Cellulitis orbital 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Conjunctivitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Enterovirus infection 1 (3.3 ) 1 (3.3 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Folliculitis 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Gastroenteritis 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Gastrointestinal infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Influenza 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Meningitis aseptic 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Molluscum contagiosum 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Nail infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Oral herpes 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Otitis externa 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Otitis media 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Parainfluenzae virus infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Pneumonia viral 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Rash pustular 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Sepsis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Septic shock 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Skin infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Upper respiratory tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Vascular device infection 1 (3.3 ) 0 0 1 (3.3 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Viral upper respiratory tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Vulvitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (10.0) 0 3 (10.0) 0 0 

  Allergic transfusion reaction 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Contusion 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Fall 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Procedural pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Subcutaneous haematoma 1 (3.3 ) 1 (3.3 ) 0 0 0 

Investigations      

  -Total 14 (46.7) 2 (6.7 ) 3 (10.0) 3 (10.0) 6 (20.0) 

  White blood cell count decreased 4 (13.3) 1 (3.3 ) 0 1 (3.3 ) 2 (6.7 ) 

  Aspartate aminotransferase increased 3 (10.0) 2 (6.7 ) 0 1 (3.3 ) 0 

  Platelet count decreased 3 (10.0) 0 0 1 (3.3 ) 2 (6.7 ) 

  Alanine aminotransferase increased 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Blood alkaline phosphatase increased 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Blood bilirubin increased 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

  Blood creatinine increased 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood fibrinogen decreased 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Lymphocyte count decreased 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Neutrophil count decreased 2 (6.7 ) 0 0 0 2 (6.7 ) 

  Serum ferritin increased 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (3.3 ) 1 (3.3 ) 0 0 0 

  Ammonia increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blood fibrinogen increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blood magnesium increased 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Blood urea decreased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blood urine present 1 (3.3 ) 0 1 (3.3 ) 0 0 

  C-reactive protein increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Chest x-ray abnormal 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Chlamydia test positive 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Gamma-glutamyltransferase increased 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Immunoglobulins decreased 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Lipase increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Monocyte count decreased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Prothrombin time prolonged 1 (3.3 ) 1 (3.3 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders      

  -Total 15 (50.0) 6 (20.0) 4 (13.3) 5 (16.7) 0 

  Hypokalaemia 8 (26.7) 5 (16.7) 1 (3.3 ) 2 (6.7 ) 0 

  Hypophosphataemia 6 (20.0) 4 (13.3) 1 (3.3 ) 1 (3.3 ) 0 

  Hypocalcaemia 4 (13.3) 1 (3.3 ) 1 (3.3 ) 2 (6.7 ) 0 

  Decreased appetite 3 (10.0) 3 (10.0) 0 0 0 

  Dehydration 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Hyperkalaemia 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Hypomagnesaemia 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Fluid overload 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hypercalcaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hypernatraemia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hyperphosphataemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hyperuricaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hypoalbuminaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Vitamin d deficiency 1 (3.3 ) 1 (3.3 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 8 (26.7) 2 (6.7 ) 4 (13.3) 2 (6.7 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain in extremity 4 (13.3) 2 (6.7 ) 2 (6.7 ) 0 0 

  Arthralgia 3 (10.0) 0 2 (6.7 ) 1 (3.3 ) 0 

  Back pain 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Bone pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Joint effusion 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Joint stiffness 1 (3.3 ) 1 (3.3 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 4 (13.3) 0 0 1 (3.3 ) 3 (10.0) 

  Acute lymphocytic leukaemia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Acute lymphocytic leukaemia recurrent 1 (3.3 ) 0 0 0 1 (3.3 ) 

  B precursor type acute leukaemia 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Leukaemia 1 (3.3 ) 0 0 0 1 (3.3 ) 

Nervous system disorders      

  -Total 12 (40.0) 2 (6.7 ) 8 (26.7) 2 (6.7 ) 0 

  Headache 5 (16.7) 1 (3.3 ) 4 (13.3) 0 0 

  Dizziness 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Tremor 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Dyskinesia 1 (3.3 ) 0 0 1 (3.3 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Head discomfort 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hemiparesis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Intracranial pressure increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Neuralgia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Seizure 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Somnolence 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Subdural hygroma 1 (3.3 ) 0 1 (3.3 ) 0 0 

Psychiatric disorders      

  -Total 5 (16.7) 2 (6.7 ) 3 (10.0) 0 0 

  Irritability 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Agitation 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Anxiety 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Confusional state 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Delirium 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Insomnia 1 (3.3 ) 0 1 (3.3 ) 0 0 

Renal and urinary disorders      

  -Total 5 (16.7) 3 (10.0) 1 (3.3 ) 1 (3.3 ) 0 

  Acute kidney injury 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Dysuria 1 (3.3 ) 1 (3.3 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haematuria 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Renal impairment 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Urinary incontinence 1 (3.3 ) 1 (3.3 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 3 (10.0) 2 (6.7 ) 0 1 (3.3 ) 0 

  Metrorrhagia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Ovarian failure 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Vulvovaginal dryness 1 (3.3 ) 1 (3.3 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 10 (33.3) 4 (13.3) 4 (13.3) 2 (6.7 ) 0 

  Cough 6 (20.0) 4 (13.3) 2 (6.7 ) 0 0 

  Epistaxis 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

  Hypoxia 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Increased upper airway secretion 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Lung disorder 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Nasal congestion 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Oropharyngeal pain 1 (3.3 ) 1 (3.3 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pharyngeal erythema 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Rhinorrhoea 1 (3.3 ) 1 (3.3 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 11 (36.7) 8 (26.7) 3 (10.0) 0 0 

  Erythema 3 (10.0) 3 (10.0) 0 0 0 

  Rash 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

  Dry skin 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Petechiae 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Alopecia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Ingrowing nail 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Papule 1 (3.3 ) 1 (3.3 ) 0 0 0 

Vascular disorders      

  -Total 6 (20.0) 4 (13.3) 0 2 (6.7 ) 0 

  Hypotension 3 (10.0) 2 (6.7 ) 0 1 (3.3 ) 0 

  Hypertension 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Jugular vein thrombosis 1 (3.3 ) 0 0 1 (3.3 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143g 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 21 (100) 0 3 (14.3) 6 (28.6) 12 (57.1) 

Blood and lymphatic system disorders      

  -Total 10 (47.6) 0 4 (19.0) 2 (9.5 ) 4 (19.0) 

  Anaemia 5 (23.8) 0 2 (9.5 ) 3 (14.3) 0 

  Neutropenia 5 (23.8) 1 (4.8 ) 0 0 4 (19.0) 

  Febrile neutropenia 3 (14.3) 1 (4.8 ) 1 (4.8 ) 1 (4.8 ) 0 

  Disseminated intravascular coagulation 2 (9.5 ) 0 2 (9.5 ) 0 0 

  Thrombocytopenia 1 (4.8 ) 0 0 1 (4.8 ) 0 

Cardiac disorders      

  -Total 6 (28.6) 4 (19.0) 1 (4.8 ) 1 (4.8 ) 0 

  Tachycardia 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 0 

  Sinus tachycardia 2 (9.5 ) 2 (9.5 ) 0 0 0 



  

  

985 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bradycardia 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Cardiac discomfort 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Left ventricular dysfunction 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Pericardial effusion 1 (4.8 ) 0 1 (4.8 ) 0 0 

Ear and labyrinth disorders      

  -Total 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Vertigo 1 (4.8 ) 0 0 1 (4.8 ) 0 

Eye disorders      

  -Total 5 (23.8) 3 (14.3) 2 (9.5 ) 0 0 

  Astigmatism 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Blepharitis 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Conjunctival haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Diplopia 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Dry eye 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Eye pruritus 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Hypermetropia 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Ocular hypertension 1 (4.8 ) 0 1 (4.8 ) 0 0 

Gastrointestinal disorders      

  -Total 12 (57.1) 4 (19.0) 6 (28.6) 2 (9.5 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nausea 4 (19.0) 0 3 (14.3) 1 (4.8 ) 0 

  Abdominal pain 3 (14.3) 3 (14.3) 0 0 0 

  Vomiting 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 0 

  Abdominal distension 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Constipation 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Diarrhoea 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Stomatitis 2 (9.5 ) 0 2 (9.5 ) 0 0 

  Abdominal pain upper 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Anal fissure 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Anal fistula 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Anal haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Gingival bleeding 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Lip dry 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Proctalgia 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Rectal ulcer 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Upper gastrointestinal haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

General disorders and administration site 
conditions 

     

  -Total 13 (61.9) 5 (23.8) 6 (28.6) 2 (9.5 ) 0 



  

  

987 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 11 (52.4) 4 (19.0) 5 (23.8) 2 (9.5 ) 0 

  Face oedema 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Fatigue 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Oedema peripheral 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Pain 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Catheter site erythema 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Catheter site haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Catheter site pain 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Chills 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Localised oedema 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Non-cardiac chest pain 1 (4.8 ) 1 (4.8 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Gallbladder oedema 1 (4.8 ) 1 (4.8 ) 0 0 0 

Immune system disorders      

  -Total 18 (85.7) 4 (19.0) 4 (19.0) 3 (14.3) 7 (33.3) 

  Cytokine release syndrome 16 (76.2) 5 (23.8) 2 (9.5 ) 2 (9.5 ) 7 (33.3) 

  Hypogammaglobulinaemia 6 (28.6) 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 

  Allergy to immunoglobulin therapy 2 (9.5 ) 0 2 (9.5 ) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Drug hypersensitivity 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Haemophagocytic lymphohistiocytosis 1 (4.8 ) 0 0 1 (4.8 ) 0 

Infections and infestations      

  -Total 14 (66.7) 4 (19.0) 4 (19.0) 4 (19.0) 2 (9.5 ) 

  Upper respiratory tract infection 4 (19.0) 1 (4.8 ) 3 (14.3) 0 0 

  Nasopharyngitis 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 0 

  Rhinitis 3 (14.3) 3 (14.3) 0 0 0 

  Bronchopulmonary aspergillosis 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Candida infection 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Cellulitis 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Central nervous system infection 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Cerebral fungal infection 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Conjunctivitis viral 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Device related infection 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Gastroenteritis 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Helminthic infection 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Herpes zoster 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Infection 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Influenza 1 (4.8 ) 0 0 1 (4.8 ) 0 



  

  

989 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Laryngitis 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Paronychia 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Parotitis 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Periorbital cellulitis 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Pharyngitis 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Pneumonia 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Rash pustular 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Respiratory tract infection 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Sepsis 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Tonsillitis 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Urinary tract infection viral 1 (4.8 ) 0 1 (4.8 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 5 (23.8) 2 (9.5 ) 3 (14.3) 0 0 

  Contusion 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Fall 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Infusion related reaction 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Ligament sprain 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Post procedural haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Procedural pain 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Splinter 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Stoma site erythema 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Stoma site haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Thermal burn 1 (4.8 ) 0 1 (4.8 ) 0 0 

Investigations      

  -Total 13 (61.9) 2 (9.5 ) 1 (4.8 ) 3 (14.3) 7 (33.3) 

  White blood cell count decreased 5 (23.8) 0 0 1 (4.8 ) 4 (19.0) 

  Neutrophil count decreased 4 (19.0) 0 0 0 4 (19.0) 

  Platelet count decreased 4 (19.0) 0 0 1 (4.8 ) 3 (14.3) 

  Blood fibrinogen decreased 3 (14.3) 0 0 3 (14.3) 0 

  Immunoglobulins decreased 2 (9.5 ) 0 1 (4.8 ) 1 (4.8 ) 0 

  Lymphocyte count decreased 2 (9.5 ) 0 0 2 (9.5 ) 0 

  Prothrombin time prolonged 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Alanine aminotransferase increased 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Aspartate aminotransferase increased 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Blood creatine phosphokinase increased 1 (4.8 ) 0 0 0 1 (4.8 ) 

  C-reactive protein increased 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Heart sounds abnormal 1 (4.8 ) 1 (4.8 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  International normalised ratio increased 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Vitamin d decreased 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Weight decreased 1 (4.8 ) 0 1 (4.8 ) 0 0 

Metabolism and nutrition disorders      

  -Total 9 (42.9) 2 (9.5 ) 3 (14.3) 2 (9.5 ) 2 (9.5 ) 

  Hypokalaemia 5 (23.8) 1 (4.8 ) 0 4 (19.0) 0 

  Hypoalbuminaemia 3 (14.3) 0 3 (14.3) 0 0 

  Hypomagnesaemia 3 (14.3) 3 (14.3) 0 0 0 

  Hypophosphataemia 3 (14.3) 1 (4.8 ) 1 (4.8 ) 1 (4.8 ) 0 

  Hyperuricaemia 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Hypocalcaemia 2 (9.5 ) 0 0 0 2 (9.5 ) 

  Fluid retention 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Hyperferritinaemia 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Hyperglycaemia 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Hyponatraemia 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Tumour lysis syndrome 1 (4.8 ) 0 0 0 1 (4.8 ) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 7 (33.3) 4 (19.0) 3 (14.3) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Myalgia 4 (19.0) 4 (19.0) 0 0 0 

  Arthralgia 3 (14.3) 0 3 (14.3) 0 0 

  Muscular weakness 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Back pain 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Bone pain 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Osteopenia 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Pain in extremity 1 (4.8 ) 1 (4.8 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 3 (14.3) 0 0 2 (9.5 ) 1 (4.8 ) 

  Acute lymphocytic leukaemia recurrent 2 (9.5 ) 0 0 1 (4.8 ) 1 (4.8 ) 

  Neoplasm progression 1 (4.8 ) 0 0 1 (4.8 ) 0 

Nervous system disorders      

  -Total 11 (52.4) 5 (23.8) 3 (14.3) 3 (14.3) 0 

  Headache 7 (33.3) 4 (19.0) 2 (9.5 ) 1 (4.8 ) 0 

  Seizure 4 (19.0) 1 (4.8 ) 2 (9.5 ) 1 (4.8 ) 0 

  Intention tremor 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Depressed level of consciousness 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Encephalopathy 1 (4.8 ) 0 0 1 (4.8 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperkinesia 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Lethargy 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Nervous system disorder 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Tremor 1 (4.8 ) 1 (4.8 ) 0 0 0 

Product issues      

  -Total 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Device occlusion 1 (4.8 ) 0 1 (4.8 ) 0 0 

Psychiatric disorders      

  -Total 8 (38.1) 6 (28.6) 1 (4.8 ) 1 (4.8 ) 0 

  Anxiety 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Disorientation 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Insomnia 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Agitation 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Confusional state 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Delirium 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Hallucination 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Initial insomnia 1 (4.8 ) 1 (4.8 ) 0 0 0 

Renal and urinary disorders      

  -Total 4 (19.0) 1 (4.8 ) 2 (9.5 ) 0 1 (4.8 ) 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute kidney injury 2 (9.5 ) 0 1 (4.8 ) 0 1 (4.8 ) 

  Haematuria 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Polyuria 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Proteinuria 1 (4.8 ) 1 (4.8 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Scrotal oedema 1 (4.8 ) 1 (4.8 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 11 (52.4) 5 (23.8) 3 (14.3) 2 (9.5 ) 1 (4.8 ) 

  Cough 6 (28.6) 4 (19.0) 2 (9.5 ) 0 0 

  Epistaxis 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 0 

  Hypoxia 3 (14.3) 0 1 (4.8 ) 1 (4.8 ) 1 (4.8 ) 

  Nasal congestion 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Oropharyngeal pain 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Apnoea 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Pleural effusion 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Rhonchi 1 (4.8 ) 1 (4.8 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachypnoea 1 (4.8 ) 1 (4.8 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 9 (42.9) 7 (33.3) 1 (4.8 ) 1 (4.8 ) 0 

  Pruritus 4 (19.0) 4 (19.0) 0 0 0 

  Rash 3 (14.3) 2 (9.5 ) 0 1 (4.8 ) 0 

  Dry skin 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Eczema 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Petechiae 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Papule 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Skin discolouration 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Skin exfoliation 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Urticaria 1 (4.8 ) 1 (4.8 ) 0 0 0 

Vascular disorders      

  -Total 8 (38.1) 3 (14.3) 4 (19.0) 1 (4.8 ) 0 

  Hypertension 3 (14.3) 1 (4.8 ) 2 (9.5 ) 0 0 

  Pallor 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 0 

  Hypotension 2 (9.5 ) 1 (4.8 ) 0 1 (4.8 ) 0 

  Lymphoedema 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Venous thrombosis limb 1 (4.8 ) 0 1 (4.8 ) 0 0 
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- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t143_gd_b2001x.sas@@/main/4 25JUN21:16:26                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 143g 

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 12 (100) 0 1 (8.3 ) 4 (33.3) 7 (58.3) 

Blood and lymphatic system disorders      

  -Total 9 (75.0) 3 (25.0) 1 (8.3 ) 4 (33.3) 1 (8.3 ) 

  Anaemia 5 (41.7) 3 (25.0) 1 (8.3 ) 1 (8.3 ) 0 

  B-cell aplasia 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Febrile neutropenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Leukopenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Neutropenia 1 (8.3 ) 0 0 0 1 (8.3 ) 

  Thrombocytopenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

Cardiac disorders      

  -Total 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Tachycardia 1 (8.3 ) 1 (8.3 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Eye disorders      

  -Total 3 (25.0) 1 (8.3 ) 1 (8.3 ) 1 (8.3 ) 0 

  Conjunctivitis allergic 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Dry eye 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Keratitis 1 (8.3 ) 0 0 1 (8.3 ) 0 

Gastrointestinal disorders      

  -Total 6 (50.0) 3 (25.0) 2 (16.7) 1 (8.3 ) 0 

  Diarrhoea 4 (33.3) 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 

  Nausea 4 (33.3) 2 (16.7) 2 (16.7) 0 0 

  Abdominal pain upper 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Constipation 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Gastrointestinal pain 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Gingival bleeding 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Toothache 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Vomiting 1 (8.3 ) 1 (8.3 ) 0 0 0 

General disorders and administration site 
conditions 

     

  -Total 9 (75.0) 5 (41.7) 2 (16.7) 2 (16.7) 0 

  Pyrexia 5 (41.7) 3 (25.0) 1 (8.3 ) 1 (8.3 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Asthenia 2 (16.7) 2 (16.7) 0 0 0 

  Fatigue 2 (16.7) 2 (16.7) 0 0 0 

  Catheter site haemorrhage 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Catheter site pruritus 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Chills 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Face oedema 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Localised oedema 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Oedema peripheral 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Pain 1 (8.3 ) 0 0 1 (8.3 ) 0 

Hepatobiliary disorders      

  -Total 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Hepatotoxicity 1 (8.3 ) 0 1 (8.3 ) 0 0 

Immune system disorders      

  -Total 10 (83.3) 1 (8.3 ) 7 (58.3) 0 2 (16.7) 

  Cytokine release syndrome 9 (75.0) 1 (8.3 ) 6 (50.0) 0 2 (16.7) 

  Hypogammaglobulinaemia 6 (50.0) 0 6 (50.0) 0 0 

  Atopy 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Haemophagocytic lymphohistiocytosis 1 (8.3 ) 0 0 1 (8.3 ) 0 

Infections and infestations      
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Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 10 (83.3) 0 7 (58.3) 2 (16.7) 1 (8.3 ) 

  Bronchitis 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Herpes zoster 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 0 

  Upper respiratory tract infection 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Cystitis 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Device related infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Escherichia urinary tract infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Eye infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Gastroenteritis 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Impetigo 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Nasopharyngitis 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Oral fungal infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Oral herpes 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Otitis externa 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Otitis media 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Otitis media acute 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pneumonia haemophilus 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Pseudomembranous colitis 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Sepsis 1 (8.3 ) 0 0 0 1 (8.3 ) 
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Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tinea pedis 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Tooth infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Periorbital haematoma 1 (8.3 ) 0 0 1 (8.3 ) 0 

Investigations      

  -Total 8 (66.7) 0 3 (25.0) 2 (16.7) 3 (25.0) 

  Alanine aminotransferase increased 4 (33.3) 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 

  Aspartate aminotransferase increased 4 (33.3) 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 

  Neutrophil count decreased 4 (33.3) 1 (8.3 ) 0 1 (8.3 ) 2 (16.7) 

  White blood cell count decreased 4 (33.3) 0 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  Platelet count decreased 3 (25.0) 1 (8.3 ) 2 (16.7) 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (8.3 ) 1 (8.3 ) 0 0 0 

  Antithrombin iii decreased 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Blood bilirubin increased 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Blood chloride increased 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Blood creatinine increased 1 (8.3 ) 1 (8.3 ) 0 0 0 



  

  

1002 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood lactate dehydrogenase increased 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Blood urea increased 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Clostridium test positive 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Cytomegalovirus test positive 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Fungal test positive 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Gamma-glutamyltransferase increased 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Lymph node palpable 1 (8.3 ) 0 1 (8.3 ) 0 0 

Metabolism and nutrition disorders      

  -Total 8 (66.7) 4 (33.3) 1 (8.3 ) 3 (25.0) 0 

  Decreased appetite 4 (33.3) 3 (25.0) 0 1 (8.3 ) 0 

  Hypoalbuminaemia 4 (33.3) 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 

  Hyperglycaemia 2 (16.7) 1 (8.3 ) 0 1 (8.3 ) 0 

  Hypocalcaemia 2 (16.7) 0 2 (16.7) 0 0 

  Dehydration 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Hypercalcaemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Hyperphosphataemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Hyperuricaemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Hypomagnesaemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Hypophosphataemia 1 (8.3 ) 1 (8.3 ) 0 0 0 



  

  

1003 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lactic acidosis 1 (8.3 ) 0 0 1 (8.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 4 (33.3) 1 (8.3 ) 2 (16.7) 1 (8.3 ) 0 

  Arthralgia 2 (16.7) 1 (8.3 ) 0 1 (8.3 ) 0 

  Back pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Bone pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Myalgia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Neck pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Osteoporosis 1 (8.3 ) 0 1 (8.3 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Acute lymphocytic leukaemia recurrent 1 (8.3 ) 0 0 1 (8.3 ) 0 

Nervous system disorders      

  -Total 4 (33.3) 2 (16.7) 1 (8.3 ) 0 1 (8.3 ) 

  Headache 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Dysgeusia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Encephalopathy 1 (8.3 ) 0 0 0 1 (8.3 ) 



  

  

1004 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neuralgia 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Somnolence 1 (8.3 ) 0 0 1 (8.3 ) 0 

Psychiatric disorders      

  -Total 2 (16.7) 0 2 (16.7) 0 0 

  Insomnia 2 (16.7) 0 2 (16.7) 0 0 

  Anxiety 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Confusional state 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Restlessness 1 (8.3 ) 0 1 (8.3 ) 0 0 

Renal and urinary disorders      

  -Total 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Chromaturia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Dysuria 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Polyuria 1 (8.3 ) 1 (8.3 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 4 (33.3) 1 (8.3 ) 2 (16.7) 1 (8.3 ) 0 

  Dyspnoea 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Hypoxia 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 0 

  Cough 1 (8.3 ) 1 (8.3 ) 0 0 0 



  

  

1005 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oropharyngeal pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pleural effusion 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pulmonary granuloma 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Rhinorrhoea 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Stridor 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Tachypnoea 1 (8.3 ) 1 (8.3 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 7 (58.3) 3 (25.0) 4 (33.3) 0 0 

  Erythema 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Hangnail 2 (16.7) 2 (16.7) 0 0 0 

  Ingrowing nail 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Pruritus 2 (16.7) 2 (16.7) 0 0 0 

  Acne 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Decubitus ulcer 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Dermatitis 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Dry skin 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Eczema 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Petechiae 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Rash 1 (8.3 ) 0 1 (8.3 ) 0 0 



  

  

1006 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Skin lesion 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Urticaria 1 (8.3 ) 0 1 (8.3 ) 0 0 

Vascular disorders      

  -Total 3 (25.0) 1 (8.3 ) 0 2 (16.7) 0 

  Capillary leak syndrome 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Hypertension 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Hypotension 1 (8.3 ) 1 (8.3 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t143_gd_b2001x.sas@@/main/4 25JUN21:16:26                                        Final 

 



  

  

1007 

Tabl e 144a => Adverse events before study tr eatment, by primar y system organ class , preferred ter m, maxi mum CTC grade and Age ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                             
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 144a 

Adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 34 (91.9) 1 (2.7 ) 5 (13.5) 12 (32.4) 16 (43.2) 

Blood and lymphatic system disorders      

  -Total 20 (54.1) 1 (2.7 ) 2 (5.4 ) 12 (32.4) 5 (13.5) 

  Anaemia 11 (29.7) 1 (2.7 ) 2 (5.4 ) 8 (21.6) 0 

  Febrile neutropenia 9 (24.3) 0 0 9 (24.3) 0 

  Neutropenia 5 (13.5) 0 0 2 (5.4 ) 3 (8.1 ) 

  Thrombocytopenia 5 (13.5) 0 2 (5.4 ) 0 3 (8.1 ) 

  Bone marrow failure 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Febrile bone marrow aplasia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Leukopenia 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Lymphadenopathy 1 (2.7 ) 0 1 (2.7 ) 0 0 

Cardiac disorders      

  -Total 5 (13.5) 4 (10.8) 0 0 1 (2.7 ) 



  

  

1008 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus tachycardia 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Tachycardia 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Pericardial effusion 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Pericarditis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Sinus bradycardia 1 (2.7 ) 1 (2.7 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Ear pain 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

Endocrine disorders      

  -Total 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Cushingoid 1 (2.7 ) 1 (2.7 ) 0 0 0 

Eye disorders      

  -Total 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Conjunctival haemorrhage 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Ocular hyperaemia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Periorbital disorder 1 (2.7 ) 1 (2.7 ) 0 0 0 

Gastrointestinal disorders      

  -Total 16 (43.2) 5 (13.5) 4 (10.8) 6 (16.2) 1 (2.7 ) 

  Stomatitis 8 (21.6) 4 (10.8) 1 (2.7 ) 3 (8.1 ) 0 



  

  

1009 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Constipation 5 (13.5) 3 (8.1 ) 2 (5.4 ) 0 0 

  Nausea 5 (13.5) 1 (2.7 ) 3 (8.1 ) 1 (2.7 ) 0 

  Vomiting 5 (13.5) 4 (10.8) 1 (2.7 ) 0 0 

  Abdominal distension 3 (8.1 ) 1 (2.7 ) 2 (5.4 ) 0 0 

  Abdominal pain 3 (8.1 ) 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 0 

  Diarrhoea 3 (8.1 ) 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 0 

  Anal fissure 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Anal fistula 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Dental caries 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Gingival bleeding 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Oral pain 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Anal inflammation 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Ascites 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Hypoaesthesia oral 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Lip swelling 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Pancreatitis acute 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Pancreatitis chronic 1 (2.7 ) 0 1 (2.7 ) 0 0 

General disorders and administration site conditions      

  -Total 19 (51.4) 6 (16.2) 8 (21.6) 5 (13.5) 0 



  

  

1010 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 15 (40.5) 4 (10.8) 7 (18.9) 4 (10.8) 0 

  Fatigue 4 (10.8) 3 (8.1 ) 1 (2.7 ) 0 0 

  Pain 3 (8.1 ) 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 0 

  Catheter site pain 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Malaise 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Asthenia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Facial pain 1 (2.7 ) 1 (2.7 ) 0 0 0 

  General physical health deterioration 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Generalised oedema 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Localised oedema 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Oedema peripheral 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Vessel puncture site erythema 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Vessel puncture site haematoma 1 (2.7 ) 1 (2.7 ) 0 0 0 

Hepatobiliary disorders      

  -Total 3 (8.1 ) 1 (2.7 ) 0 2 (5.4 ) 0 

  Hepatocellular injury 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Hepatomegaly 1 (2.7 ) 1 (2.7 ) 0 0 0 

Immune system disorders      

  -Total 4 (10.8) 0 2 (5.4 ) 2 (5.4 ) 0 



  

  

1011 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypogammaglobulinaemia 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Anaphylactic reaction 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Haemophagocytic lymphohistiocytosis 1 (2.7 ) 0 0 1 (2.7 ) 0 

Infections and infestations      

  -Total 18 (48.6) 2 (5.4 ) 4 (10.8) 9 (24.3) 3 (8.1 ) 

  Clostridium difficile infection 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Oral candidiasis 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Pneumonia 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Staphylococcal infection 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Urinary tract infection 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Anal fistula infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Bacterial infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Bacterial pyelonephritis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Bronchopulmonary aspergillosis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Cellulitis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Central nervous system infection 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Croup infectious 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Device related infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Enterococcal sepsis 1 (2.7 ) 0 0 1 (2.7 ) 0 



  

  

1012 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Escherichia bacteraemia 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Oral infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Otitis externa 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Otitis media 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Parvovirus b19 infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Pneumonia fungal 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Rotavirus infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Sepsis 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Upper respiratory tract infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Urinary tract infection viral 1 (2.7 ) 1 (2.7 ) 0 0 0 

Injury, poisoning and procedural complications      

  -Total 7 (18.9) 4 (10.8) 2 (5.4 ) 1 (2.7 ) 0 

  Contusion 4 (10.8) 4 (10.8) 0 0 0 

  Delayed serologic transfusion reaction 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Eye contusion 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Gastrostomy tube site complication 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Transfusion related complication 1 (2.7 ) 0 1 (2.7 ) 0 0 

Investigations      

  -Total 18 (48.6) 3 (8.1 ) 1 (2.7 ) 3 (8.1 ) 11 (29.7) 



  

  

1013 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 8 (21.6) 2 (5.4 ) 0 1 (2.7 ) 5 (13.5) 

  Platelet count decreased 8 (21.6) 0 0 1 (2.7 ) 7 (18.9) 

  White blood cell count decreased 7 (18.9) 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 4 (10.8) 

  Aspartate aminotransferase increased 3 (8.1 ) 1 (2.7 ) 0 2 (5.4 ) 0 

  Weight decreased 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Alanine aminotransferase increased 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Amylase increased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Antithrombin iii decreased 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Blood bilirubin increased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Blood creatinine increased 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Blood lactate dehydrogenase increased 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Blood urea decreased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  C-reactive protein increased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Cardiac murmur 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Ejection fraction decreased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Human rhinovirus test positive 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Influenza a virus test positive 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Lipase increased 1 (2.7 ) 0 0 1 (2.7 ) 0 



  

  

1014 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oxygen saturation decreased 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Serum ferritin increased 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Urine output decreased 1 (2.7 ) 0 1 (2.7 ) 0 0 

Metabolism and nutrition disorders      

  -Total 11 (29.7) 4 (10.8) 3 (8.1 ) 4 (10.8) 0 

  Hypokalaemia 5 (13.5) 0 2 (5.4 ) 3 (8.1 ) 0 

  Hypocalcaemia 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

  Hypophosphataemia 3 (8.1 ) 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 0 

  Decreased appetite 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Hyperkalaemia 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Hyperuricaemia 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Hypoalbuminaemia 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Dehydration 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Hyperferritinaemia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Hypomagnesaemia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Iron overload 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Obesity 1 (2.7 ) 1 (2.7 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 6 (16.2) 2 (5.4 ) 2 (5.4 ) 2 (5.4 ) 0 



  

  

1015 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain in extremity 4 (10.8) 0 4 (10.8) 0 0 

  Arthralgia 3 (8.1 ) 0 3 (8.1 ) 0 0 

  Back pain 2 (5.4 ) 1 (2.7 ) 0 1 (2.7 ) 0 

  Bone pain 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Myalgia 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Neck pain 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Pain in jaw 1 (2.7 ) 1 (2.7 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts and 
polyps) 

     

  -Total 4 (10.8) 0 1 (2.7 ) 0 3 (8.1 ) 

  Acute lymphocytic leukaemia 2 (5.4 ) 0 0 0 2 (5.4 ) 

  Malignant neoplasm progression 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Neoplasm of orbit 1 (2.7 ) 0 0 0 1 (2.7 ) 

Nervous system disorders      

  -Total 10 (27.0) 3 (8.1 ) 3 (8.1 ) 4 (10.8) 0 

  Headache 7 (18.9) 2 (5.4 ) 3 (8.1 ) 2 (5.4 ) 0 

  Seizure 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Cerebral haemorrhage 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Cranial nerve disorder 1 (2.7 ) 0 1 (2.7 ) 0 0 



  

  

1016 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dizziness 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Dyskinesia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Hypoaesthesia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Paraesthesia 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Posterior reversible encephalopathy syndrome 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Somnolence 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Status epilepticus 1 (2.7 ) 0 1 (2.7 ) 0 0 

Psychiatric disorders      

  -Total 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Anxiety 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Agitation 1 (2.7 ) 0 1 (2.7 ) 0 0 

Renal and urinary disorders      

  -Total 7 (18.9) 4 (10.8) 2 (5.4 ) 1 (2.7 ) 0 

  Haematuria 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Urinary retention 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Dysuria 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Haemoglobinuria 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Nephropathy 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Renal impairment 1 (2.7 ) 0 0 1 (2.7 ) 0 



  

  

1017 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Reproductive system and breast disorders      

  -Total 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Perineal rash 1 (2.7 ) 1 (2.7 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 11 (29.7) 4 (10.8) 5 (13.5) 2 (5.4 ) 0 

  Epistaxis 4 (10.8) 2 (5.4 ) 2 (5.4 ) 0 0 

  Cough 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

  Hypoxia 3 (8.1 ) 1 (2.7 ) 0 2 (5.4 ) 0 

  Tachypnoea 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

  Oropharyngeal pain 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Rhinorrhoea 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Atelectasis 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Dyspnoea 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Haemoptysis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Pharyngeal erythema 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Pleural effusion 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Pneumonitis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Pneumothorax 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Wheezing 1 (2.7 ) 0 1 (2.7 ) 0 0 



  

  

1018 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Skin and subcutaneous tissue disorders      

  -Total 8 (21.6) 7 (18.9) 0 1 (2.7 ) 0 

  Ingrowing nail 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Rash 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Dermatitis 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Dry skin 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Eczema 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Hyperhidrosis 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Pruritus 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Rash maculo-papular 1 (2.7 ) 0 0 1 (2.7 ) 0 

Vascular disorders      

  -Total 7 (18.9) 2 (5.4 ) 5 (13.5) 0 0 

  Hypertension 7 (18.9) 2 (5.4 ) 5 (13.5) 0 0 

  Hypotension 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Pallor 1 (2.7 ) 1 (2.7 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 
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are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 144a 

Adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 18 (94.7) 1 (5.3 ) 1 (5.3 ) 8 (42.1) 8 (42.1) 

Blood and lymphatic system disorders      

  -Total 12 (63.2) 3 (15.8) 1 (5.3 ) 5 (26.3) 3 (15.8) 

  Anaemia 4 (21.1) 1 (5.3 ) 0 3 (15.8) 0 

  Febrile neutropenia 4 (21.1) 0 1 (5.3 ) 3 (15.8) 0 

  Neutropenia 4 (21.1) 1 (5.3 ) 0 2 (10.5) 1 (5.3 ) 

  Leukopenia 3 (15.8) 0 0 1 (5.3 ) 2 (10.5) 

  Thrombocytopenia 3 (15.8) 0 0 1 (5.3 ) 2 (10.5) 

  Bone marrow failure 2 (10.5) 0 1 (5.3 ) 1 (5.3 ) 0 

  Lymphopenia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Splenomegaly 1 (5.3 ) 1 (5.3 ) 0 0 0 

Cardiac disorders      

  -Total 4 (21.1) 3 (15.8) 1 (5.3 ) 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus bradycardia 2 (10.5) 2 (10.5) 0 0 0 

  Atrioventricular block 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Diastolic dysfunction 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Tachycardia 1 (5.3 ) 0 1 (5.3 ) 0 0 

Congenital, familial and genetic disorders      

  -Total 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase deficiency 1 (5.3 ) 1 (5.3 ) 0 0 0 

Eye disorders      

  -Total 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Erythema of eyelid 1 (5.3 ) 1 (5.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 9 (47.4) 2 (10.5) 4 (21.1) 3 (15.8) 0 

  Stomatitis 4 (21.1) 0 3 (15.8) 1 (5.3 ) 0 

  Constipation 3 (15.8) 0 2 (10.5) 1 (5.3 ) 0 

  Dental caries 2 (10.5) 0 1 (5.3 ) 1 (5.3 ) 0 

  Nausea 2 (10.5) 2 (10.5) 0 0 0 

  Abdominal discomfort 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Abdominal distension 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Abdominal pain upper 1 (5.3 ) 0 1 (5.3 ) 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal tenderness 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Diarrhoea 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Flatulence 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Gingival pruritus 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Oral mucosal erythema 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Tooth loss 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Vomiting 1 (5.3 ) 1 (5.3 ) 0 0 0 

General disorders and administration site conditions      

  -Total 7 (36.8) 2 (10.5) 4 (21.1) 1 (5.3 ) 0 

  Fatigue 3 (15.8) 3 (15.8) 0 0 0 

  Pyrexia 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Catheter site pain 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Asthenia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Catheter site haemorrhage 1 (5.3 ) 0 1 (5.3 ) 0 0 

  General physical health deterioration 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Malaise 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Mucosal inflammation 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Puncture site haemorrhage 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Puncture site pain 1 (5.3 ) 1 (5.3 ) 0 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders      

  -Total 2 (10.5) 0 1 (5.3 ) 1 (5.3 ) 0 

  Hepatocellular injury 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Hepatomegaly 1 (5.3 ) 0 1 (5.3 ) 0 0 

Immune system disorders      

  -Total 2 (10.5) 1 (5.3 ) 0 1 (5.3 ) 0 

  Cell-mediated immune deficiency 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Drug hypersensitivity 1 (5.3 ) 1 (5.3 ) 0 0 0 

Infections and infestations      

  -Total 8 (42.1) 1 (5.3 ) 1 (5.3 ) 3 (15.8) 3 (15.8) 

  Septic shock 2 (10.5) 0 0 0 2 (10.5) 

  Bronchopulmonary aspergillosis 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Device related infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Herpes zoster 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Neutropenic infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Periorbital cellulitis 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Rash pustular 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Rhinitis 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Rhinovirus infection 1 (5.3 ) 1 (5.3 ) 0 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sepsis 1 (5.3 ) 0 0 0 1 (5.3 ) 

  Varicella 1 (5.3 ) 0 0 1 (5.3 ) 0 

Injury, poisoning and procedural complications      

  -Total 3 (15.8) 1 (5.3 ) 0 2 (10.5) 0 

  Contusion 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Fall 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Infusion related reaction 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Procedural pain 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Transfusion reaction 1 (5.3 ) 0 0 1 (5.3 ) 0 

Investigations      

  -Total 7 (36.8) 2 (10.5) 3 (15.8) 1 (5.3 ) 1 (5.3 ) 

  C-reactive protein increased 3 (15.8) 0 2 (10.5) 1 (5.3 ) 0 

  Alanine aminotransferase increased 2 (10.5) 1 (5.3 ) 0 1 (5.3 ) 0 

  Platelet count decreased 2 (10.5) 1 (5.3 ) 0 0 1 (5.3 ) 

  Activated partial thromboplastin time shortened 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Antithrombin iii decreased 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Aspartate aminotransferase increased 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Blood bilirubin increased 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Immunoglobulins decreased 1 (5.3 ) 0 1 (5.3 ) 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Protein total decreased 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Urine output decreased 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Weight decreased 1 (5.3 ) 1 (5.3 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 4 (21.1) 2 (10.5) 2 (10.5) 0 0 

  Decreased appetite 2 (10.5) 2 (10.5) 0 0 0 

  Hypokalaemia 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Dehydration 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Hyperuricaemia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 5 (26.3) 1 (5.3 ) 4 (21.1) 0 0 

  Back pain 3 (15.8) 0 3 (15.8) 0 0 

  Pain in extremity 2 (10.5) 2 (10.5) 0 0 0 

  Arthralgia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Muscular weakness 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Neck pain 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Temporomandibular joint syndrome 1 (5.3 ) 1 (5.3 ) 0 0 0 

Nervous system disorders      

  -Total 4 (21.1) 1 (5.3 ) 2 (10.5) 1 (5.3 ) 0 



  

  

1027 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Headache 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Cerebral venous sinus thrombosis 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Depressed level of consciousness 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Encephalopathy 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Lethargy 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Leukoencephalopathy 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Seizure 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Speech disorder 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Tremor 1 (5.3 ) 1 (5.3 ) 0 0 0 

Psychiatric disorders      

  -Total 3 (15.8) 0 1 (5.3 ) 2 (10.5) 0 

  Abnormal behaviour 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Agitation 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Anxiety 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Confusional state 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Depression 1 (5.3 ) 0 0 1 (5.3 ) 0 

Renal and urinary disorders      

  -Total 3 (15.8) 2 (10.5) 1 (5.3 ) 0 0 

  Haematuria 1 (5.3 ) 1 (5.3 ) 0 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urinary incontinence 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Urinary tract disorder 1 (5.3 ) 0 1 (5.3 ) 0 0 

Reproductive system and breast disorders      

  -Total 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Penile erythema 1 (5.3 ) 1 (5.3 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 4 (21.1) 0 3 (15.8) 0 1 (5.3 ) 

  Epistaxis 2 (10.5) 0 2 (10.5) 0 0 

  Cough 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Dyspnoea 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Pneumonia aspiration 1 (5.3 ) 0 0 0 1 (5.3 ) 

Skin and subcutaneous tissue disorders      

  -Total 3 (15.8) 2 (10.5) 1 (5.3 ) 0 0 

  Erythema 2 (10.5) 2 (10.5) 0 0 0 

  Alopecia 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Rash 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Skin lesion 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Skin oedema 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Urticaria 1 (5.3 ) 0 1 (5.3 ) 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders      

  -Total 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Hypotension 1 (5.3 ) 1 (5.3 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 144a 

Adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 18 (100) 1 (5.6 ) 3 (16.7) 6 (33.3) 8 (44.4) 

Blood and lymphatic system disorders      

  -Total 10 (55.6) 0 1 (5.6 ) 7 (38.9) 2 (11.1) 

  Anaemia 5 (27.8) 1 (5.6 ) 2 (11.1) 2 (11.1) 0 

  Febrile neutropenia 4 (22.2) 0 0 3 (16.7) 1 (5.6 ) 

  Neutropenia 2 (11.1) 0 0 2 (11.1) 0 

  Thrombocytopenia 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

Cardiac disorders      

  -Total 4 (22.2) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 0 

  Bradycardia 2 (11.1) 0 2 (11.1) 0 0 

  Aortic valve disease 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bundle branch block left 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Coronary artery dilatation 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Mitral valve disease 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sinus tachycardia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Tachycardia 1 (5.6 ) 0 1 (5.6 ) 0 0 

Endocrine disorders      

  -Total 2 (11.1) 1 (5.6 ) 0 0 1 (5.6 ) 

  Cushingoid 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypercalcaemia of malignancy 1 (5.6 ) 0 0 0 1 (5.6 ) 

Gastrointestinal disorders      

  -Total 10 (55.6) 2 (11.1) 5 (27.8) 2 (11.1) 1 (5.6 ) 

  Constipation 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Nausea 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Stomatitis 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Abdominal pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Anal fissure 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Anal pruritus 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Dyspepsia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (5.6 ) 0 0 0 1 (5.6 ) 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gingival bleeding 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hyperaesthesia teeth 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Neutropenic colitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Oral pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Proctalgia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Rectal haemorrhage 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Retching 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Subileus 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vomiting 1 (5.6 ) 1 (5.6 ) 0 0 0 

General disorders and administration site conditions      

  -Total 8 (44.4) 4 (22.2) 4 (22.2) 0 0 

  Pyrexia 4 (22.2) 1 (5.6 ) 3 (16.7) 0 0 

  Fatigue 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Oedema peripheral 2 (11.1) 2 (11.1) 0 0 0 

  Catheter site erythema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Device related thrombosis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Injection site reaction 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Malaise 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pain 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders      

  -Total 2 (11.1) 2 (11.1) 0 0 0 

  Hepatomegaly 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Jaundice 1 (5.6 ) 1 (5.6 ) 0 0 0 

Immune system disorders      

  -Total 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Drug hypersensitivity 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Haemophagocytic lymphohistiocytosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections and infestations      

  -Total 12 (66.7) 1 (5.6 ) 4 (22.2) 5 (27.8) 2 (11.1) 

  Pneumonia 3 (16.7) 0 0 2 (11.1) 1 (5.6 ) 

  Neutropenic infection 2 (11.1) 0 0 2 (11.1) 0 

  Oral herpes 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Bacterial infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Cellulitis orbital 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Device related infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Enterovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Escherichia sepsis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Herpes simplex 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Human herpesvirus 6 infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Listeria sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Post procedural infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pseudomonas infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Rhinovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sepsis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Staphylococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

Injury, poisoning and procedural complications      

  -Total 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Cervical vertebral fracture 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Toxicity to various agents 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Vascular access site occlusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

Investigations      

  -Total 9 (50.0) 1 (5.6 ) 1 (5.6 ) 3 (16.7) 4 (22.2) 

  White blood cell count decreased 5 (27.8) 0 0 3 (16.7) 2 (11.1) 

  Activated partial thromboplastin time prolonged 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  C-reactive protein increased 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Gamma-glutamyltransferase increased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 2 (11.1) 0 0 0 2 (11.1) 

  Platelet count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Serum ferritin increased 2 (11.1) 2 (11.1) 0 0 0 

  Aspartate aminotransferase increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood bilirubin increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood fibrinogen decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood pressure increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood urea increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood uric acid increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Influenza virus test positive 1 (5.6 ) 1 (5.6 ) 0 0 0 

  International normalised ratio increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Lipase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Weight decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 7 (38.9) 5 (27.8) 1 (5.6 ) 1 (5.6 ) 0 

  Hyperglycaemia 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Hypokalaemia 3 (16.7) 3 (16.7) 0 0 0 

  Hypomagnesaemia 3 (16.7) 3 (16.7) 0 0 0 

  Decreased appetite 2 (11.1) 2 (11.1) 0 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fluid overload 2 (11.1) 0 2 (11.1) 0 0 

  Hyperkalaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hypertriglyceridaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hyperuricaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hypocalcaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hypophosphataemia 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Hypermagnesaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypoalbuminaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypoglycaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyponatraemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Tumour lysis syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

Musculoskeletal and connective tissue disorders      

  -Total 7 (38.9) 1 (5.6 ) 5 (27.8) 1 (5.6 ) 0 

  Pain in extremity 4 (22.2) 1 (5.6 ) 3 (16.7) 0 0 

  Arthralgia 2 (11.1) 0 2 (11.1) 0 0 

  Bone pain 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Back pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Myalgia 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and unspecified (incl cysts and 
polyps) 

     

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Meningioma malignant 1 (5.6 ) 0 1 (5.6 ) 0 0 

Nervous system disorders      

  -Total 10 (55.6) 3 (16.7) 3 (16.7) 3 (16.7) 1 (5.6 ) 

  Somnolence 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Headache 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Dyskinesia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Intracranial pressure increased 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Neuralgia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Neurological symptom 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Neuropathy peripheral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Partial seizures 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Peripheral motor neuropathy 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Peripheral sensory neuropathy 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Seizure 1 (5.6 ) 0 0 1 (5.6 ) 0 

Product issues      

  -Total 1 (5.6 ) 0 0 0 1 (5.6 ) 



  

  

1038 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Manufacturing product shipping issue 1 (5.6 ) 0 0 0 1 (5.6 ) 

Psychiatric disorders      

  -Total 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Insomnia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Anxiety 1 (5.6 ) 0 1 (5.6 ) 0 0 

Renal and urinary disorders      

  -Total 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Acute kidney injury 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Chromaturia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dysuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Haematuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

Reproductive system and breast disorders      

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Penile pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Epistaxis 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Cough 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyspnoea exertional 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoxia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Orthopnoea 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pleural effusion 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Tachypnoea 1 (5.6 ) 0 1 (5.6 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 8 (44.4) 4 (22.2) 3 (16.7) 1 (5.6 ) 0 

  Dry skin 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Rash 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Toxic skin eruption 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Alopecia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Petechiae 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rash maculo-papular 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Skin ulcer 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Urticaria 1 (5.6 ) 0 1 (5.6 ) 0 0 

Vascular disorders      

  -Total 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Hypertension 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypotension 1 (5.6 ) 0 0 1 (5.6 ) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t144_gd_b2001x.sas@@/main/1 25JUN21:16:29                                        Final 
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Tabl e 144b => Adverse events before study tr eatment, by primar y system organ class , preferred ter m, maxi mum CTC grade and Gender ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                          
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 144b 

Adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 42 (95.5) 3 (6.8 ) 3 (6.8 ) 15 (34.1) 21 (47.7) 

Blood and lymphatic system disorders      

  -Total 29 (65.9) 3 (6.8 ) 4 (9.1 ) 15 (34.1) 7 (15.9) 

  Anaemia 14 (31.8) 2 (4.5 ) 4 (9.1 ) 8 (18.2) 0 

  Febrile neutropenia 12 (27.3) 0 1 (2.3 ) 10 (22.7) 1 (2.3 ) 

  Neutropenia 8 (18.2) 1 (2.3 ) 0 5 (11.4) 2 (4.5 ) 

  Thrombocytopenia 7 (15.9) 0 1 (2.3 ) 2 (4.5 ) 4 (9.1 ) 

  Leukopenia 4 (9.1 ) 0 0 1 (2.3 ) 3 (6.8 ) 

  Bone marrow failure 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Lymphopenia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Splenomegaly 1 (2.3 ) 1 (2.3 ) 0 0 0 

Cardiac disorders      

  -Total 9 (20.5) 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 1 (2.3 ) 



  

  

1042 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus bradycardia 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Bradycardia 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Sinus tachycardia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Tachycardia 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Atrioventricular block 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Bundle branch block left 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Coronary artery dilatation 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Diastolic dysfunction 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pericardial effusion 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Pericarditis 1 (2.3 ) 0 1 (2.3 ) 0 0 

Congenital, familial and genetic disorders      

  -Total 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase deficiency 1 (2.3 ) 1 (2.3 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Ear pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

Endocrine disorders      

  -Total 2 (4.5 ) 1 (2.3 ) 0 0 1 (2.3 ) 

  Cushingoid 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

1043 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypercalcaemia of malignancy 1 (2.3 ) 0 0 0 1 (2.3 ) 

Eye disorders      

  -Total 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Conjunctival haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Erythema of eyelid 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Periorbital disorder 1 (2.3 ) 1 (2.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 22 (50.0) 5 (11.4) 10 (22.7) 5 (11.4) 2 (4.5 ) 

  Constipation 8 (18.2) 3 (6.8 ) 4 (9.1 ) 1 (2.3 ) 0 

  Stomatitis 8 (18.2) 3 (6.8 ) 3 (6.8 ) 2 (4.5 ) 0 

  Nausea 6 (13.6) 3 (6.8 ) 3 (6.8 ) 0 0 

  Abdominal pain 4 (9.1 ) 1 (2.3 ) 2 (4.5 ) 1 (2.3 ) 0 

  Diarrhoea 3 (6.8 ) 1 (2.3 ) 1 (2.3 ) 1 (2.3 ) 0 

  Vomiting 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Abdominal distension 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Dental caries 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Gingival bleeding 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Oral pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Abdominal discomfort 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

1044 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal pain upper 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Abdominal tenderness 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Anal fissure 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Anal fistula 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Anal pruritus 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Dyspepsia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Flatulence 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gastrointestinal haemorrhage 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Gingival pruritus 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hyperaesthesia teeth 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hypoaesthesia oral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Lip swelling 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Neutropenic colitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Oral mucosal erythema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pancreatitis acute 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Pancreatitis chronic 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Proctalgia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Rectal haemorrhage 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Retching 1 (2.3 ) 1 (2.3 ) 0 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tooth loss 1 (2.3 ) 1 (2.3 ) 0 0 0 

General disorders and administration site conditions      

  -Total 21 (47.7) 8 (18.2) 10 (22.7) 3 (6.8 ) 0 

  Pyrexia 13 (29.5) 4 (9.1 ) 7 (15.9) 2 (4.5 ) 0 

  Fatigue 7 (15.9) 5 (11.4) 2 (4.5 ) 0 0 

  Malaise 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Oedema peripheral 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Catheter site pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Pain 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Asthenia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Catheter site erythema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Catheter site haemorrhage 1 (2.3 ) 0 1 (2.3 ) 0 0 

  General physical health deterioration 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Injection site reaction 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Localised oedema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Mucosal inflammation 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Puncture site haemorrhage 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Puncture site pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Vessel puncture site erythema 1 (2.3 ) 0 1 (2.3 ) 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vessel puncture site haematoma 1 (2.3 ) 1 (2.3 ) 0 0 0 

Hepatobiliary disorders      

  -Total 3 (6.8 ) 1 (2.3 ) 1 (2.3 ) 1 (2.3 ) 0 

  Hepatocellular injury 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Hepatomegaly 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Jaundice 1 (2.3 ) 1 (2.3 ) 0 0 0 

Immune system disorders      

  -Total 4 (9.1 ) 2 (4.5 ) 0 2 (4.5 ) 0 

  Drug hypersensitivity 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Cell-mediated immune deficiency 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Haemophagocytic lymphohistiocytosis 1 (2.3 ) 0 0 1 (2.3 ) 0 

Infections and infestations      

  -Total 19 (43.2) 4 (9.1 ) 4 (9.1 ) 7 (15.9) 4 (9.1 ) 

  Pneumonia 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Bacterial infection 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Neutropenic infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Oral herpes 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Rhinovirus infection 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Anal fistula infection 1 (2.3 ) 0 1 (2.3 ) 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacterial pyelonephritis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Croup infectious 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Device related infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Enterococcal sepsis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Enterovirus infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Escherichia bacteraemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Escherichia sepsis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Herpes simplex 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Human herpesvirus 6 infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Listeria sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Oral infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Otitis media 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Periorbital cellulitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Rash pustular 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Septic shock 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Staphylococcal infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Urinary tract infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

Injury, poisoning and procedural complications      
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 9 (20.5) 4 (9.1 ) 3 (6.8 ) 2 (4.5 ) 0 

  Contusion 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Cervical vertebral fracture 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Delayed serologic transfusion reaction 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Eye contusion 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Fall 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Infusion related reaction 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Procedural pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Transfusion reaction 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Transfusion related complication 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Vascular access site occlusion 1 (2.3 ) 1 (2.3 ) 0 0 0 

Investigations      

  -Total 22 (50.0) 2 (4.5 ) 4 (9.1 ) 5 (11.4) 11 (25.0) 

  Platelet count decreased 8 (18.2) 0 0 1 (2.3 ) 7 (15.9) 

  White blood cell count decreased 8 (18.2) 1 (2.3 ) 1 (2.3 ) 4 (9.1 ) 2 (4.5 ) 

  Neutrophil count decreased 6 (13.6) 2 (4.5 ) 0 0 4 (9.1 ) 

  C-reactive protein increased 5 (11.4) 2 (4.5 ) 2 (4.5 ) 1 (2.3 ) 0 

  Aspartate aminotransferase increased 4 (9.1 ) 1 (2.3 ) 1 (2.3 ) 2 (4.5 ) 0 

  Weight decreased 4 (9.1 ) 2 (4.5 ) 2 (4.5 ) 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood bilirubin increased 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Activated partial thromboplastin time prolonged 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Alanine aminotransferase increased 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Antithrombin iii decreased 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Gamma-glutamyltransferase increased 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Lipase increased 2 (4.5 ) 1 (2.3 ) 0 1 (2.3 ) 0 

  Serum ferritin increased 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Urine output decreased 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Activated partial thromboplastin time shortened 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Amylase increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood fibrinogen decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood lactate dehydrogenase increased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood pressure increased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood urea decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood urea increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood uric acid increased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Cardiac murmur 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Immunoglobulins decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Influenza virus test positive 1 (2.3 ) 1 (2.3 ) 0 0 0 

  International normalised ratio increased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Protein total decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

Metabolism and nutrition disorders      

  -Total 14 (31.8) 7 (15.9) 3 (6.8 ) 4 (9.1 ) 0 

  Hypokalaemia 9 (20.5) 4 (9.1 ) 2 (4.5 ) 3 (6.8 ) 0 

  Decreased appetite 6 (13.6) 4 (9.1 ) 0 2 (4.5 ) 0 

  Hyperuricaemia 5 (11.4) 5 (11.4) 0 0 0 

  Hypocalcaemia 4 (9.1 ) 4 (9.1 ) 0 0 0 

  Hypophosphataemia 4 (9.1 ) 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 

  Hyperglycaemia 3 (6.8 ) 2 (4.5 ) 0 1 (2.3 ) 0 

  Hyperkalaemia 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Hypomagnesaemia 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Dehydration 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Hypertriglyceridaemia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Fluid overload 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hypermagnesaemia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hypoalbuminaemia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hyponatraemia 1 (2.3 ) 1 (2.3 ) 0 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tumour lysis syndrome 1 (2.3 ) 0 0 1 (2.3 ) 0 

Musculoskeletal and connective tissue disorders      

  -Total 13 (29.5) 3 (6.8 ) 8 (18.2) 2 (4.5 ) 0 

  Pain in extremity 7 (15.9) 3 (6.8 ) 4 (9.1 ) 0 0 

  Back pain 5 (11.4) 0 4 (9.1 ) 1 (2.3 ) 0 

  Arthralgia 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Bone pain 3 (6.8 ) 0 2 (4.5 ) 1 (2.3 ) 0 

  Myalgia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Muscular weakness 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Neck pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pain in jaw 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Temporomandibular joint syndrome 1 (2.3 ) 1 (2.3 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

     

  -Total 3 (6.8 ) 0 1 (2.3 ) 0 2 (4.5 ) 

  Acute lymphocytic leukaemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Meningioma malignant 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Neoplasm of orbit 1 (2.3 ) 0 0 0 1 (2.3 ) 

Nervous system disorders      
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 16 (36.4) 5 (11.4) 5 (11.4) 5 (11.4) 1 (2.3 ) 

  Headache 7 (15.9) 3 (6.8 ) 3 (6.8 ) 1 (2.3 ) 0 

  Seizure 3 (6.8 ) 1 (2.3 ) 1 (2.3 ) 1 (2.3 ) 0 

  Somnolence 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Cerebral venous sinus thrombosis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Cranial nerve disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Depressed level of consciousness 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Dizziness 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dyskinesia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Encephalopathy 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Hypoaesthesia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Intracranial pressure increased 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Lethargy 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Leukoencephalopathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Neurological symptom 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Neuropathy peripheral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Paraesthesia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Partial seizures 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Peripheral motor neuropathy 1 (2.3 ) 1 (2.3 ) 0 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Posterior reversible encephalopathy syndrome 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Speech disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Status epilepticus 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Tremor 1 (2.3 ) 1 (2.3 ) 0 0 0 

Product issues      

  -Total 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Manufacturing product shipping issue 1 (2.3 ) 0 0 0 1 (2.3 ) 

Psychiatric disorders      

  -Total 6 (13.6) 1 (2.3 ) 3 (6.8 ) 2 (4.5 ) 0 

  Agitation 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Anxiety 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Insomnia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Abnormal behaviour 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Confusional state 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Depression 1 (2.3 ) 0 0 1 (2.3 ) 0 

Renal and urinary disorders      

  -Total 8 (18.2) 5 (11.4) 2 (4.5 ) 1 (2.3 ) 0 

  Dysuria 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Haematuria 2 (4.5 ) 2 (4.5 ) 0 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute kidney injury 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Chromaturia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Haemoglobinuria 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Nephropathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Urinary incontinence 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Urinary retention 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Urinary tract disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

Reproductive system and breast disorders      

  -Total 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Penile erythema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Penile pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Perineal rash 1 (2.3 ) 1 (2.3 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 10 (22.7) 1 (2.3 ) 6 (13.6) 2 (4.5 ) 1 (2.3 ) 

  Epistaxis 6 (13.6) 1 (2.3 ) 4 (9.1 ) 1 (2.3 ) 0 

  Tachypnoea 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Cough 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Dyspnoea 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Hypoxia 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pleural effusion 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Atelectasis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dyspnoea exertional 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Oropharyngeal pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Orthopnoea 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pneumonia aspiration 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Wheezing 1 (2.3 ) 0 1 (2.3 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 11 (25.0) 7 (15.9) 4 (9.1 ) 0 0 

  Rash 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Dry skin 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Alopecia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Erythema 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Urticaria 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Hyperhidrosis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Petechiae 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pruritus 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin lesion 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin oedema 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

1056 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Skin ulcer 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Toxic skin eruption 1 (2.3 ) 0 1 (2.3 ) 0 0 

Vascular disorders      

  -Total 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Hypertension 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Hypotension 2 (4.5 ) 2 (4.5 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 144b 

Adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 28 (93.3) 0 6 (20.0) 11 (36.7) 11 (36.7) 

Blood and lymphatic system disorders      

  -Total 13 (43.3) 1 (3.3 ) 0 9 (30.0) 3 (10.0) 

  Anaemia 6 (20.0) 1 (3.3 ) 0 5 (16.7) 0 

  Febrile neutropenia 5 (16.7) 0 0 5 (16.7) 0 

  Neutropenia 3 (10.0) 0 0 1 (3.3 ) 2 (6.7 ) 

  Thrombocytopenia 3 (10.0) 0 1 (3.3 ) 0 2 (6.7 ) 

  Bone marrow failure 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Febrile bone marrow aplasia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Lymphadenopathy 1 (3.3 ) 0 1 (3.3 ) 0 0 

Cardiac disorders      

  -Total 4 (13.3) 4 (13.3) 0 0 0 

  Tachycardia 2 (6.7 ) 2 (6.7 ) 0 0 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aortic valve disease 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Mitral valve disease 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Sinus tachycardia 1 (3.3 ) 1 (3.3 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Ear pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

Endocrine disorders      

  -Total 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Cushingoid 1 (3.3 ) 1 (3.3 ) 0 0 0 

Eye disorders      

  -Total 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Ocular hyperaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 13 (43.3) 4 (13.3) 3 (10.0) 6 (20.0) 0 

  Stomatitis 6 (20.0) 2 (6.7 ) 1 (3.3 ) 3 (10.0) 0 

  Nausea 4 (13.3) 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 

  Vomiting 4 (13.3) 3 (10.0) 1 (3.3 ) 0 0 

  Constipation 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

  Abdominal distension 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal fissure 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Dental caries 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Anal fistula 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Anal inflammation 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Ascites 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Diarrhoea 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Gingival bleeding 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Oral pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Subileus 1 (3.3 ) 0 1 (3.3 ) 0 0 

General disorders and administration site conditions      

  -Total 13 (43.3) 4 (13.3) 6 (20.0) 3 (10.0) 0 

  Pyrexia 9 (30.0) 2 (6.7 ) 5 (16.7) 2 (6.7 ) 0 

  Catheter site pain 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Fatigue 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Pain 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Asthenia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Device related thrombosis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Facial pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

  General physical health deterioration 1 (3.3 ) 0 1 (3.3 ) 0 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Generalised oedema 1 (3.3 ) 0 1 (3.3 ) 0 0 

Hepatobiliary disorders      

  -Total 4 (13.3) 2 (6.7 ) 0 2 (6.7 ) 0 

  Hepatocellular injury 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Hepatomegaly 2 (6.7 ) 2 (6.7 ) 0 0 0 

Immune system disorders      

  -Total 4 (13.3) 0 2 (6.7 ) 2 (6.7 ) 0 

  Hypogammaglobulinaemia 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Anaphylactic reaction 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Haemophagocytic lymphohistiocytosis 1 (3.3 ) 0 0 1 (3.3 ) 0 

Infections and infestations      

  -Total 19 (63.3) 0 5 (16.7) 10 (33.3) 4 (13.3) 

  Bronchopulmonary aspergillosis 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Clostridium difficile infection 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Device related infection 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Oral candidiasis 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Pneumonia 2 (6.7 ) 1 (3.3 ) 0 0 1 (3.3 ) 

  Sepsis 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

  Staphylococcal infection 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Cellulitis orbital 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Central nervous system infection 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Fungal infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Herpes zoster 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Neutropenic infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Otitis externa 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Parvovirus b19 infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pneumonia fungal 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Post procedural infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pseudomonas infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Rhinitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Rotavirus infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Septic shock 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Upper respiratory tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Urinary tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Urinary tract infection viral 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Varicella 1 (3.3 ) 0 0 1 (3.3 ) 0 

Injury, poisoning and procedural complications      
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 4 (13.3) 2 (6.7 ) 0 2 (6.7 ) 0 

  Contusion 3 (10.0) 3 (10.0) 0 0 0 

  Gastrostomy tube site complication 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Toxicity to various agents 1 (3.3 ) 0 0 1 (3.3 ) 0 

Investigations      

  -Total 12 (40.0) 4 (13.3) 1 (3.3 ) 2 (6.7 ) 5 (16.7) 

  Neutrophil count decreased 4 (13.3) 0 0 1 (3.3 ) 3 (10.0) 

  Platelet count decreased 4 (13.3) 1 (3.3 ) 0 1 (3.3 ) 2 (6.7 ) 

  White blood cell count decreased 4 (13.3) 0 0 0 4 (13.3) 

  Alanine aminotransferase increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Aspartate aminotransferase increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blood creatinine increased 1 (3.3 ) 0 1 (3.3 ) 0 0 

  C-reactive protein increased 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Ejection fraction decreased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Human rhinovirus test positive 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Influenza a virus test positive 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Oxygen saturation decreased 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Serum ferritin increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

Metabolism and nutrition disorders      



  

  

1064 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 8 (26.7) 4 (13.3) 3 (10.0) 1 (3.3 ) 0 

  Hypoalbuminaemia 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Fluid overload 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hyperferritinaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hyperkalaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hypocalcaemia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hypoglycaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hypokalaemia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hypomagnesaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hypophosphataemia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Iron overload 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Obesity 1 (3.3 ) 1 (3.3 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 5 (16.7) 1 (3.3 ) 3 (10.0) 1 (3.3 ) 0 

  Arthralgia 3 (10.0) 0 3 (10.0) 0 0 

  Pain in extremity 3 (10.0) 0 3 (10.0) 0 0 

  Back pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Bone pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Myalgia 1 (3.3 ) 1 (3.3 ) 0 0 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neck pain 1 (3.3 ) 0 0 1 (3.3 ) 0 

Neoplasms benign, malignant and unspecified (incl cysts and 
polyps) 

     

  -Total 2 (6.7 ) 0 1 (3.3 ) 0 1 (3.3 ) 

  Acute lymphocytic leukaemia 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Malignant neoplasm progression 1 (3.3 ) 0 1 (3.3 ) 0 0 

Nervous system disorders      

  -Total 8 (26.7) 2 (6.7 ) 3 (10.0) 3 (10.0) 0 

  Headache 4 (13.3) 1 (3.3 ) 2 (6.7 ) 1 (3.3 ) 0 

  Cerebral haemorrhage 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Dyskinesia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Neuralgia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Peripheral sensory neuropathy 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Seizure 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Somnolence 1 (3.3 ) 0 0 1 (3.3 ) 0 

Psychiatric disorders      

  -Total 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Anxiety 2 (6.7 ) 0 2 (6.7 ) 0 0 

Renal and urinary disorders      
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 4 (13.3) 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 

  Haematuria 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Renal impairment 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Urinary retention 1 (3.3 ) 0 1 (3.3 ) 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 7 (23.3) 3 (10.0) 3 (10.0) 1 (3.3 ) 0 

  Cough 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

  Epistaxis 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Hypoxia 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Rhinorrhoea 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Haemoptysis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Oropharyngeal pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Pharyngeal erythema 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Pneumonitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Pneumothorax 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Tachypnoea 1 (3.3 ) 1 (3.3 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 8 (26.7) 6 (20.0) 0 2 (6.7 ) 0 

  Ingrowing nail 2 (6.7 ) 2 (6.7 ) 0 0 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Rash maculo-papular 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Dermatitis 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Dry skin 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Eczema 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Toxic skin eruption 1 (3.3 ) 0 0 1 (3.3 ) 0 

Vascular disorders      

  -Total 6 (20.0) 0 5 (16.7) 1 (3.3 ) 0 

  Hypertension 5 (16.7) 0 5 (16.7) 0 0 

  Hypotension 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pallor 1 (3.3 ) 1 (3.3 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 144c 

Adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (100) 0 0 1 (100) 0 

Blood and lymphatic system disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Febrile neutropenia 1 (100) 0 0 1 (100) 0 

  Neutropenia 1 (100) 0 0 1 (100) 0 

Gastrointestinal disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Abdominal pain upper 1 (100) 0 1 (100) 0 0 

  Constipation 1 (100) 0 1 (100) 0 0 

  Flatulence 1 (100) 0 1 (100) 0 0 

  Gingival pruritus 1 (100) 1 (100) 0 0 0 

  Stomatitis 1 (100) 0 1 (100) 0 0 

General disorders and administration site conditions      
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Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (100) 0 0 1 (100) 0 

  General physical health deterioration 1 (100) 0 1 (100) 0 0 

  Puncture site haemorrhage 1 (100) 0 0 1 (100) 0 

  Puncture site pain 1 (100) 1 (100) 0 0 0 

  Pyrexia 1 (100) 0 1 (100) 0 0 

Injury, poisoning and procedural complications      

  -Total 1 (100) 0 0 1 (100) 0 

  Fall 1 (100) 1 (100) 0 0 0 

  Transfusion reaction 1 (100) 0 0 1 (100) 0 

Investigations      

  -Total 1 (100) 0 1 (100) 0 0 

  Activated partial thromboplastin time shortened 1 (100) 0 1 (100) 0 0 

  Antithrombin iii decreased 1 (100) 0 1 (100) 0 0 

  C-reactive protein increased 1 (100) 0 1 (100) 0 0 

  Immunoglobulins decreased 1 (100) 0 1 (100) 0 0 

  Protein total decreased 1 (100) 0 1 (100) 0 0 

  Urine output decreased 1 (100) 0 1 (100) 0 0 

Metabolism and nutrition disorders      

  -Total 1 (100) 0 1 (100) 0 0 
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Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypokalaemia 1 (100) 0 1 (100) 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Arthralgia 1 (100) 1 (100) 0 0 0 

  Back pain 1 (100) 0 1 (100) 0 0 

  Pain in extremity 1 (100) 1 (100) 0 0 0 

  Temporomandibular joint syndrome 1 (100) 1 (100) 0 0 0 

Nervous system disorders      

  -Total 1 (100) 1 (100) 0 0 0 

  Leukoencephalopathy 1 (100) 1 (100) 0 0 0 

Reproductive system and breast disorders      

  -Total 1 (100) 1 (100) 0 0 0 

  Penile erythema 1 (100) 1 (100) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Cough 1 (100) 1 (100) 0 0 0 

  Dyspnoea 1 (100) 0 1 (100) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 1 (100) 1 (100) 0 0 0 
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Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Erythema 1 (100) 1 (100) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 144c 

Adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 69 (94.5) 3 (4.1 ) 9 (12.3) 25 (34.2) 32 (43.8) 

Blood and lymphatic system disorders      

  -Total 41 (56.2) 4 (5.5 ) 4 (5.5 ) 23 (31.5) 10 (13.7) 

  Anaemia 20 (27.4) 3 (4.1 ) 4 (5.5 ) 13 (17.8) 0 

  Febrile neutropenia 16 (21.9) 0 1 (1.4 ) 14 (19.2) 1 (1.4 ) 

  Neutropenia 10 (13.7) 1 (1.4 ) 0 5 (6.8 ) 4 (5.5 ) 

  Thrombocytopenia 10 (13.7) 0 2 (2.7 ) 2 (2.7 ) 6 (8.2 ) 

  Bone marrow failure 4 (5.5 ) 0 1 (1.4 ) 3 (4.1 ) 0 

  Leukopenia 4 (5.5 ) 0 0 1 (1.4 ) 3 (4.1 ) 

  Febrile bone marrow aplasia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Lymphadenopathy 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Lymphopenia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Splenomegaly 1 (1.4 ) 1 (1.4 ) 0 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Cardiac disorders      

  -Total 13 (17.8) 8 (11.0) 3 (4.1 ) 1 (1.4 ) 1 (1.4 ) 

  Tachycardia 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 0 0 

  Sinus bradycardia 3 (4.1 ) 3 (4.1 ) 0 0 0 

  Sinus tachycardia 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Bradycardia 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Aortic valve disease 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Atrioventricular block 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Bundle branch block left 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Coronary artery dilatation 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Diastolic dysfunction 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Mitral valve disease 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Pericardial effusion 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Pericarditis 1 (1.4 ) 0 1 (1.4 ) 0 0 

Congenital, familial and genetic disorders      

  -Total 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase deficiency 1 (1.4 ) 1 (1.4 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 
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All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ear pain 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

Endocrine disorders      

  -Total 3 (4.1 ) 2 (2.7 ) 0 0 1 (1.4 ) 

  Cushingoid 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Hypercalcaemia of malignancy 1 (1.4 ) 0 0 0 1 (1.4 ) 

Eye disorders      

  -Total 3 (4.1 ) 3 (4.1 ) 0 0 0 

  Conjunctival haemorrhage 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Erythema of eyelid 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Ocular hyperaemia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Periorbital disorder 1 (1.4 ) 1 (1.4 ) 0 0 0 

Gastrointestinal disorders      

  -Total 34 (46.6) 9 (12.3) 12 (16.4) 11 (15.1) 2 (2.7 ) 

  Stomatitis 13 (17.8) 5 (6.8 ) 3 (4.1 ) 5 (6.8 ) 0 

  Constipation 10 (13.7) 5 (6.8 ) 4 (5.5 ) 1 (1.4 ) 0 

  Nausea 10 (13.7) 5 (6.8 ) 4 (5.5 ) 1 (1.4 ) 0 

  Vomiting 7 (9.6 ) 6 (8.2 ) 1 (1.4 ) 0 0 

  Abdominal distension 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 0 0 

  Abdominal pain 4 (5.5 ) 1 (1.4 ) 2 (2.7 ) 1 (1.4 ) 0 



  

  

1077 
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All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dental caries 4 (5.5 ) 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 

  Diarrhoea 4 (5.5 ) 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 

  Anal fissure 3 (4.1 ) 0 1 (1.4 ) 2 (2.7 ) 0 

  Gingival bleeding 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Oral pain 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Anal fistula 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Abdominal discomfort 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Abdominal tenderness 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Anal inflammation 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Anal pruritus 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Ascites 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Dyspepsia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Hyperaesthesia teeth 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hypoaesthesia oral 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Lip swelling 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Neutropenic colitis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Oral mucosal erythema 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Pancreatitis acute 1 (1.4 ) 0 0 0 1 (1.4 ) 
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All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pancreatitis chronic 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Proctalgia 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Rectal haemorrhage 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Retching 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Subileus 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Tooth loss 1 (1.4 ) 1 (1.4 ) 0 0 0 

General disorders and administration site conditions      

  -Total 33 (45.2) 12 (16.4) 16 (21.9) 5 (6.8 ) 0 

  Pyrexia 21 (28.8) 6 (8.2 ) 11 (15.1) 4 (5.5 ) 0 

  Fatigue 9 (12.3) 7 (9.6 ) 2 (2.7 ) 0 0 

  Catheter site pain 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Malaise 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Pain 4 (5.5 ) 1 (1.4 ) 2 (2.7 ) 1 (1.4 ) 0 

  Oedema peripheral 3 (4.1 ) 3 (4.1 ) 0 0 0 

  Asthenia 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Catheter site erythema 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Catheter site haemorrhage 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Device related thrombosis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Facial pain 1 (1.4 ) 1 (1.4 ) 0 0 0 
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All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  General physical health deterioration 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Generalised oedema 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Injection site reaction 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Localised oedema 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Mucosal inflammation 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Vessel puncture site erythema 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Vessel puncture site haematoma 1 (1.4 ) 1 (1.4 ) 0 0 0 

Hepatobiliary disorders      

  -Total 7 (9.6 ) 3 (4.1 ) 1 (1.4 ) 3 (4.1 ) 0 

  Hepatocellular injury 3 (4.1 ) 0 0 3 (4.1 ) 0 

  Hepatomegaly 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Jaundice 1 (1.4 ) 1 (1.4 ) 0 0 0 

Immune system disorders      

  -Total 8 (11.0) 2 (2.7 ) 2 (2.7 ) 4 (5.5 ) 0 

  Drug hypersensitivity 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Haemophagocytic lymphohistiocytosis 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Hypogammaglobulinaemia 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Anaphylactic reaction 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Cell-mediated immune deficiency 1 (1.4 ) 0 0 1 (1.4 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

  -Total 38 (52.1) 4 (5.5 ) 9 (12.3) 17 (23.3) 8 (11.0) 

  Pneumonia 5 (6.8 ) 1 (1.4 ) 1 (1.4 ) 2 (2.7 ) 1 (1.4 ) 

  Device related infection 3 (4.1 ) 0 1 (1.4 ) 2 (2.7 ) 0 

  Neutropenic infection 3 (4.1 ) 0 0 3 (4.1 ) 0 

  Sepsis 3 (4.1 ) 0 0 1 (1.4 ) 2 (2.7 ) 

  Staphylococcal infection 3 (4.1 ) 0 1 (1.4 ) 2 (2.7 ) 0 

  Bacterial infection 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Bronchopulmonary aspergillosis 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Clostridium difficile infection 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Oral candidiasis 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Oral herpes 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Rhinovirus infection 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Septic shock 2 (2.7 ) 0 0 0 2 (2.7 ) 

  Urinary tract infection 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Anal fistula infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Bacterial pyelonephritis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Cellulitis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Cellulitis orbital 1 (1.4 ) 0 0 0 1 (1.4 ) 
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All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Central nervous system infection 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Croup infectious 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Enterococcal sepsis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Enterovirus infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Escherichia bacteraemia 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Escherichia sepsis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Fungal infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Herpes simplex 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Herpes zoster 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Human herpesvirus 6 infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Listeria sepsis 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Oral infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Otitis externa 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Otitis media 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Parvovirus b19 infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Periorbital cellulitis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Pneumonia fungal 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Post procedural infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Pseudomonas infection 1 (1.4 ) 0 0 1 (1.4 ) 0 



  

  

1082 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash pustular 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Rhinitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Rotavirus infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Upper respiratory tract infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Urinary tract infection viral 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Varicella 1 (1.4 ) 0 0 1 (1.4 ) 0 

Injury, poisoning and procedural complications      

  -Total 12 (16.4) 6 (8.2 ) 3 (4.1 ) 3 (4.1 ) 0 

  Contusion 5 (6.8 ) 5 (6.8 ) 0 0 0 

  Cervical vertebral fracture 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Delayed serologic transfusion reaction 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Eye contusion 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Gastrostomy tube site complication 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Infusion related reaction 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Procedural pain 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Toxicity to various agents 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Transfusion related complication 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Vascular access site occlusion 1 (1.4 ) 1 (1.4 ) 0 0 0 

Investigations      
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All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 33 (45.2) 6 (8.2 ) 4 (5.5 ) 7 (9.6 ) 16 (21.9) 

  Platelet count decreased 12 (16.4) 1 (1.4 ) 0 2 (2.7 ) 9 (12.3) 

  White blood cell count decreased 12 (16.4) 1 (1.4 ) 1 (1.4 ) 4 (5.5 ) 6 (8.2 ) 

  Neutrophil count decreased 10 (13.7) 2 (2.7 ) 0 1 (1.4 ) 7 (9.6 ) 

  Aspartate aminotransferase increased 5 (6.8 ) 2 (2.7 ) 1 (1.4 ) 2 (2.7 ) 0 

  C-reactive protein increased 5 (6.8 ) 2 (2.7 ) 1 (1.4 ) 2 (2.7 ) 0 

  Weight decreased 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 0 0 

  Alanine aminotransferase increased 3 (4.1 ) 1 (1.4 ) 0 2 (2.7 ) 0 

  Blood bilirubin increased 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Serum ferritin increased 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Activated partial thromboplastin time prolonged 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Gamma-glutamyltransferase increased 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Lipase increased 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

  Amylase increased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Antithrombin iii decreased 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Blood creatinine increased 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Blood fibrinogen decreased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blood lactate dehydrogenase increased 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Blood pressure increased 1 (1.4 ) 0 1 (1.4 ) 0 0 
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All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
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  Blood urea decreased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blood urea increased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blood uric acid increased 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Cardiac murmur 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Ejection fraction decreased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Human rhinovirus test positive 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Influenza a virus test positive 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Influenza virus test positive 1 (1.4 ) 1 (1.4 ) 0 0 0 

  International normalised ratio increased 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Oxygen saturation decreased 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Urine output decreased 1 (1.4 ) 0 1 (1.4 ) 0 0 

Metabolism and nutrition disorders      

  -Total 21 (28.8) 11 (15.1) 5 (6.8 ) 5 (6.8 ) 0 

  Hypokalaemia 9 (12.3) 4 (5.5 ) 2 (2.7 ) 3 (4.1 ) 0 

  Decreased appetite 6 (8.2 ) 4 (5.5 ) 0 2 (2.7 ) 0 

  Hyperuricaemia 5 (6.8 ) 5 (6.8 ) 0 0 0 

  Hypocalcaemia 5 (6.8 ) 4 (5.5 ) 1 (1.4 ) 0 0 

  Hypophosphataemia 5 (6.8 ) 2 (2.7 ) 1 (1.4 ) 2 (2.7 ) 0 
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All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperkalaemia 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Hypomagnesaemia 4 (5.5 ) 4 (5.5 ) 0 0 0 

  Hyperglycaemia 3 (4.1 ) 2 (2.7 ) 0 1 (1.4 ) 0 

  Hypoalbuminaemia 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Dehydration 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Fluid overload 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Hypertriglyceridaemia 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Hyperferritinaemia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hypermagnesaemia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hypoglycaemia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hyponatraemia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Iron overload 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Obesity 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Tumour lysis syndrome 1 (1.4 ) 0 0 1 (1.4 ) 0 

Musculoskeletal and connective tissue disorders      

  -Total 17 (23.3) 4 (5.5 ) 10 (13.7) 3 (4.1 ) 0 

  Pain in extremity 9 (12.3) 2 (2.7 ) 7 (9.6 ) 0 0 

  Arthralgia 5 (6.8 ) 0 5 (6.8 ) 0 0 

  Back pain 5 (6.8 ) 1 (1.4 ) 3 (4.1 ) 1 (1.4 ) 0 
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All patients 
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Primary system organ class 
Preferred term 
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Grade 2 
n (%) 

Grade 3 
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Grade 4 
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  Bone pain 4 (5.5 ) 0 3 (4.1 ) 1 (1.4 ) 0 

  Myalgia 3 (4.1 ) 3 (4.1 ) 0 0 0 

  Neck pain 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

  Muscular weakness 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Pain in jaw 1 (1.4 ) 1 (1.4 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

     

  -Total 5 (6.8 ) 0 2 (2.7 ) 0 3 (4.1 ) 

  Acute lymphocytic leukaemia 2 (2.7 ) 0 0 0 2 (2.7 ) 

  Malignant neoplasm progression 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Meningioma malignant 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Neoplasm of orbit 1 (1.4 ) 0 0 0 1 (1.4 ) 

Nervous system disorders      

  -Total 23 (31.5) 6 (8.2 ) 8 (11.0) 8 (11.0) 1 (1.4 ) 

  Headache 11 (15.1) 4 (5.5 ) 5 (6.8 ) 2 (2.7 ) 0 

  Seizure 4 (5.5 ) 1 (1.4 ) 1 (1.4 ) 2 (2.7 ) 0 

  Somnolence 4 (5.5 ) 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 

  Dyskinesia 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Cerebral haemorrhage 1 (1.4 ) 1 (1.4 ) 0 0 0 
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All patients 
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Primary system organ class 
Preferred term 
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Grade 2 
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Grade 3 
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Grade 4 
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  Cerebral venous sinus thrombosis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Cranial nerve disorder 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Depressed level of consciousness 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Dizziness 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Encephalopathy 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Hypoaesthesia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Intracranial pressure increased 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Lethargy 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Neuralgia 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Neurological symptom 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Neuropathy peripheral 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Paraesthesia 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Partial seizures 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Peripheral motor neuropathy 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Peripheral sensory neuropathy 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Posterior reversible encephalopathy syndrome 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Speech disorder 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Status epilepticus 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Tremor 1 (1.4 ) 1 (1.4 ) 0 0 0 
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All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Product issues      

  -Total 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Manufacturing product shipping issue 1 (1.4 ) 0 0 0 1 (1.4 ) 

Psychiatric disorders      

  -Total 8 (11.0) 1 (1.4 ) 5 (6.8 ) 2 (2.7 ) 0 

  Anxiety 4 (5.5 ) 0 4 (5.5 ) 0 0 

  Agitation 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Insomnia 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Abnormal behaviour 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Confusional state 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Depression 1 (1.4 ) 0 0 1 (1.4 ) 0 

Renal and urinary disorders      

  -Total 12 (16.4) 7 (9.6 ) 3 (4.1 ) 2 (2.7 ) 0 

  Haematuria 4 (5.5 ) 4 (5.5 ) 0 0 0 

  Dysuria 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Urinary retention 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Acute kidney injury 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Chromaturia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Haemoglobinuria 1 (1.4 ) 1 (1.4 ) 0 0 0 
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Grade 2 
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Grade 3 
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  Nephropathy 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Renal impairment 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Urinary incontinence 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Urinary tract disorder 1 (1.4 ) 0 1 (1.4 ) 0 0 

Reproductive system and breast disorders      

  -Total 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Penile pain 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Perineal rash 1 (1.4 ) 1 (1.4 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 16 (21.9) 4 (5.5 ) 8 (11.0) 3 (4.1 ) 1 (1.4 ) 

  Epistaxis 8 (11.0) 3 (4.1 ) 4 (5.5 ) 1 (1.4 ) 0 

  Cough 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Hypoxia 4 (5.5 ) 1 (1.4 ) 1 (1.4 ) 2 (2.7 ) 0 

  Tachypnoea 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 0 0 

  Oropharyngeal pain 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Pleural effusion 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Rhinorrhoea 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Atelectasis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Dyspnoea 1 (1.4 ) 0 1 (1.4 ) 0 0 
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  Dyspnoea exertional 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Haemoptysis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Orthopnoea 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Pharyngeal erythema 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Pneumonia aspiration 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Pneumonitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Pneumothorax 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Wheezing 1 (1.4 ) 0 1 (1.4 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 18 (24.7) 12 (16.4) 4 (5.5 ) 2 (2.7 ) 0 

  Rash 6 (8.2 ) 5 (6.8 ) 1 (1.4 ) 0 0 

  Dry skin 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Alopecia 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Ingrowing nail 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Rash maculo-papular 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

  Toxic skin eruption 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Urticaria 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Dermatitis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Eczema 1 (1.4 ) 0 1 (1.4 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Erythema 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hyperhidrosis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Petechiae 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Pruritus 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Skin lesion 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Skin oedema 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Skin ulcer 1 (1.4 ) 1 (1.4 ) 0 0 0 

Vascular disorders      

  -Total 10 (13.7) 3 (4.1 ) 6 (8.2 ) 1 (1.4 ) 0 

  Hypertension 8 (11.0) 2 (2.7 ) 6 (8.2 ) 0 0 

  Hypotension 3 (4.1 ) 2 (2.7 ) 0 1 (1.4 ) 0 

  Pallor 1 (1.4 ) 1 (1.4 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t144_gd_b2001x.sas@@/main/1 25JUN21:16:29                                        Final 

 



  

  

1093 

Tabl e 144d => Adverse events before study tr eatment, by primar y system organ class , preferred ter m, maxi mum CTC grade and R egion (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                          
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 144d 

Adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 49 (92.5) 3 (5.7 ) 7 (13.2) 23 (43.4) 16 (30.2) 

Blood and lymphatic system disorders      

  -Total 23 (43.4) 4 (7.5 ) 3 (5.7 ) 14 (26.4) 2 (3.8 ) 

  Febrile neutropenia 9 (17.0) 0 0 9 (17.0) 0 

  Neutropenia 7 (13.2) 1 (1.9 ) 0 5 (9.4 ) 1 (1.9 ) 

  Anaemia 6 (11.3) 2 (3.8 ) 2 (3.8 ) 2 (3.8 ) 0 

  Bone marrow failure 3 (5.7 ) 0 1 (1.9 ) 2 (3.8 ) 0 

  Leukopenia 3 (5.7 ) 0 0 1 (1.9 ) 2 (3.8 ) 

  Thrombocytopenia 2 (3.8 ) 0 1 (1.9 ) 0 1 (1.9 ) 

  Febrile bone marrow aplasia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Lymphopenia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Splenomegaly 1 (1.9 ) 1 (1.9 ) 0 0 0 

Cardiac disorders      



  

  

1094 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (5.7 ) 2 (3.8 ) 0 1 (1.9 ) 0 

  Atrioventricular block 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Coronary artery dilatation 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Diastolic dysfunction 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Sinus bradycardia 1 (1.9 ) 1 (1.9 ) 0 0 0 

Endocrine disorders      

  -Total 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Hypercalcaemia of malignancy 1 (1.9 ) 0 0 0 1 (1.9 ) 

Gastrointestinal disorders      

  -Total 19 (35.8) 4 (7.5 ) 6 (11.3) 8 (15.1) 1 (1.9 ) 

  Stomatitis 9 (17.0) 2 (3.8 ) 2 (3.8 ) 5 (9.4 ) 0 

  Constipation 5 (9.4 ) 1 (1.9 ) 3 (5.7 ) 1 (1.9 ) 0 

  Dental caries 3 (5.7 ) 1 (1.9 ) 1 (1.9 ) 1 (1.9 ) 0 

  Nausea 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 0 0 

  Anal fissure 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Abdominal pain upper 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Anal inflammation 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Anal pruritus 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Ascites 1 (1.9 ) 0 1 (1.9 ) 0 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Flatulence 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Gastrointestinal haemorrhage 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Gingival pruritus 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Neutropenic colitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Proctalgia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Rectal haemorrhage 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Subileus 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Vomiting 1 (1.9 ) 1 (1.9 ) 0 0 0 

General disorders and administration site conditions      

  -Total 19 (35.8) 7 (13.2) 9 (17.0) 3 (5.7 ) 0 

  Pyrexia 12 (22.6) 3 (5.7 ) 7 (13.2) 2 (3.8 ) 0 

  Catheter site pain 2 (3.8 ) 2 (3.8 ) 0 0 0 

  General physical health deterioration 2 (3.8 ) 0 2 (3.8 ) 0 0 

  Catheter site erythema 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Device related thrombosis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Fatigue 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Mucosal inflammation 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Puncture site haemorrhage 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Puncture site pain 1 (1.9 ) 1 (1.9 ) 0 0 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vessel puncture site erythema 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Vessel puncture site haematoma 1 (1.9 ) 1 (1.9 ) 0 0 0 

Hepatobiliary disorders      

  -Total 6 (11.3) 2 (3.8 ) 1 (1.9 ) 3 (5.7 ) 0 

  Hepatocellular injury 3 (5.7 ) 0 0 3 (5.7 ) 0 

  Hepatomegaly 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 0 0 

Immune system disorders      

  -Total 4 (7.5 ) 1 (1.9 ) 1 (1.9 ) 2 (3.8 ) 0 

  Cell-mediated immune deficiency 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Drug hypersensitivity 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Haemophagocytic lymphohistiocytosis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Hypogammaglobulinaemia 1 (1.9 ) 0 1 (1.9 ) 0 0 

Infections and infestations      

  -Total 23 (43.4) 1 (1.9 ) 6 (11.3) 10 (18.9) 6 (11.3) 

  Neutropenic infection 3 (5.7 ) 0 0 3 (5.7 ) 0 

  Sepsis 3 (5.7 ) 0 0 1 (1.9 ) 2 (3.8 ) 

  Bronchopulmonary aspergillosis 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Device related infection 2 (3.8 ) 0 0 2 (3.8 ) 0 

  Pneumonia 2 (3.8 ) 0 1 (1.9 ) 0 1 (1.9 ) 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Septic shock 2 (3.8 ) 0 0 0 2 (3.8 ) 

  Staphylococcal infection 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Urinary tract infection 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Cellulitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Cellulitis orbital 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Central nervous system infection 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Clostridium difficile infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Escherichia sepsis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Herpes zoster 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Human herpesvirus 6 infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Oral herpes 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Parvovirus b19 infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Post procedural infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Pseudomonas infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Rhinitis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Rotavirus infection 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Urinary tract infection viral 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Varicella 1 (1.9 ) 0 0 1 (1.9 ) 0 

Injury, poisoning and procedural complications      



  

  

1098 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (5.7 ) 0 1 (1.9 ) 2 (3.8 ) 0 

  Cervical vertebral fracture 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Fall 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Toxicity to various agents 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Transfusion reaction 1 (1.9 ) 0 0 1 (1.9 ) 0 

Investigations      

  -Total 14 (26.4) 2 (3.8 ) 3 (5.7 ) 5 (9.4 ) 4 (7.5 ) 

  White blood cell count decreased 6 (11.3) 1 (1.9 ) 1 (1.9 ) 2 (3.8 ) 2 (3.8 ) 

  Platelet count decreased 5 (9.4 ) 1 (1.9 ) 0 2 (3.8 ) 2 (3.8 ) 

  C-reactive protein increased 4 (7.5 ) 0 2 (3.8 ) 2 (3.8 ) 0 

  Neutrophil count decreased 4 (7.5 ) 2 (3.8 ) 0 0 2 (3.8 ) 

  Activated partial thromboplastin time shortened 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Alanine aminotransferase increased 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Antithrombin iii decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Aspartate aminotransferase increased 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Blood uric acid increased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Immunoglobulins decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Protein total decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Urine output decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders      

  -Total 6 (11.3) 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 0 

  Hypoalbuminaemia 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Hyperuricaemia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Hypocalcaemia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Hypoglycaemia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Hypokalaemia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Hypomagnesaemia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Hypophosphataemia 1 (1.9 ) 0 0 1 (1.9 ) 0 

Musculoskeletal and connective tissue disorders      

  -Total 6 (11.3) 0 5 (9.4 ) 1 (1.9 ) 0 

  Arthralgia 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 0 0 

  Back pain 3 (5.7 ) 0 3 (5.7 ) 0 0 

  Bone pain 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Pain in extremity 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Temporomandibular joint syndrome 1 (1.9 ) 1 (1.9 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts and 
polyps) 

     

  -Total 4 (7.5 ) 0 2 (3.8 ) 0 2 (3.8 ) 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 2 (3.8 ) 0 0 0 2 (3.8 ) 

  Malignant neoplasm progression 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Meningioma malignant 1 (1.9 ) 0 1 (1.9 ) 0 0 

Nervous system disorders      

  -Total 11 (20.8) 2 (3.8 ) 4 (7.5 ) 5 (9.4 ) 0 

  Seizure 4 (7.5 ) 1 (1.9 ) 1 (1.9 ) 2 (3.8 ) 0 

  Headache 3 (5.7 ) 1 (1.9 ) 1 (1.9 ) 1 (1.9 ) 0 

  Cerebral venous sinus thrombosis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Leukoencephalopathy 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Neuralgia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Neuropathy peripheral 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Peripheral sensory neuropathy 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Posterior reversible encephalopathy syndrome 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Somnolence 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Status epilepticus 1 (1.9 ) 0 1 (1.9 ) 0 0 

Psychiatric disorders      

  -Total 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Depression 1 (1.9 ) 0 0 1 (1.9 ) 0 

Renal and urinary disorders      
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 0 0 

  Haematuria 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Nephropathy 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Urinary tract disorder 1 (1.9 ) 0 1 (1.9 ) 0 0 

Reproductive system and breast disorders      

  -Total 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Penile erythema 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Penile pain 1 (1.9 ) 0 1 (1.9 ) 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 4 (7.5 ) 1 (1.9 ) 2 (3.8 ) 0 1 (1.9 ) 

  Cough 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Dyspnoea 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Hypoxia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Pneumonia aspiration 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Pneumonitis 1 (1.9 ) 0 1 (1.9 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 8 (15.1) 4 (7.5 ) 2 (3.8 ) 2 (3.8 ) 0 

  Rash 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 0 0 

  Rash maculo-papular 2 (3.8 ) 1 (1.9 ) 0 1 (1.9 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Toxic skin eruption 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Dry skin 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Eczema 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Erythema 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Petechiae 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Urticaria 1 (1.9 ) 0 1 (1.9 ) 0 0 

Vascular disorders      

  -Total 4 (7.5 ) 0 3 (5.7 ) 1 (1.9 ) 0 

  Hypertension 3 (5.7 ) 0 3 (5.7 ) 0 0 

  Hypotension 1 (1.9 ) 0 0 1 (1.9 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 144d 

Adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 18 (100) 0 2 (11.1) 2 (11.1) 14 (77.8) 

Blood and lymphatic system disorders      

  -Total 16 (88.9) 0 1 (5.6 ) 7 (38.9) 8 (44.4) 

  Anaemia 12 (66.7) 1 (5.6 ) 2 (11.1) 9 (50.0) 0 

  Thrombocytopenia 8 (44.4) 0 1 (5.6 ) 2 (11.1) 5 (27.8) 

  Febrile neutropenia 6 (33.3) 0 1 (5.6 ) 4 (22.2) 1 (5.6 ) 

  Neutropenia 4 (22.2) 0 0 1 (5.6 ) 3 (16.7) 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Leukopenia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Lymphadenopathy 1 (5.6 ) 0 1 (5.6 ) 0 0 

Cardiac disorders      

  -Total 10 (55.6) 6 (33.3) 3 (16.7) 0 1 (5.6 ) 

  Tachycardia 4 (22.2) 2 (11.1) 2 (11.1) 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus tachycardia 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Bradycardia 2 (11.1) 0 2 (11.1) 0 0 

  Sinus bradycardia 2 (11.1) 2 (11.1) 0 0 0 

  Aortic valve disease 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Bundle branch block left 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Mitral valve disease 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pericardial effusion 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Pericarditis 1 (5.6 ) 0 1 (5.6 ) 0 0 

Congenital, familial and genetic disorders      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase deficiency 1 (5.6 ) 1 (5.6 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Ear pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Endocrine disorders      

  -Total 2 (11.1) 2 (11.1) 0 0 0 

  Cushingoid 2 (11.1) 2 (11.1) 0 0 0 

Eye disorders      

  -Total 3 (16.7) 3 (16.7) 0 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Conjunctival haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Erythema of eyelid 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Ocular hyperaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Periorbital disorder 1 (5.6 ) 1 (5.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 16 (88.9) 5 (27.8) 7 (38.9) 3 (16.7) 1 (5.6 ) 

  Nausea 7 (38.9) 3 (16.7) 3 (16.7) 1 (5.6 ) 0 

  Constipation 6 (33.3) 4 (22.2) 2 (11.1) 0 0 

  Vomiting 6 (33.3) 5 (27.8) 1 (5.6 ) 0 0 

  Stomatitis 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Abdominal distension 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Abdominal pain 4 (22.2) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 0 

  Diarrhoea 4 (22.2) 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 

  Gingival bleeding 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Oral pain 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Anal fistula 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Abdominal discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Abdominal tenderness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Anal fissure 1 (5.6 ) 0 0 1 (5.6 ) 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dental caries 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyspepsia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyperaesthesia teeth 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypoaesthesia oral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Lip swelling 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral mucosal erythema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pancreatitis acute 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Pancreatitis chronic 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Retching 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Tooth loss 1 (5.6 ) 1 (5.6 ) 0 0 0 

General disorders and administration site conditions      

  -Total 14 (77.8) 5 (27.8) 7 (38.9) 2 (11.1) 0 

  Pyrexia 9 (50.0) 3 (16.7) 5 (27.8) 1 (5.6 ) 0 

  Fatigue 8 (44.4) 6 (33.3) 2 (11.1) 0 0 

  Malaise 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Pain 4 (22.2) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 0 

  Oedema peripheral 3 (16.7) 3 (16.7) 0 0 0 

  Asthenia 2 (11.1) 2 (11.1) 0 0 0 

  Catheter site pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Catheter site haemorrhage 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Facial pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Generalised oedema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Injection site reaction 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Localised oedema 1 (5.6 ) 0 1 (5.6 ) 0 0 

Hepatobiliary disorders      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Jaundice 1 (5.6 ) 1 (5.6 ) 0 0 0 

Immune system disorders      

  -Total 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Drug hypersensitivity 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Haemophagocytic lymphohistiocytosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections and infestations      

  -Total 13 (72.2) 3 (16.7) 3 (16.7) 5 (27.8) 2 (11.1) 

  Pneumonia 3 (16.7) 1 (5.6 ) 0 2 (11.1) 0 

  Bacterial infection 2 (11.1) 0 2 (11.1) 0 0 

  Oral candidiasis 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Rhinovirus infection 2 (11.1) 2 (11.1) 0 0 0 

  Anal fistula infection 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacterial pyelonephritis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Clostridium difficile infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Device related infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Enterococcal sepsis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Enterovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Escherichia bacteraemia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Herpes simplex 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Listeria sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Oral herpes 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Otitis media 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Periorbital cellulitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pneumonia fungal 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Rash pustular 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Staphylococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

Injury, poisoning and procedural complications      

  -Total 10 (55.6) 6 (33.3) 2 (11.1) 2 (11.1) 0 



  

  

1111 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Contusion 5 (27.8) 5 (27.8) 0 0 0 

  Delayed serologic transfusion reaction 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Eye contusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gastrostomy tube site complication 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Infusion related reaction 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Procedural pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Transfusion related complication 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vascular access site occlusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

Investigations      

  -Total 17 (94.4) 4 (22.2) 2 (11.1) 1 (5.6 ) 10 (55.6) 

  Platelet count decreased 5 (27.8) 0 0 0 5 (27.8) 

  White blood cell count decreased 5 (27.8) 0 0 2 (11.1) 3 (16.7) 

  Aspartate aminotransferase increased 4 (22.2) 1 (5.6 ) 1 (5.6 ) 2 (11.1) 0 

  Weight decreased 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Blood bilirubin increased 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Neutrophil count decreased 3 (16.7) 0 0 0 3 (16.7) 

  Serum ferritin increased 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Activated partial thromboplastin time prolonged 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Alanine aminotransferase increased 2 (11.1) 0 0 2 (11.1) 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  C-reactive protein increased 2 (11.1) 2 (11.1) 0 0 0 

  Gamma-glutamyltransferase increased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Lipase increased 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Amylase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood creatinine increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood fibrinogen decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood lactate dehydrogenase increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood pressure increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood urea decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood urea increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Cardiac murmur 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Ejection fraction decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Human rhinovirus test positive 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Influenza a virus test positive 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Influenza virus test positive 1 (5.6 ) 1 (5.6 ) 0 0 0 

  International normalised ratio increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Oxygen saturation decreased 1 (5.6 ) 0 0 1 (5.6 ) 0 

Metabolism and nutrition disorders      
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 15 (83.3) 8 (44.4) 4 (22.2) 3 (16.7) 0 

  Hypokalaemia 8 (44.4) 4 (22.2) 2 (11.1) 2 (11.1) 0 

  Decreased appetite 6 (33.3) 4 (22.2) 0 2 (11.1) 0 

  Hyperkalaemia 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Hyperuricaemia 4 (22.2) 4 (22.2) 0 0 0 

  Hypocalcaemia 4 (22.2) 4 (22.2) 0 0 0 

  Hypophosphataemia 4 (22.2) 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 

  Hyperglycaemia 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Hypomagnesaemia 3 (16.7) 3 (16.7) 0 0 0 

  Dehydration 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Fluid overload 2 (11.1) 0 2 (11.1) 0 0 

  Hypertriglyceridaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hyperferritinaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypermagnesaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypoalbuminaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyponatraemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Iron overload 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Obesity 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Tumour lysis syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 



  

  

1114 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue disorders      

  -Total 12 (66.7) 4 (22.2) 6 (33.3) 2 (11.1) 0 

  Pain in extremity 8 (44.4) 2 (11.1) 6 (33.3) 0 0 

  Arthralgia 3 (16.7) 0 3 (16.7) 0 0 

  Back pain 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Myalgia 3 (16.7) 3 (16.7) 0 0 0 

  Bone pain 2 (11.1) 0 2 (11.1) 0 0 

  Neck pain 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Muscular weakness 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pain in jaw 1 (5.6 ) 1 (5.6 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts and 
polyps) 

     

  -Total 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Neoplasm of orbit 1 (5.6 ) 0 0 0 1 (5.6 ) 

Nervous system disorders      

  -Total 13 (72.2) 5 (27.8) 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Headache 8 (44.4) 3 (16.7) 4 (22.2) 1 (5.6 ) 0 

  Somnolence 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Dyskinesia 2 (11.1) 2 (11.1) 0 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cerebral haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Cranial nerve disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Depressed level of consciousness 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Dizziness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Encephalopathy 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Hypoaesthesia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Intracranial pressure increased 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Lethargy 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Neurological symptom 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Paraesthesia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Partial seizures 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Peripheral motor neuropathy 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Speech disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Tremor 1 (5.6 ) 1 (5.6 ) 0 0 0 

Product issues      

  -Total 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Manufacturing product shipping issue 1 (5.6 ) 0 0 0 1 (5.6 ) 

Psychiatric disorders      

  -Total 7 (38.9) 1 (5.6 ) 5 (27.8) 1 (5.6 ) 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anxiety 4 (22.2) 0 4 (22.2) 0 0 

  Agitation 2 (11.1) 0 2 (11.1) 0 0 

  Insomnia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Abnormal behaviour 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Confusional state 1 (5.6 ) 0 0 1 (5.6 ) 0 

Renal and urinary disorders      

  -Total 9 (50.0) 5 (27.8) 2 (11.1) 2 (11.1) 0 

  Haematuria 3 (16.7) 3 (16.7) 0 0 0 

  Dysuria 2 (11.1) 2 (11.1) 0 0 0 

  Urinary retention 2 (11.1) 0 2 (11.1) 0 0 

  Acute kidney injury 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Chromaturia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Haemoglobinuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Renal impairment 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Urinary incontinence 1 (5.6 ) 1 (5.6 ) 0 0 0 

Reproductive system and breast disorders      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Perineal rash 1 (5.6 ) 1 (5.6 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 13 (72.2) 3 (16.7) 7 (38.9) 3 (16.7) 0 

  Epistaxis 8 (44.4) 3 (16.7) 4 (22.2) 1 (5.6 ) 0 

  Cough 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Tachypnoea 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Hypoxia 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Oropharyngeal pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Pleural effusion 2 (11.1) 0 2 (11.1) 0 0 

  Rhinorrhoea 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Atelectasis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyspnoea 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Dyspnoea exertional 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Haemoptysis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Orthopnoea 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pharyngeal erythema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pneumothorax 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Wheezing 1 (5.6 ) 0 1 (5.6 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 11 (61.1) 9 (50.0) 2 (11.1) 0 0 

  Dry skin 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash 3 (16.7) 3 (16.7) 0 0 0 

  Alopecia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Ingrowing nail 2 (11.1) 2 (11.1) 0 0 0 

  Dermatitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Erythema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyperhidrosis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pruritus 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Skin lesion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Skin oedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Skin ulcer 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Urticaria 1 (5.6 ) 0 1 (5.6 ) 0 0 

Vascular disorders      

  -Total 6 (33.3) 3 (16.7) 3 (16.7) 0 0 

  Hypertension 5 (27.8) 2 (11.1) 3 (16.7) 0 0 

  Hypotension 2 (11.1) 2 (11.1) 0 0 0 

  Pallor 1 (5.6 ) 1 (5.6 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 
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- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t144_gd_b2001x.sas@@/main/1 25JUN21:16:30                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 144d 

Adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (100) 0 0 1 (33.3) 2 (66.7) 

Blood and lymphatic system disorders      

  -Total 3 (100) 0 0 3 (100) 0 

  Anaemia 2 (66.7) 0 0 2 (66.7) 0 

  Febrile neutropenia 2 (66.7) 0 0 2 (66.7) 0 

General disorders and administration site conditions      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Pyrexia 1 (33.3) 0 0 1 (33.3) 0 

Immune system disorders      

  -Total 2 (66.7) 0 1 (33.3) 1 (33.3) 0 

  Anaphylactic reaction 1 (33.3) 0 0 1 (33.3) 0 

  Hypogammaglobulinaemia 1 (33.3) 0 1 (33.3) 0 0 
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Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

  -Total 2 (66.7) 0 0 2 (66.7) 0 

  Croup infectious 1 (33.3) 0 0 1 (33.3) 0 

  Otitis externa 1 (33.3) 0 0 1 (33.3) 0 

Investigations      

  -Total 3 (100) 0 0 1 (33.3) 2 (66.7) 

  Neutrophil count decreased 3 (100) 0 0 1 (33.3) 2 (66.7) 

  Platelet count decreased 2 (66.7) 0 0 0 2 (66.7) 

  Antithrombin iii decreased 1 (33.3) 0 1 (33.3) 0 0 

  Urine output decreased 1 (33.3) 0 1 (33.3) 0 0 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Hypokalaemia 1 (33.3) 0 0 1 (33.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t144_gd_b2001x.sas@@/main/1 25JUN21:16:30                                        Final 
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Tabl e 144e => Adverse events before study tr eatment, by primar y system organ class , preferred ter m, maxi mum CTC grade and Prior SCT therapy ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                               
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 144e 

Adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 43 (95.6) 2 (4.4 ) 7 (15.6) 14 (31.1) 20 (44.4) 

Blood and lymphatic system disorders      

  -Total 25 (55.6) 4 (8.9 ) 3 (6.7 ) 12 (26.7) 6 (13.3) 

  Anaemia 12 (26.7) 2 (4.4 ) 3 (6.7 ) 7 (15.6) 0 

  Febrile neutropenia 8 (17.8) 0 0 7 (15.6) 1 (2.2 ) 

  Neutropenia 8 (17.8) 1 (2.2 ) 0 5 (11.1) 2 (4.4 ) 

  Thrombocytopenia 6 (13.3) 0 2 (4.4 ) 0 4 (8.9 ) 

  Leukopenia 2 (4.4 ) 0 0 1 (2.2 ) 1 (2.2 ) 

  Bone marrow failure 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Lymphadenopathy 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Splenomegaly 1 (2.2 ) 1 (2.2 ) 0 0 0 

Cardiac disorders      

  -Total 9 (20.0) 5 (11.1) 3 (6.7 ) 0 1 (2.2 ) 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachycardia 4 (8.9 ) 2 (4.4 ) 2 (4.4 ) 0 0 

  Bradycardia 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Sinus bradycardia 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Aortic valve disease 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Bundle branch block left 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Diastolic dysfunction 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Mitral valve disease 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pericardial effusion 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Pericarditis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Sinus tachycardia 1 (2.2 ) 0 1 (2.2 ) 0 0 

Congenital, familial and genetic disorders      

  -Total 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase deficiency 1 (2.2 ) 1 (2.2 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Ear pain 1 (2.2 ) 1 (2.2 ) 0 0 0 

Endocrine disorders      

  -Total 2 (4.4 ) 1 (2.2 ) 0 0 1 (2.2 ) 

  Cushingoid 1 (2.2 ) 1 (2.2 ) 0 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypercalcaemia of malignancy 1 (2.2 ) 0 0 0 1 (2.2 ) 

Eye disorders      

  -Total 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Erythema of eyelid 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Ocular hyperaemia 1 (2.2 ) 1 (2.2 ) 0 0 0 

Gastrointestinal disorders      

  -Total 17 (37.8) 5 (11.1) 7 (15.6) 3 (6.7 ) 2 (4.4 ) 

  Nausea 7 (15.6) 4 (8.9 ) 3 (6.7 ) 0 0 

  Stomatitis 7 (15.6) 2 (4.4 ) 3 (6.7 ) 2 (4.4 ) 0 

  Constipation 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 0 

  Vomiting 5 (11.1) 5 (11.1) 0 0 0 

  Abdominal pain 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 0 0 

  Anal fissure 3 (6.7 ) 0 1 (2.2 ) 2 (4.4 ) 0 

  Abdominal distension 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Diarrhoea 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 

  Oral pain 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Abdominal discomfort 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Abdominal tenderness 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Anal fistula 1 (2.2 ) 0 0 1 (2.2 ) 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal inflammation 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Anal pruritus 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Ascites 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Dental caries 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Dyspepsia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Gingival bleeding 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hyperaesthesia teeth 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Oral mucosal erythema 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pancreatitis acute 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Pancreatitis chronic 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Proctalgia 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Retching 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Subileus 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Tooth loss 1 (2.2 ) 1 (2.2 ) 0 0 0 

General disorders and administration site conditions      

  -Total 19 (42.2) 9 (20.0) 8 (17.8) 2 (4.4 ) 0 

  Pyrexia 13 (28.9) 6 (13.3) 5 (11.1) 2 (4.4 ) 0 

  Fatigue 6 (13.3) 5 (11.1) 1 (2.2 ) 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Catheter site pain 3 (6.7 ) 3 (6.7 ) 0 0 0 

  Malaise 3 (6.7 ) 3 (6.7 ) 0 0 0 

  Asthenia 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Catheter site haemorrhage 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Device related thrombosis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Facial pain 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Generalised oedema 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Oedema peripheral 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pain 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Vessel puncture site erythema 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Vessel puncture site haematoma 1 (2.2 ) 1 (2.2 ) 0 0 0 

Hepatobiliary disorders      

  -Total 6 (13.3) 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 0 

  Hepatomegaly 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Hepatocellular injury 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Jaundice 1 (2.2 ) 1 (2.2 ) 0 0 0 

Immune system disorders      

  -Total 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 1 (2.2 ) 0 

  Anaphylactic reaction 1 (2.2 ) 0 0 1 (2.2 ) 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Drug hypersensitivity 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hypogammaglobulinaemia 1 (2.2 ) 0 1 (2.2 ) 0 0 

Infections and infestations      

  -Total 24 (53.3) 2 (4.4 ) 4 (8.9 ) 12 (26.7) 6 (13.3) 

  Pneumonia 4 (8.9 ) 1 (2.2 ) 1 (2.2 ) 2 (4.4 ) 0 

  Sepsis 3 (6.7 ) 0 0 1 (2.2 ) 2 (4.4 ) 

  Bronchopulmonary aspergillosis 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Device related infection 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Neutropenic infection 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Septic shock 2 (4.4 ) 0 0 0 2 (4.4 ) 

  Urinary tract infection 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Bacterial infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Bacterial pyelonephritis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Cellulitis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Central nervous system infection 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Clostridium difficile infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Enterococcal sepsis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Enterovirus infection 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Escherichia sepsis 1 (2.2 ) 0 1 (2.2 ) 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fungal infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Herpes simplex 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Listeria sepsis 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Oral candidiasis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Otitis externa 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Otitis media 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Periorbital cellulitis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Pneumonia fungal 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Rash pustular 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Rhinovirus infection 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Staphylococcal infection 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Varicella 1 (2.2 ) 0 0 1 (2.2 ) 0 

Injury, poisoning and procedural complications      

  -Total 7 (15.6) 4 (8.9 ) 2 (4.4 ) 1 (2.2 ) 0 

  Contusion 4 (8.9 ) 4 (8.9 ) 0 0 0 

  Cervical vertebral fracture 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Toxicity to various agents 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Transfusion related complication 1 (2.2 ) 0 1 (2.2 ) 0 0 

Investigations      
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 21 (46.7) 3 (6.7 ) 1 (2.2 ) 7 (15.6) 10 (22.2) 

  Platelet count decreased 8 (17.8) 1 (2.2 ) 0 2 (4.4 ) 5 (11.1) 

  Neutrophil count decreased 7 (15.6) 2 (4.4 ) 0 1 (2.2 ) 4 (8.9 ) 

  White blood cell count decreased 7 (15.6) 0 1 (2.2 ) 3 (6.7 ) 3 (6.7 ) 

  C-reactive protein increased 4 (8.9 ) 2 (4.4 ) 0 2 (4.4 ) 0 

  Aspartate aminotransferase increased 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Alanine aminotransferase increased 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 

  Blood bilirubin increased 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Weight decreased 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Activated partial thromboplastin time prolonged 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Amylase increased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Blood creatinine increased 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Blood pressure increased 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Blood urea decreased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Blood urea increased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Gamma-glutamyltransferase increased 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Influenza a virus test positive 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Influenza virus test positive 1 (2.2 ) 1 (2.2 ) 0 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  International normalised ratio increased 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Lipase increased 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Oxygen saturation decreased 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Serum ferritin increased 1 (2.2 ) 1 (2.2 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 12 (26.7) 6 (13.3) 4 (8.9 ) 2 (4.4 ) 0 

  Hypokalaemia 4 (8.9 ) 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 

  Decreased appetite 3 (6.7 ) 2 (4.4 ) 0 1 (2.2 ) 0 

  Hyperkalaemia 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Hyperuricaemia 3 (6.7 ) 3 (6.7 ) 0 0 0 

  Hypocalcaemia 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Dehydration 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Fluid overload 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Hyperglycaemia 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 

  Hypomagnesaemia 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Hypophosphataemia 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 

  Hypermagnesaemia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hypertriglyceridaemia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hypoalbuminaemia 1 (2.2 ) 1 (2.2 ) 0 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoglycaemia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hyponatraemia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Iron overload 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Tumour lysis syndrome 1 (2.2 ) 0 0 1 (2.2 ) 0 

Musculoskeletal and connective tissue disorders      

  -Total 11 (24.4) 4 (8.9 ) 6 (13.3) 1 (2.2 ) 0 

  Pain in extremity 5 (11.1) 2 (4.4 ) 3 (6.7 ) 0 0 

  Arthralgia 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Back pain 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Bone pain 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Myalgia 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Muscular weakness 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Neck pain 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pain in jaw 1 (2.2 ) 1 (2.2 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts and 
polyps) 

     

  -Total 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Malignant neoplasm progression 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Meningioma malignant 1 (2.2 ) 0 1 (2.2 ) 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders      

  -Total 12 (26.7) 3 (6.7 ) 5 (11.1) 3 (6.7 ) 1 (2.2 ) 

  Headache 7 (15.6) 3 (6.7 ) 4 (8.9 ) 0 0 

  Somnolence 4 (8.9 ) 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 

  Depressed level of consciousness 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Encephalopathy 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Hypoaesthesia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Intracranial pressure increased 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Lethargy 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Neuralgia 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Partial seizures 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Peripheral motor neuropathy 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Peripheral sensory neuropathy 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Seizure 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Speech disorder 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Tremor 1 (2.2 ) 1 (2.2 ) 0 0 0 

Product issues      

  -Total 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Manufacturing product shipping issue 1 (2.2 ) 0 0 0 1 (2.2 ) 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Psychiatric disorders      

  -Total 4 (8.9 ) 1 (2.2 ) 2 (4.4 ) 1 (2.2 ) 0 

  Insomnia 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Abnormal behaviour 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Agitation 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Anxiety 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Confusional state 1 (2.2 ) 0 0 1 (2.2 ) 0 

Renal and urinary disorders      

  -Total 7 (15.6) 5 (11.1) 0 2 (4.4 ) 0 

  Dysuria 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Haematuria 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Acute kidney injury 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Chromaturia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Haemoglobinuria 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Nephropathy 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Renal impairment 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Urinary incontinence 1 (2.2 ) 1 (2.2 ) 0 0 0 

Reproductive system and breast disorders      

  -Total 1 (2.2 ) 0 1 (2.2 ) 0 0 



  

  

1135 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Penile pain 1 (2.2 ) 0 1 (2.2 ) 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 11 (24.4) 2 (4.4 ) 6 (13.3) 2 (4.4 ) 1 (2.2 ) 

  Epistaxis 5 (11.1) 1 (2.2 ) 3 (6.7 ) 1 (2.2 ) 0 

  Cough 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Hypoxia 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 1 (2.2 ) 0 

  Tachypnoea 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 0 0 

  Oropharyngeal pain 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Pleural effusion 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Atelectasis 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Dyspnoea 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Dyspnoea exertional 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Haemoptysis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Orthopnoea 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pharyngeal erythema 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Pneumonia aspiration 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Pneumonitis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Pneumothorax 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Rhinorrhoea 1 (2.2 ) 0 1 (2.2 ) 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Skin and subcutaneous tissue disorders      

  -Total 11 (24.4) 7 (15.6) 3 (6.7 ) 1 (2.2 ) 0 

  Rash 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 0 

  Dry skin 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 0 0 

  Alopecia 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Rash maculo-papular 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 

  Urticaria 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Eczema 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Erythema 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Ingrowing nail 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Petechiae 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pruritus 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Skin lesion 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Skin oedema 1 (2.2 ) 1 (2.2 ) 0 0 0 

Vascular disorders      

  -Total 7 (15.6) 1 (2.2 ) 5 (11.1) 1 (2.2 ) 0 

  Hypertension 6 (13.3) 1 (2.2 ) 5 (11.1) 0 0 

  Hypotension 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Pallor 1 (2.2 ) 1 (2.2 ) 0 0 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t144_gd_b2001x.sas@@/main/1 25JUN21:16:30                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 144e 

Adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 27 (93.1) 1 (3.4 ) 2 (6.9 ) 12 (41.4) 12 (41.4) 

Blood and lymphatic system disorders      

  -Total 17 (58.6) 0 1 (3.4 ) 12 (41.4) 4 (13.8) 

  Febrile neutropenia 9 (31.0) 0 1 (3.4 ) 8 (27.6) 0 

  Anaemia 8 (27.6) 1 (3.4 ) 1 (3.4 ) 6 (20.7) 0 

  Thrombocytopenia 4 (13.8) 0 0 2 (6.9 ) 2 (6.9 ) 

  Bone marrow failure 3 (10.3) 0 1 (3.4 ) 2 (6.9 ) 0 

  Neutropenia 3 (10.3) 0 0 1 (3.4 ) 2 (6.9 ) 

  Leukopenia 2 (6.9 ) 0 0 0 2 (6.9 ) 

  Febrile bone marrow aplasia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Lymphopenia 1 (3.4 ) 0 0 1 (3.4 ) 0 

Cardiac disorders      

  -Total 4 (13.8) 3 (10.3) 0 1 (3.4 ) 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus tachycardia 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Atrioventricular block 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Coronary artery dilatation 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Sinus bradycardia 1 (3.4 ) 1 (3.4 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Ear pain 1 (3.4 ) 0 1 (3.4 ) 0 0 

Endocrine disorders      

  -Total 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Cushingoid 1 (3.4 ) 1 (3.4 ) 0 0 0 

Eye disorders      

  -Total 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Conjunctival haemorrhage 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Periorbital disorder 1 (3.4 ) 1 (3.4 ) 0 0 0 

Gastrointestinal disorders      

  -Total 18 (62.1) 4 (13.8) 6 (20.7) 8 (27.6) 0 

  Stomatitis 7 (24.1) 3 (10.3) 1 (3.4 ) 3 (10.3) 0 

  Constipation 6 (20.7) 1 (3.4 ) 4 (13.8) 1 (3.4 ) 0 

  Dental caries 3 (10.3) 2 (6.9 ) 0 1 (3.4 ) 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nausea 3 (10.3) 1 (3.4 ) 1 (3.4 ) 1 (3.4 ) 0 

  Abdominal distension 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Diarrhoea 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Gingival bleeding 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Vomiting 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Abdominal pain 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Abdominal pain upper 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Anal fistula 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Flatulence 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Gingival pruritus 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Hypoaesthesia oral 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Lip swelling 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Neutropenic colitis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Oral pain 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Rectal haemorrhage 1 (3.4 ) 0 0 1 (3.4 ) 0 

General disorders and administration site conditions      

  -Total 15 (51.7) 3 (10.3) 8 (27.6) 4 (13.8) 0 

  Pyrexia 9 (31.0) 0 7 (24.1) 2 (6.9 ) 0 

  Fatigue 3 (10.3) 2 (6.9 ) 1 (3.4 ) 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain 3 (10.3) 1 (3.4 ) 1 (3.4 ) 1 (3.4 ) 0 

  General physical health deterioration 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Oedema peripheral 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Catheter site erythema 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Catheter site pain 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Injection site reaction 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Localised oedema 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Malaise 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Mucosal inflammation 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Puncture site haemorrhage 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Puncture site pain 1 (3.4 ) 1 (3.4 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Hepatocellular injury 1 (3.4 ) 0 0 1 (3.4 ) 0 

Immune system disorders      

  -Total 5 (17.2) 1 (3.4 ) 1 (3.4 ) 3 (10.3) 0 

  Haemophagocytic lymphohistiocytosis 2 (6.9 ) 0 0 2 (6.9 ) 0 

  Cell-mediated immune deficiency 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Drug hypersensitivity 1 (3.4 ) 1 (3.4 ) 0 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypogammaglobulinaemia 1 (3.4 ) 0 1 (3.4 ) 0 0 

Infections and infestations      

  -Total 14 (48.3) 2 (6.9 ) 5 (17.2) 5 (17.2) 2 (6.9 ) 

  Oral herpes 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Staphylococcal infection 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Anal fistula infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Bacterial infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cellulitis orbital 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Clostridium difficile infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Croup infectious 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Device related infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Escherichia bacteraemia 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Herpes zoster 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Human herpesvirus 6 infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Neutropenic infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Oral candidiasis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Oral infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Parvovirus b19 infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Pneumonia 1 (3.4 ) 0 0 0 1 (3.4 ) 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Post procedural infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Pseudomonas infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Rhinitis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Rhinovirus infection 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Rotavirus infection 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Upper respiratory tract infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Urinary tract infection viral 1 (3.4 ) 1 (3.4 ) 0 0 0 

Injury, poisoning and procedural complications      

  -Total 6 (20.7) 2 (6.9 ) 1 (3.4 ) 3 (10.3) 0 

  Contusion 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Delayed serologic transfusion reaction 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Eye contusion 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Fall 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Gastrostomy tube site complication 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Infusion related reaction 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Procedural pain 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Transfusion reaction 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Vascular access site occlusion 1 (3.4 ) 1 (3.4 ) 0 0 0 

Investigations      
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 13 (44.8) 3 (10.3) 4 (13.8) 0 6 (20.7) 

  White blood cell count decreased 5 (17.2) 1 (3.4 ) 0 1 (3.4 ) 3 (10.3) 

  Platelet count decreased 4 (13.8) 0 0 0 4 (13.8) 

  Neutrophil count decreased 3 (10.3) 0 0 0 3 (10.3) 

  Antithrombin iii decreased 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Aspartate aminotransferase increased 2 (6.9 ) 0 0 2 (6.9 ) 0 

  C-reactive protein increased 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Serum ferritin increased 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Urine output decreased 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Weight decreased 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Activated partial thromboplastin time prolonged 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Activated partial thromboplastin time shortened 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Alanine aminotransferase increased 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Blood bilirubin increased 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Blood fibrinogen decreased 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Blood lactate dehydrogenase increased 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Blood uric acid increased 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cardiac murmur 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Ejection fraction decreased 1 (3.4 ) 1 (3.4 ) 0 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gamma-glutamyltransferase increased 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Human rhinovirus test positive 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Immunoglobulins decreased 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Lipase increased 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Protein total decreased 1 (3.4 ) 0 1 (3.4 ) 0 0 

Metabolism and nutrition disorders      

  -Total 10 (34.5) 5 (17.2) 2 (6.9 ) 3 (10.3) 0 

  Hypokalaemia 6 (20.7) 2 (6.9 ) 2 (6.9 ) 2 (6.9 ) 0 

  Decreased appetite 3 (10.3) 2 (6.9 ) 0 1 (3.4 ) 0 

  Hypophosphataemia 3 (10.3) 1 (3.4 ) 1 (3.4 ) 1 (3.4 ) 0 

  Hyperuricaemia 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Hypoalbuminaemia 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Hypocalcaemia 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Hypomagnesaemia 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Hyperferritinaemia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Hyperglycaemia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Hyperkalaemia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Hypertriglyceridaemia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Obesity 1 (3.4 ) 1 (3.4 ) 0 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue disorders      

  -Total 7 (24.1) 0 5 (17.2) 2 (6.9 ) 0 

  Pain in extremity 5 (17.2) 1 (3.4 ) 4 (13.8) 0 0 

  Arthralgia 4 (13.8) 1 (3.4 ) 3 (10.3) 0 0 

  Back pain 4 (13.8) 0 3 (10.3) 1 (3.4 ) 0 

  Bone pain 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Myalgia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Neck pain 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Temporomandibular joint syndrome 1 (3.4 ) 1 (3.4 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts and 
polyps) 

     

  -Total 3 (10.3) 0 0 0 3 (10.3) 

  Acute lymphocytic leukaemia 2 (6.9 ) 0 0 0 2 (6.9 ) 

  Neoplasm of orbit 1 (3.4 ) 0 0 0 1 (3.4 ) 

Nervous system disorders      

  -Total 12 (41.4) 4 (13.8) 3 (10.3) 5 (17.2) 0 

  Headache 4 (13.8) 1 (3.4 ) 1 (3.4 ) 2 (6.9 ) 0 

  Seizure 3 (10.3) 1 (3.4 ) 1 (3.4 ) 1 (3.4 ) 0 

  Dyskinesia 2 (6.9 ) 2 (6.9 ) 0 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cerebral haemorrhage 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Cerebral venous sinus thrombosis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cranial nerve disorder 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Dizziness 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Leukoencephalopathy 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Neurological symptom 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Neuropathy peripheral 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Paraesthesia 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Posterior reversible encephalopathy syndrome 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Status epilepticus 1 (3.4 ) 0 1 (3.4 ) 0 0 

Psychiatric disorders      

  -Total 4 (13.8) 0 3 (10.3) 1 (3.4 ) 0 

  Anxiety 3 (10.3) 0 3 (10.3) 0 0 

  Agitation 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Depression 1 (3.4 ) 0 0 1 (3.4 ) 0 

Renal and urinary disorders      

  -Total 5 (17.2) 2 (6.9 ) 3 (10.3) 0 0 

  Haematuria 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Urinary retention 2 (6.9 ) 0 2 (6.9 ) 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urinary tract disorder 1 (3.4 ) 0 1 (3.4 ) 0 0 

Reproductive system and breast disorders      

  -Total 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Penile erythema 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Perineal rash 1 (3.4 ) 1 (3.4 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 6 (20.7) 2 (6.9 ) 3 (10.3) 1 (3.4 ) 0 

  Epistaxis 3 (10.3) 2 (6.9 ) 1 (3.4 ) 0 0 

  Cough 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Dyspnoea 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Hypoxia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Rhinorrhoea 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Tachypnoea 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Wheezing 1 (3.4 ) 0 1 (3.4 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 8 (27.6) 6 (20.7) 1 (3.4 ) 1 (3.4 ) 0 

  Toxic skin eruption 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Dermatitis 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Erythema 1 (3.4 ) 1 (3.4 ) 0 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperhidrosis 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Ingrowing nail 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Rash 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Skin ulcer 1 (3.4 ) 1 (3.4 ) 0 0 0 

Vascular disorders      

  -Total 3 (10.3) 2 (6.9 ) 1 (3.4 ) 0 0 

  Hypertension 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Hypotension 2 (6.9 ) 2 (6.9 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 144f => Adverse events  before study treatment,  by pri mar y sys tem organ cl ass, pr eferred term, maxi mum CTC grade and Bas eline bone marrow tumor burden (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                               
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 144f 

Adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 24 (88.9) 2 (7.4 ) 5 (18.5) 8 (29.6) 9 (33.3) 

Blood and lymphatic system disorders      

  -Total 13 (48.1) 2 (7.4 ) 1 (3.7 ) 8 (29.6) 2 (7.4 ) 

  Anaemia 6 (22.2) 1 (3.7 ) 1 (3.7 ) 4 (14.8) 0 

  Febrile neutropenia 6 (22.2) 0 0 6 (22.2) 0 

  Neutropenia 3 (11.1) 0 0 2 (7.4 ) 1 (3.7 ) 

  Thrombocytopenia 3 (11.1) 0 1 (3.7 ) 0 2 (7.4 ) 

  Bone marrow failure 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Leukopenia 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Splenomegaly 1 (3.7 ) 1 (3.7 ) 0 0 0 

Cardiac disorders      

  -Total 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Bradycardia 1 (3.7 ) 0 1 (3.7 ) 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus bradycardia 1 (3.7 ) 1 (3.7 ) 0 0 0 

Endocrine disorders      

  -Total 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Hypercalcaemia of malignancy 1 (3.7 ) 0 0 0 1 (3.7 ) 

Gastrointestinal disorders      

  -Total 10 (37.0) 3 (11.1) 6 (22.2) 0 1 (3.7 ) 

  Nausea 5 (18.5) 3 (11.1) 2 (7.4 ) 0 0 

  Vomiting 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Abdominal pain 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Constipation 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Gingival bleeding 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Stomatitis 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Abdominal discomfort 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Abdominal distension 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Abdominal tenderness 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dental caries 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Gastrointestinal haemorrhage 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Subileus 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Tooth loss 1 (3.7 ) 1 (3.7 ) 0 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration site conditions      

  -Total 9 (33.3) 4 (14.8) 5 (18.5) 0 0 

  Pyrexia 5 (18.5) 2 (7.4 ) 3 (11.1) 0 0 

  Fatigue 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Malaise 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Pain 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Asthenia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Catheter site erythema 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Catheter site haemorrhage 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Vessel puncture site erythema 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Vessel puncture site haematoma 1 (3.7 ) 1 (3.7 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hepatomegaly 1 (3.7 ) 0 1 (3.7 ) 0 0 

Immune system disorders      

  -Total 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Anaphylactic reaction 1 (3.7 ) 0 0 1 (3.7 ) 0 

Infections and infestations      

  -Total 9 (33.3) 1 (3.7 ) 3 (11.1) 4 (14.8) 1 (3.7 ) 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Sepsis 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Device related infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Escherichia sepsis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Oral herpes 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Otitis externa 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Otitis media 1 (3.7 ) 1 (3.7 ) 0 0 0 

Injury, poisoning and procedural complications      

  -Total 4 (14.8) 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 

  Contusion 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Cervical vertebral fracture 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Toxicity to various agents 1 (3.7 ) 0 0 1 (3.7 ) 0 

Investigations      

  -Total 12 (44.4) 3 (11.1) 1 (3.7 ) 5 (18.5) 3 (11.1) 

  White blood cell count decreased 5 (18.5) 1 (3.7 ) 0 3 (11.1) 1 (3.7 ) 

  Platelet count decreased 4 (14.8) 1 (3.7 ) 0 1 (3.7 ) 2 (7.4 ) 

  Neutrophil count decreased 3 (11.1) 1 (3.7 ) 0 1 (3.7 ) 1 (3.7 ) 

  Alanine aminotransferase increased 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Aspartate aminotransferase increased 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  C-reactive protein increased 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Activated partial thromboplastin time prolonged 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Blood bilirubin increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood urea increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood uric acid increased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Gamma-glutamyltransferase increased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Human rhinovirus test positive 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Influenza virus test positive 1 (3.7 ) 1 (3.7 ) 0 0 0 

  International normalised ratio increased 1 (3.7 ) 0 1 (3.7 ) 0 0 

Metabolism and nutrition disorders      

  -Total 6 (22.2) 5 (18.5) 1 (3.7 ) 0 0 

  Hypocalcaemia 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Hypokalaemia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Dehydration 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hyperferritinaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hyperglycaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hyperkalaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypermagnesaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypertriglyceridaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoglycaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypomagnesaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hyponatraemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 7 (25.9) 1 (3.7 ) 5 (18.5) 1 (3.7 ) 0 

  Arthralgia 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Back pain 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Bone pain 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Pain in extremity 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Muscular weakness 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Neck pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Pain in jaw 1 (3.7 ) 1 (3.7 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts and 
polyps) 

     

  -Total 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Meningioma malignant 1 (3.7 ) 0 1 (3.7 ) 0 0 

Nervous system disorders      

  -Total 7 (25.9) 2 (7.4 ) 2 (7.4 ) 2 (7.4 ) 1 (3.7 ) 

  Headache 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Somnolence 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

  Depressed level of consciousness 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Dyskinesia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Encephalopathy 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Hypoaesthesia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Intracranial pressure increased 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Lethargy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Neuropathy peripheral 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Peripheral sensory neuropathy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Speech disorder 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Tremor 1 (3.7 ) 1 (3.7 ) 0 0 0 

Psychiatric disorders      

  -Total 4 (14.8) 0 2 (7.4 ) 2 (7.4 ) 0 

  Abnormal behaviour 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Agitation 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Anxiety 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Confusional state 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Depression 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Insomnia 1 (3.7 ) 0 1 (3.7 ) 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Renal and urinary disorders      

  -Total 3 (11.1) 3 (11.1) 0 0 0 

  Chromaturia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Nephropathy 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Urinary incontinence 1 (3.7 ) 1 (3.7 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 6 (22.2) 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 

  Epistaxis 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

  Cough 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypoxia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Oropharyngeal pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Pneumonia aspiration 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Rhinorrhoea 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Tachypnoea 1 (3.7 ) 0 1 (3.7 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 6 (22.2) 4 (14.8) 2 (7.4 ) 0 0 

  Alopecia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Dermatitis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dry skin 1 (3.7 ) 0 1 (3.7 ) 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ingrowing nail 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rash 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rash maculo-papular 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Skin oedema 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Urticaria 1 (3.7 ) 0 1 (3.7 ) 0 0 

Vascular disorders      

  -Total 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

  Hypertension 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Hypotension 1 (3.7 ) 0 0 1 (3.7 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 144f 

Adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 43 (97.7) 1 (2.3 ) 3 (6.8 ) 17 (38.6) 22 (50.0) 

Blood and lymphatic system disorders      

  -Total 28 (63.6) 2 (4.5 ) 3 (6.8 ) 16 (36.4) 7 (15.9) 

  Anaemia 14 (31.8) 2 (4.5 ) 3 (6.8 ) 9 (20.5) 0 

  Febrile neutropenia 11 (25.0) 0 1 (2.3 ) 9 (20.5) 1 (2.3 ) 

  Neutropenia 7 (15.9) 1 (2.3 ) 0 4 (9.1 ) 2 (4.5 ) 

  Thrombocytopenia 6 (13.6) 0 0 2 (4.5 ) 4 (9.1 ) 

  Bone marrow failure 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Leukopenia 3 (6.8 ) 0 0 1 (2.3 ) 2 (4.5 ) 

  Febrile bone marrow aplasia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Lymphadenopathy 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Lymphopenia 1 (2.3 ) 0 0 1 (2.3 ) 0 

Cardiac disorders      
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 10 (22.7) 6 (13.6) 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 

  Sinus tachycardia 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Tachycardia 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Sinus bradycardia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Aortic valve disease 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Atrioventricular block 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Bradycardia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Bundle branch block left 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Coronary artery dilatation 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Diastolic dysfunction 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Mitral valve disease 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pericardial effusion 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Pericarditis 1 (2.3 ) 0 1 (2.3 ) 0 0 

Congenital, familial and genetic disorders      

  -Total 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase deficiency 1 (2.3 ) 1 (2.3 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Ear pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Endocrine disorders      

  -Total 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Cushingoid 2 (4.5 ) 2 (4.5 ) 0 0 0 

Eye disorders      

  -Total 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Conjunctival haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Erythema of eyelid 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Ocular hyperaemia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Periorbital disorder 1 (2.3 ) 1 (2.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 24 (54.5) 6 (13.6) 7 (15.9) 10 (22.7) 1 (2.3 ) 

  Stomatitis 12 (27.3) 4 (9.1 ) 3 (6.8 ) 5 (11.4) 0 

  Constipation 9 (20.5) 4 (9.1 ) 4 (9.1 ) 1 (2.3 ) 0 

  Diarrhoea 4 (9.1 ) 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 

  Nausea 4 (9.1 ) 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 

  Dental caries 3 (6.8 ) 2 (4.5 ) 0 1 (2.3 ) 0 

  Oral pain 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Vomiting 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Abdominal distension 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 



  

  

1164 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal pain 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Anal fissure 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Abdominal pain upper 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Anal fistula 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Anal inflammation 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Anal pruritus 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Ascites 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Dyspepsia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Flatulence 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gingival bleeding 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gingival pruritus 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hyperaesthesia teeth 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hypoaesthesia oral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Lip swelling 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Neutropenic colitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Oral mucosal erythema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pancreatitis acute 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Pancreatitis chronic 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Proctalgia 1 (2.3 ) 0 1 (2.3 ) 0 0 



  

  

1165 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rectal haemorrhage 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Retching 1 (2.3 ) 1 (2.3 ) 0 0 0 

General disorders and administration site conditions      

  -Total 22 (50.0) 6 (13.6) 10 (22.7) 6 (13.6) 0 

  Pyrexia 15 (34.1) 2 (4.5 ) 9 (20.5) 4 (9.1 ) 0 

  Fatigue 6 (13.6) 4 (9.1 ) 2 (4.5 ) 0 0 

  Catheter site pain 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Oedema peripheral 3 (6.8 ) 3 (6.8 ) 0 0 0 

  General physical health deterioration 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Malaise 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Pain 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Facial pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Generalised oedema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Injection site reaction 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Localised oedema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Mucosal inflammation 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Puncture site haemorrhage 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Puncture site pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

Hepatobiliary disorders      



  

  

1166 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 5 (11.4) 3 (6.8 ) 0 2 (4.5 ) 0 

  Hepatocellular injury 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Hepatomegaly 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Jaundice 1 (2.3 ) 1 (2.3 ) 0 0 0 

Immune system disorders      

  -Total 7 (15.9) 2 (4.5 ) 2 (4.5 ) 3 (6.8 ) 0 

  Drug hypersensitivity 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Haemophagocytic lymphohistiocytosis 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Hypogammaglobulinaemia 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Cell-mediated immune deficiency 1 (2.3 ) 0 0 1 (2.3 ) 0 

Infections and infestations      

  -Total 28 (63.6) 3 (6.8 ) 6 (13.6) 12 (27.3) 7 (15.9) 

  Neutropenic infection 3 (6.8 ) 0 0 3 (6.8 ) 0 

  Bacterial infection 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Bronchopulmonary aspergillosis 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Clostridium difficile infection 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Device related infection 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Pneumonia 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

  Rhinovirus infection 2 (4.5 ) 2 (4.5 ) 0 0 0 



  

  

1167 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Septic shock 2 (4.5 ) 0 0 0 2 (4.5 ) 

  Staphylococcal infection 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Urinary tract infection 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Anal fistula infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Bacterial pyelonephritis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Cellulitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Cellulitis orbital 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Central nervous system infection 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Croup infectious 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Enterococcal sepsis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Enterovirus infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Escherichia bacteraemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Fungal infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Herpes simplex 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Herpes zoster 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Human herpesvirus 6 infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Listeria sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Oral candidiasis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Oral herpes 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

1168 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oral infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Parvovirus b19 infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Periorbital cellulitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Post procedural infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Pseudomonas infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Rash pustular 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Rhinitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Rotavirus infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Upper respiratory tract infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Urinary tract infection viral 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Varicella 1 (2.3 ) 0 0 1 (2.3 ) 0 

Injury, poisoning and procedural complications      

  -Total 8 (18.2) 3 (6.8 ) 2 (4.5 ) 3 (6.8 ) 0 

  Contusion 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Delayed serologic transfusion reaction 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Eye contusion 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Fall 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Gastrostomy tube site complication 1 (2.3 ) 0 0 1 (2.3 ) 0 



  

  

1169 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Infusion related reaction 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Procedural pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Transfusion reaction 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Transfusion related complication 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Vascular access site occlusion 1 (2.3 ) 1 (2.3 ) 0 0 0 

Investigations      

  -Total 21 (47.7) 3 (6.8 ) 4 (9.1 ) 2 (4.5 ) 12 (27.3) 

  Platelet count decreased 8 (18.2) 0 0 1 (2.3 ) 7 (15.9) 

  Neutrophil count decreased 7 (15.9) 1 (2.3 ) 0 0 6 (13.6) 

  White blood cell count decreased 6 (13.6) 0 1 (2.3 ) 1 (2.3 ) 4 (9.1 ) 

  C-reactive protein increased 4 (9.1 ) 1 (2.3 ) 2 (4.5 ) 1 (2.3 ) 0 

  Weight decreased 4 (9.1 ) 2 (4.5 ) 2 (4.5 ) 0 0 

  Aspartate aminotransferase increased 3 (6.8 ) 1 (2.3 ) 0 2 (4.5 ) 0 

  Serum ferritin increased 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Antithrombin iii decreased 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Blood bilirubin increased 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Lipase increased 2 (4.5 ) 1 (2.3 ) 0 1 (2.3 ) 0 

  Urine output decreased 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Activated partial thromboplastin time prolonged 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

1170 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Activated partial thromboplastin time shortened 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Alanine aminotransferase increased 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Amylase increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood fibrinogen decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood lactate dehydrogenase increased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood pressure increased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood urea decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Cardiac murmur 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Ejection fraction decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gamma-glutamyltransferase increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Immunoglobulins decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Influenza a virus test positive 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Protein total decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

Metabolism and nutrition disorders      

  -Total 15 (34.1) 6 (13.6) 4 (9.1 ) 5 (11.4) 0 

  Hypokalaemia 7 (15.9) 2 (4.5 ) 2 (4.5 ) 3 (6.8 ) 0 

  Decreased appetite 6 (13.6) 4 (9.1 ) 0 2 (4.5 ) 0 

  Hyperuricaemia 5 (11.4) 5 (11.4) 0 0 0 



  

  

1171 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypophosphataemia 5 (11.4) 2 (4.5 ) 1 (2.3 ) 2 (4.5 ) 0 

  Hyperkalaemia 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Hypoalbuminaemia 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Hypocalcaemia 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Hypomagnesaemia 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Fluid overload 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Hyperglycaemia 2 (4.5 ) 1 (2.3 ) 0 1 (2.3 ) 0 

  Dehydration 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hypertriglyceridaemia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Obesity 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Tumour lysis syndrome 1 (2.3 ) 0 0 1 (2.3 ) 0 

Musculoskeletal and connective tissue disorders      

  -Total 9 (20.5) 2 (4.5 ) 5 (11.4) 2 (4.5 ) 0 

  Pain in extremity 8 (18.2) 3 (6.8 ) 5 (11.4) 0 0 

  Back pain 4 (9.1 ) 1 (2.3 ) 2 (4.5 ) 1 (2.3 ) 0 

  Arthralgia 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Bone pain 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Myalgia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Neck pain 1 (2.3 ) 0 0 1 (2.3 ) 0 



  

  

1172 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Temporomandibular joint syndrome 1 (2.3 ) 1 (2.3 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

     

  -Total 4 (9.1 ) 0 1 (2.3 ) 0 3 (6.8 ) 

  Acute lymphocytic leukaemia 2 (4.5 ) 0 0 0 2 (4.5 ) 

  Malignant neoplasm progression 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Neoplasm of orbit 1 (2.3 ) 0 0 0 1 (2.3 ) 

Nervous system disorders      

  -Total 17 (38.6) 5 (11.4) 6 (13.6) 6 (13.6) 0 

  Headache 7 (15.9) 1 (2.3 ) 4 (9.1 ) 2 (4.5 ) 0 

  Seizure 4 (9.1 ) 1 (2.3 ) 1 (2.3 ) 2 (4.5 ) 0 

  Cerebral haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Cerebral venous sinus thrombosis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Cranial nerve disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Dizziness 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dyskinesia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Leukoencephalopathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Neuralgia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Neurological symptom 1 (2.3 ) 0 0 1 (2.3 ) 0 



  

  

1173 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Paraesthesia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Partial seizures 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Peripheral motor neuropathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Posterior reversible encephalopathy syndrome 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Somnolence 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Status epilepticus 1 (2.3 ) 0 1 (2.3 ) 0 0 

Product issues      

  -Total 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Manufacturing product shipping issue 1 (2.3 ) 0 0 0 1 (2.3 ) 

Psychiatric disorders      

  -Total 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 0 0 

  Anxiety 3 (6.8 ) 0 3 (6.8 ) 0 0 

  Agitation 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Insomnia 1 (2.3 ) 1 (2.3 ) 0 0 0 

Renal and urinary disorders      

  -Total 8 (18.2) 3 (6.8 ) 3 (6.8 ) 2 (4.5 ) 0 

  Haematuria 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Dysuria 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Urinary retention 2 (4.5 ) 0 2 (4.5 ) 0 0 



  

  

1174 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute kidney injury 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Haemoglobinuria 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Renal impairment 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Urinary tract disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

Reproductive system and breast disorders      

  -Total 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Penile erythema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Penile pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Perineal rash 1 (2.3 ) 1 (2.3 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 10 (22.7) 1 (2.3 ) 7 (15.9) 2 (4.5 ) 0 

  Epistaxis 5 (11.4) 2 (4.5 ) 3 (6.8 ) 0 0 

  Cough 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Hypoxia 3 (6.8 ) 1 (2.3 ) 0 2 (4.5 ) 0 

  Tachypnoea 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Dyspnoea 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Pleural effusion 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Atelectasis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dyspnoea exertional 1 (2.3 ) 0 1 (2.3 ) 0 0 



  

  

1175 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oropharyngeal pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Orthopnoea 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pharyngeal erythema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Pneumonitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Rhinorrhoea 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Wheezing 1 (2.3 ) 0 1 (2.3 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 12 (27.3) 8 (18.2) 2 (4.5 ) 2 (4.5 ) 0 

  Rash 5 (11.4) 4 (9.1 ) 1 (2.3 ) 0 0 

  Dry skin 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Erythema 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Toxic skin eruption 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Alopecia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Eczema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hyperhidrosis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Petechiae 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pruritus 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Rash maculo-papular 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Skin lesion 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

1176 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Skin ulcer 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Urticaria 1 (2.3 ) 0 1 (2.3 ) 0 0 

Vascular disorders      

  -Total 6 (13.6) 2 (4.5 ) 4 (9.1 ) 0 0 

  Hypertension 5 (11.4) 1 (2.3 ) 4 (9.1 ) 0 0 

  Hypotension 2 (4.5 ) 2 (4.5 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t144_gd_b2001x.sas@@/main/1 25JUN21:16:31                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 144f 

Adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (100) 0 1 (33.3) 1 (33.3) 1 (33.3) 

Blood and lymphatic system disorders      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

  Thrombocytopenia 1 (33.3) 0 1 (33.3) 0 0 

Cardiac disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Tachycardia 1 (33.3) 1 (33.3) 0 0 0 

Gastrointestinal disorders      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Abdominal distension 1 (33.3) 0 1 (33.3) 0 0 

  Anal fissure 1 (33.3) 0 0 1 (33.3) 0 



  

  

1178 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal fistula 1 (33.3) 0 0 1 (33.3) 0 

  Nausea 1 (33.3) 0 1 (33.3) 0 0 

  Vomiting 1 (33.3) 1 (33.3) 0 0 0 

General disorders and administration site conditions      

  -Total 3 (100) 2 (66.7) 1 (33.3) 0 0 

  Pyrexia 2 (66.7) 2 (66.7) 0 0 0 

  Asthenia 1 (33.3) 1 (33.3) 0 0 0 

  Catheter site pain 1 (33.3) 1 (33.3) 0 0 0 

  Device related thrombosis 1 (33.3) 0 1 (33.3) 0 0 

  Fatigue 1 (33.3) 1 (33.3) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Hepatocellular injury 1 (33.3) 0 0 1 (33.3) 0 

Infections and infestations      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Oral candidiasis 1 (33.3) 0 1 (33.3) 0 0 

  Pneumonia 1 (33.3) 1 (33.3) 0 0 0 

  Pneumonia fungal 1 (33.3) 0 0 1 (33.3) 0 

  Staphylococcal infection 1 (33.3) 0 0 1 (33.3) 0 
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Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural complications      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Contusion 1 (33.3) 1 (33.3) 0 0 0 

Investigations      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Blood creatinine increased 1 (33.3) 0 1 (33.3) 0 0 

  Oxygen saturation decreased 1 (33.3) 0 0 1 (33.3) 0 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypokalaemia 1 (33.3) 0 1 (33.3) 0 0 

  Iron overload 1 (33.3) 0 1 (33.3) 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 0 0 

  Arthralgia 1 (33.3) 0 1 (33.3) 0 0 

  Myalgia 1 (33.3) 1 (33.3) 0 0 0 

Renal and urinary disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Haematuria 1 (33.3) 1 (33.3) 0 0 0 
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Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Cough 1 (33.3) 1 (33.3) 0 0 0 

  Haemoptysis 1 (33.3) 0 1 (33.3) 0 0 

  Pneumothorax 1 (33.3) 1 (33.3) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Ingrowing nail 1 (33.3) 1 (33.3) 0 0 0 

Vascular disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypertension 1 (33.3) 0 1 (33.3) 0 0 

  Pallor 1 (33.3) 1 (33.3) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 144g => Adverse events before study tr eatment, by primar y system organ class , preferred ter m, maxi mum CTC grade and N umber of previ ous r elapses (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                     
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 144g 

Adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 7 (100) 0 1 (14.3) 3 (42.9) 3 (42.9) 

Blood and lymphatic system disorders      

  -Total 5 (71.4) 0 1 (14.3) 2 (28.6) 2 (28.6) 

  Febrile neutropenia 2 (28.6) 0 0 2 (28.6) 0 

  Neutropenia 2 (28.6) 0 0 2 (28.6) 0 

  Thrombocytopenia 2 (28.6) 0 1 (14.3) 0 1 (14.3) 

  Bone marrow failure 1 (14.3) 0 1 (14.3) 0 0 

  Leukopenia 1 (14.3) 0 0 0 1 (14.3) 

  Lymphopenia 1 (14.3) 0 0 1 (14.3) 0 

Cardiac disorders      

  -Total 2 (28.6) 2 (28.6) 0 0 0 

  Atrioventricular block 1 (14.3) 1 (14.3) 0 0 0 

  Sinus tachycardia 1 (14.3) 1 (14.3) 0 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Endocrine disorders      

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Cushingoid 1 (14.3) 1 (14.3) 0 0 0 

Gastrointestinal disorders      

  -Total 5 (71.4) 0 2 (28.6) 3 (42.9) 0 

  Constipation 3 (42.9) 1 (14.3) 1 (14.3) 1 (14.3) 0 

  Nausea 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Stomatitis 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Abdominal distension 1 (14.3) 1 (14.3) 0 0 0 

  Abdominal pain upper 1 (14.3) 0 1 (14.3) 0 0 

  Flatulence 1 (14.3) 0 1 (14.3) 0 0 

  Gingival pruritus 1 (14.3) 1 (14.3) 0 0 0 

General disorders and administration site conditions      

  -Total 7 (100) 0 4 (57.1) 3 (42.9) 0 

  Pyrexia 4 (57.1) 0 3 (42.9) 1 (14.3) 0 

  Fatigue 1 (14.3) 1 (14.3) 0 0 0 

  General physical health deterioration 1 (14.3) 0 1 (14.3) 0 0 

  Mucosal inflammation 1 (14.3) 0 1 (14.3) 0 0 

  Pain 1 (14.3) 0 0 1 (14.3) 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Puncture site haemorrhage 1 (14.3) 0 0 1 (14.3) 0 

  Puncture site pain 1 (14.3) 1 (14.3) 0 0 0 

  Vessel puncture site erythema 1 (14.3) 0 1 (14.3) 0 0 

  Vessel puncture site haematoma 1 (14.3) 1 (14.3) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Hepatomegaly 1 (14.3) 1 (14.3) 0 0 0 

Immune system disorders      

  -Total 2 (28.6) 0 0 2 (28.6) 0 

  Cell-mediated immune deficiency 1 (14.3) 0 0 1 (14.3) 0 

  Haemophagocytic lymphohistiocytosis 1 (14.3) 0 0 1 (14.3) 0 

Infections and infestations      

  -Total 2 (28.6) 0 0 1 (14.3) 1 (14.3) 

  Central nervous system infection 1 (14.3) 0 0 0 1 (14.3) 

  Oral candidiasis 1 (14.3) 0 0 1 (14.3) 0 

  Upper respiratory tract infection 1 (14.3) 0 1 (14.3) 0 0 

Injury, poisoning and procedural complications      

  -Total 2 (28.6) 0 0 2 (28.6) 0 

  Contusion 1 (14.3) 1 (14.3) 0 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fall 1 (14.3) 1 (14.3) 0 0 0 

  Gastrostomy tube site complication 1 (14.3) 0 0 1 (14.3) 0 

  Transfusion reaction 1 (14.3) 0 0 1 (14.3) 0 

Investigations      

  -Total 3 (42.9) 1 (14.3) 2 (28.6) 0 0 

  C-reactive protein increased 2 (28.6) 0 2 (28.6) 0 0 

  Activated partial thromboplastin time shortened 1 (14.3) 0 1 (14.3) 0 0 

  Antithrombin iii decreased 1 (14.3) 0 1 (14.3) 0 0 

  Ejection fraction decreased 1 (14.3) 1 (14.3) 0 0 0 

  Immunoglobulins decreased 1 (14.3) 0 1 (14.3) 0 0 

  Protein total decreased 1 (14.3) 0 1 (14.3) 0 0 

  Urine output decreased 1 (14.3) 0 1 (14.3) 0 0 

Metabolism and nutrition disorders      

  -Total 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Hyperkalaemia 1 (14.3) 1 (14.3) 0 0 0 

  Hypokalaemia 1 (14.3) 0 1 (14.3) 0 0 

  Obesity 1 (14.3) 1 (14.3) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 2 (28.6) 0 1 (14.3) 1 (14.3) 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain in extremity 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Arthralgia 1 (14.3) 1 (14.3) 0 0 0 

  Back pain 1 (14.3) 0 1 (14.3) 0 0 

  Neck pain 1 (14.3) 0 0 1 (14.3) 0 

  Temporomandibular joint syndrome 1 (14.3) 1 (14.3) 0 0 0 

Nervous system disorders      

  -Total 5 (71.4) 2 (28.6) 2 (28.6) 1 (14.3) 0 

  Seizure 2 (28.6) 1 (14.3) 0 1 (14.3) 0 

  Cerebral haemorrhage 1 (14.3) 1 (14.3) 0 0 0 

  Cerebral venous sinus thrombosis 1 (14.3) 0 1 (14.3) 0 0 

  Headache 1 (14.3) 0 1 (14.3) 0 0 

  Leukoencephalopathy 1 (14.3) 1 (14.3) 0 0 0 

Renal and urinary disorders      

  -Total 3 (42.9) 1 (14.3) 2 (28.6) 0 0 

  Nephropathy 1 (14.3) 1 (14.3) 0 0 0 

  Urinary retention 1 (14.3) 0 1 (14.3) 0 0 

  Urinary tract disorder 1 (14.3) 0 1 (14.3) 0 0 

Reproductive system and breast disorders      

  -Total 1 (14.3) 1 (14.3) 0 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Penile erythema 1 (14.3) 1 (14.3) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Cough 1 (14.3) 1 (14.3) 0 0 0 

  Dyspnoea 1 (14.3) 0 1 (14.3) 0 0 

  Epistaxis 1 (14.3) 1 (14.3) 0 0 0 

  Hypoxia 1 (14.3) 0 0 1 (14.3) 0 

Skin and subcutaneous tissue disorders      

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Erythema 1 (14.3) 1 (14.3) 0 0 0 

Vascular disorders      

  -Total 2 (28.6) 0 2 (28.6) 0 0 

  Hypertension 2 (28.6) 0 2 (28.6) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 



  

  

1188 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 144g 

Adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 28 (87.5) 1 (3.1 ) 4 (12.5) 11 (34.4) 12 (37.5) 

Blood and lymphatic system disorders      

  -Total 13 (40.6) 1 (3.1 ) 0 10 (31.3) 2 (6.3 ) 

  Anaemia 8 (25.0) 2 (6.3 ) 1 (3.1 ) 5 (15.6) 0 

  Febrile neutropenia 6 (18.8) 0 0 6 (18.8) 0 

  Thrombocytopenia 3 (9.4 ) 0 0 1 (3.1 ) 2 (6.3 ) 

  Neutropenia 2 (6.3 ) 0 0 2 (6.3 ) 0 

  Bone marrow failure 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Febrile bone marrow aplasia 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Leukopenia 1 (3.1 ) 0 0 0 1 (3.1 ) 

Cardiac disorders      

  -Total 5 (15.6) 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 1 (3.1 ) 

  Aortic valve disease 1 (3.1 ) 1 (3.1 ) 0 0 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Coronary artery dilatation 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Mitral valve disease 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Pericardial effusion 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Pericarditis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Sinus bradycardia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Sinus tachycardia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Tachycardia 1 (3.1 ) 0 1 (3.1 ) 0 0 

Congenital, familial and genetic disorders      

  -Total 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase deficiency 1 (3.1 ) 1 (3.1 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Ear pain 1 (3.1 ) 0 1 (3.1 ) 0 0 

Eye disorders      

  -Total 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Conjunctival haemorrhage 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Erythema of eyelid 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Periorbital disorder 1 (3.1 ) 1 (3.1 ) 0 0 0 

Gastrointestinal disorders      
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 16 (50.0) 5 (15.6) 6 (18.8) 4 (12.5) 1 (3.1 ) 

  Stomatitis 8 (25.0) 4 (12.5) 2 (6.3 ) 2 (6.3 ) 0 

  Nausea 5 (15.6) 4 (12.5) 1 (3.1 ) 0 0 

  Vomiting 5 (15.6) 4 (12.5) 1 (3.1 ) 0 0 

  Abdominal pain 3 (9.4 ) 1 (3.1 ) 1 (3.1 ) 1 (3.1 ) 0 

  Constipation 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 0 0 

  Dental caries 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Gingival bleeding 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Diarrhoea 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Abdominal distension 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Anal fissure 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Anal inflammation 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Ascites 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Hypoaesthesia oral 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Lip swelling 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Oral mucosal erythema 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Oral pain 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Pancreatitis acute 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Pancreatitis chronic 1 (3.1 ) 0 1 (3.1 ) 0 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rectal haemorrhage 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Subileus 1 (3.1 ) 0 1 (3.1 ) 0 0 

General disorders and administration site conditions      

  -Total 13 (40.6) 8 (25.0) 4 (12.5) 1 (3.1 ) 0 

  Pyrexia 9 (28.1) 4 (12.5) 4 (12.5) 1 (3.1 ) 0 

  Fatigue 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Catheter site pain 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Malaise 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Oedema peripheral 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Pain 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  General physical health deterioration 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Injection site reaction 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Localised oedema 1 (3.1 ) 0 1 (3.1 ) 0 0 

Hepatobiliary disorders      

  -Total 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Hepatocellular injury 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Hepatomegaly 1 (3.1 ) 1 (3.1 ) 0 0 0 

Immune system disorders      

  -Total 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Drug hypersensitivity 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Haemophagocytic lymphohistiocytosis 1 (3.1 ) 0 0 1 (3.1 ) 0 

Infections and infestations      

  -Total 19 (59.4) 2 (6.3 ) 5 (15.6) 9 (28.1) 3 (9.4 ) 

  Device related infection 3 (9.4 ) 0 1 (3.1 ) 2 (6.3 ) 0 

  Bacterial infection 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Sepsis 2 (6.3 ) 0 0 1 (3.1 ) 1 (3.1 ) 

  Staphylococcal infection 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Bacterial pyelonephritis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Bronchopulmonary aspergillosis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Cellulitis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Cellulitis orbital 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Clostridium difficile infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Enterococcal sepsis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Escherichia sepsis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Fungal infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Human herpesvirus 6 infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Neutropenic infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Oral herpes 1 (3.1 ) 1 (3.1 ) 0 0 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Otitis media 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Parvovirus b19 infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Periorbital cellulitis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Pneumonia 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Post procedural infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Pseudomonas infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Rash pustular 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Rotavirus infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Septic shock 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Urinary tract infection viral 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Varicella 1 (3.1 ) 0 0 1 (3.1 ) 0 

Injury, poisoning and procedural complications      

  -Total 5 (15.6) 3 (9.4 ) 1 (3.1 ) 1 (3.1 ) 0 

  Contusion 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Eye contusion 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Toxicity to various agents 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Transfusion related complication 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Vascular access site occlusion 1 (3.1 ) 1 (3.1 ) 0 0 0 

Investigations      
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 11 (34.4) 4 (12.5) 0 1 (3.1 ) 6 (18.8) 

  Platelet count decreased 4 (12.5) 1 (3.1 ) 0 0 3 (9.4 ) 

  Weight decreased 4 (12.5) 2 (6.3 ) 2 (6.3 ) 0 0 

  White blood cell count decreased 4 (12.5) 0 0 1 (3.1 ) 3 (9.4 ) 

  Aspartate aminotransferase increased 3 (9.4 ) 2 (6.3 ) 0 1 (3.1 ) 0 

  Serum ferritin increased 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  C-reactive protein increased 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Lipase increased 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Neutrophil count decreased 2 (6.3 ) 0 0 0 2 (6.3 ) 

  Activated partial thromboplastin time prolonged 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Alanine aminotransferase increased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Amylase increased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Blood bilirubin increased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Blood fibrinogen decreased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Blood lactate dehydrogenase increased 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Blood urea decreased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Cardiac murmur 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Gamma-glutamyltransferase increased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Human rhinovirus test positive 1 (3.1 ) 1 (3.1 ) 0 0 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders      

  -Total 11 (34.4) 6 (18.8) 3 (9.4 ) 2 (6.3 ) 0 

  Hypokalaemia 4 (12.5) 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 

  Hypophosphataemia 4 (12.5) 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 

  Decreased appetite 3 (9.4 ) 2 (6.3 ) 0 1 (3.1 ) 0 

  Hypoalbuminaemia 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Hypocalcaemia 3 (9.4 ) 3 (9.4 ) 0 0 0 

  Dehydration 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Hyperuricaemia 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Hypomagnesaemia 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Fluid overload 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Hyperferritinaemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hyperglycaemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hyperkalaemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hypertriglyceridaemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hypoglycaemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 5 (15.6) 2 (6.3 ) 2 (6.3 ) 1 (3.1 ) 0 

  Pain in extremity 4 (12.5) 1 (3.1 ) 3 (9.4 ) 0 0 



  

  

1198 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Arthralgia 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Bone pain 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Back pain 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Myalgia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Pain in jaw 1 (3.1 ) 1 (3.1 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts and 
polyps) 

     

  -Total 4 (12.5) 0 1 (3.1 ) 0 3 (9.4 ) 

  Acute lymphocytic leukaemia 2 (6.3 ) 0 0 0 2 (6.3 ) 

  Malignant neoplasm progression 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Neoplasm of orbit 1 (3.1 ) 0 0 0 1 (3.1 ) 

Nervous system disorders      

  -Total 12 (37.5) 3 (9.4 ) 3 (9.4 ) 6 (18.8) 0 

  Headache 6 (18.8) 2 (6.3 ) 2 (6.3 ) 2 (6.3 ) 0 

  Dyskinesia 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Seizure 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Somnolence 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Cranial nerve disorder 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Dizziness 1 (3.1 ) 1 (3.1 ) 0 0 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoaesthesia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Neuralgia 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Neurological symptom 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Paraesthesia 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Peripheral sensory neuropathy 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Posterior reversible encephalopathy syndrome 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Status epilepticus 1 (3.1 ) 0 1 (3.1 ) 0 0 

Psychiatric disorders      

  -Total 4 (12.5) 0 3 (9.4 ) 1 (3.1 ) 0 

  Anxiety 3 (9.4 ) 0 3 (9.4 ) 0 0 

  Agitation 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Depression 1 (3.1 ) 0 0 1 (3.1 ) 0 

Renal and urinary disorders      

  -Total 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Dysuria 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Haematuria 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Haemoglobinuria 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Urinary retention 1 (3.1 ) 0 1 (3.1 ) 0 0 

Reproductive system and breast disorders      



  

  

1200 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Perineal rash 1 (3.1 ) 1 (3.1 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 7 (21.9) 4 (12.5) 2 (6.3 ) 1 (3.1 ) 0 

  Epistaxis 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Hypoxia 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Tachypnoea 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Atelectasis 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Cough 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Dyspnoea 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Oropharyngeal pain 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Pleural effusion 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Pneumonitis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Rhinorrhoea 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Wheezing 1 (3.1 ) 0 1 (3.1 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 9 (28.1) 7 (21.9) 1 (3.1 ) 1 (3.1 ) 0 

  Rash 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Toxic skin eruption 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 



  

  

1201 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dermatitis 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Erythema 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hyperhidrosis 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Ingrowing nail 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Pruritus 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Skin lesion 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Skin ulcer 1 (3.1 ) 1 (3.1 ) 0 0 0 

Vascular disorders      

  -Total 5 (15.6) 2 (6.3 ) 2 (6.3 ) 1 (3.1 ) 0 

  Hypertension 4 (12.5) 2 (6.3 ) 2 (6.3 ) 0 0 

  Hypotension 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 144g 

Adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 22 (100) 2 (9.1 ) 3 (13.6) 8 (36.4) 9 (40.9) 

Blood and lymphatic system disorders      

  -Total 14 (63.6) 1 (4.5 ) 1 (4.5 ) 8 (36.4) 4 (18.2) 

  Anaemia 7 (31.8) 0 1 (4.5 ) 6 (27.3) 0 

  Febrile neutropenia 6 (27.3) 0 0 5 (22.7) 1 (4.5 ) 

  Neutropenia 5 (22.7) 1 (4.5 ) 0 1 (4.5 ) 3 (13.6) 

  Thrombocytopenia 2 (9.1 ) 0 1 (4.5 ) 0 1 (4.5 ) 

  Bone marrow failure 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Lymphadenopathy 1 (4.5 ) 0 1 (4.5 ) 0 0 

Cardiac disorders      

  -Total 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Tachycardia 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 



  

  

1204 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bradycardia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Bundle branch block left 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Sinus bradycardia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Sinus tachycardia 1 (4.5 ) 0 1 (4.5 ) 0 0 

Ear and labyrinth disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ear pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

Endocrine disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Cushingoid 1 (4.5 ) 1 (4.5 ) 0 0 0 

Eye disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ocular hyperaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Gastrointestinal disorders      

  -Total 10 (45.5) 3 (13.6) 3 (13.6) 4 (18.2) 0 

  Constipation 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Stomatitis 4 (18.2) 1 (4.5 ) 1 (4.5 ) 2 (9.1 ) 0 

  Abdominal distension 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Anal fissure 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal fistula 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Nausea 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Oral pain 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Vomiting 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Abdominal discomfort 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Abdominal tenderness 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Anal pruritus 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Dental caries 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Diarrhoea 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Dyspepsia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hyperaesthesia teeth 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Neutropenic colitis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Proctalgia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Retching 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Tooth loss 1 (4.5 ) 1 (4.5 ) 0 0 0 

General disorders and administration site conditions      

  -Total 10 (45.5) 4 (18.2) 4 (18.2) 2 (9.1 ) 0 

  Pyrexia 7 (31.8) 2 (9.1 ) 3 (13.6) 2 (9.1 ) 0 

  Fatigue 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Asthenia 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Malaise 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Catheter site erythema 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Catheter site haemorrhage 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Catheter site pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Facial pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Generalised oedema 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oedema peripheral 1 (4.5 ) 1 (4.5 ) 0 0 0 

Hepatobiliary disorders      

  -Total 3 (13.6) 1 (4.5 ) 0 2 (9.1 ) 0 

  Hepatocellular injury 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Jaundice 1 (4.5 ) 1 (4.5 ) 0 0 0 

Immune system disorders      

  -Total 3 (13.6) 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 0 

  Anaphylactic reaction 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Drug hypersensitivity 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hypogammaglobulinaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

Infections and infestations      

  -Total 14 (63.6) 1 (4.5 ) 4 (18.2) 6 (27.3) 3 (13.6) 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia 3 (13.6) 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 0 

  Neutropenic infection 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Urinary tract infection 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Anal fistula infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Bronchopulmonary aspergillosis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Clostridium difficile infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Croup infectious 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterovirus infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Escherichia bacteraemia 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Herpes simplex 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Herpes zoster 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Listeria sepsis 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Oral candidiasis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oral herpes 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oral infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Otitis externa 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Pneumonia fungal 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Rhinitis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Rhinovirus infection 1 (4.5 ) 1 (4.5 ) 0 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Septic shock 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Staphylococcal infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

Injury, poisoning and procedural complications      

  -Total 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Contusion 3 (13.6) 3 (13.6) 0 0 0 

  Delayed serologic transfusion reaction 1 (4.5 ) 0 1 (4.5 ) 0 0 

Investigations      

  -Total 12 (54.5) 1 (4.5 ) 2 (9.1 ) 2 (9.1 ) 7 (31.8) 

  Platelet count decreased 5 (22.7) 0 0 0 5 (22.7) 

  Neutrophil count decreased 4 (18.2) 0 0 1 (4.5 ) 3 (13.6) 

  White blood cell count decreased 3 (13.6) 1 (4.5 ) 0 0 2 (9.1 ) 

  Alanine aminotransferase increased 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Antithrombin iii decreased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Aspartate aminotransferase increased 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Blood creatinine increased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Blood pressure increased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Blood uric acid increased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  C-reactive protein increased 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Electrocardiogram qt prolonged 1 (4.5 ) 0 1 (4.5 ) 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Influenza a virus test positive 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oxygen saturation decreased 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Urine output decreased 1 (4.5 ) 0 1 (4.5 ) 0 0 

Metabolism and nutrition disorders      

  -Total 7 (31.8) 2 (9.1 ) 2 (9.1 ) 3 (13.6) 0 

  Hypokalaemia 4 (18.2) 1 (4.5 ) 1 (4.5 ) 2 (9.1 ) 0 

  Decreased appetite 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Hyperuricaemia 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Fluid overload 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hyperglycaemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Hyperkalaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hypocalcaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hypomagnesaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hypophosphataemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Iron overload 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Tumour lysis syndrome 1 (4.5 ) 0 0 1 (4.5 ) 0 

Musculoskeletal and connective tissue disorders      

  -Total 7 (31.8) 2 (9.1 ) 5 (22.7) 0 0 

  Back pain 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain in extremity 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Arthralgia 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Myalgia 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Bone pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Muscular weakness 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Neck pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

Nervous system disorders      

  -Total 5 (22.7) 2 (9.1 ) 2 (9.1 ) 1 (4.5 ) 0 

  Headache 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Depressed level of consciousness 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Encephalopathy 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Lethargy 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Neuropathy peripheral 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Partial seizures 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Peripheral motor neuropathy 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Somnolence 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Speech disorder 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Tremor 1 (4.5 ) 1 (4.5 ) 0 0 0 

Product issues      
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Manufacturing product shipping issue 1 (4.5 ) 0 0 0 1 (4.5 ) 

Psychiatric disorders      

  -Total 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Abnormal behaviour 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Agitation 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Confusional state 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Insomnia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Renal and urinary disorders      

  -Total 4 (18.2) 2 (9.1 ) 0 2 (9.1 ) 0 

  Haematuria 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Acute kidney injury 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Dysuria 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Renal impairment 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Urinary incontinence 1 (4.5 ) 1 (4.5 ) 0 0 0 

Reproductive system and breast disorders      

  -Total 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Penile pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

Respiratory, thoracic and mediastinal disorders      
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 5 (22.7) 0 5 (22.7) 0 0 

  Cough 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Epistaxis 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Dyspnoea exertional 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Haemoptysis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oropharyngeal pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Orthopnoea 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Pharyngeal erythema 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pleural effusion 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pneumothorax 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rhinorrhoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Tachypnoea 1 (4.5 ) 1 (4.5 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 7 (31.8) 4 (18.2) 2 (9.1 ) 1 (4.5 ) 0 

  Rash 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Dry skin 3 (13.6) 3 (13.6) 0 0 0 

  Alopecia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Urticaria 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Eczema 1 (4.5 ) 0 1 (4.5 ) 0 0 



  

  

1213 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ingrowing nail 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Petechiae 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rash maculo-papular 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Skin oedema 1 (4.5 ) 1 (4.5 ) 0 0 0 

Vascular disorders      

  -Total 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Hypertension 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Pallor 1 (4.5 ) 1 (4.5 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 144g 

Adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 13 (100) 0 1 (7.7 ) 4 (30.8) 8 (61.5) 

Blood and lymphatic system disorders      

  -Total 10 (76.9) 2 (15.4) 2 (15.4) 4 (30.8) 2 (15.4) 

  Anaemia 5 (38.5) 1 (7.7 ) 2 (15.4) 2 (15.4) 0 

  Febrile neutropenia 3 (23.1) 0 1 (7.7 ) 2 (15.4) 0 

  Thrombocytopenia 3 (23.1) 0 0 1 (7.7 ) 2 (15.4) 

  Leukopenia 2 (15.4) 0 0 1 (7.7 ) 1 (7.7 ) 

  Neutropenia 2 (15.4) 0 0 1 (7.7 ) 1 (7.7 ) 

  Bone marrow failure 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Splenomegaly 1 (7.7 ) 1 (7.7 ) 0 0 0 

Cardiac disorders      

  -Total 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bradycardia 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Diastolic dysfunction 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Sinus bradycardia 1 (7.7 ) 1 (7.7 ) 0 0 0 

Endocrine disorders      

  -Total 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Hypercalcaemia of malignancy 1 (7.7 ) 0 0 0 1 (7.7 ) 

Gastrointestinal disorders      

  -Total 4 (30.8) 1 (7.7 ) 2 (15.4) 0 1 (7.7 ) 

  Abdominal pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Constipation 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Diarrhoea 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Nausea 1 (7.7 ) 0 1 (7.7 ) 0 0 

General disorders and administration site conditions      

  -Total 4 (30.8) 0 4 (30.8) 0 0 

  Pyrexia 2 (15.4) 0 2 (15.4) 0 0 

  Catheter site pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Device related thrombosis 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Fatigue 1 (7.7 ) 1 (7.7 ) 0 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

Hepatobiliary disorders      

  -Total 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Hepatomegaly 1 (7.7 ) 0 1 (7.7 ) 0 0 

Immune system disorders      

  -Total 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Hypogammaglobulinaemia 1 (7.7 ) 0 1 (7.7 ) 0 0 

Infections and infestations      

  -Total 3 (23.1) 1 (7.7 ) 0 1 (7.7 ) 1 (7.7 ) 

  Pneumonia 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Rhinovirus infection 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Sepsis 1 (7.7 ) 0 0 0 1 (7.7 ) 

Injury, poisoning and procedural complications      

  -Total 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Cervical vertebral fracture 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Infusion related reaction 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Procedural pain 1 (7.7 ) 1 (7.7 ) 0 0 0 

Investigations      

  -Total 8 (61.5) 0 1 (7.7 ) 4 (30.8) 3 (23.1) 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 5 (38.5) 0 1 (7.7 ) 3 (23.1) 1 (7.7 ) 

  Neutrophil count decreased 4 (30.8) 2 (15.4) 0 0 2 (15.4) 

  Platelet count decreased 3 (23.1) 0 0 2 (15.4) 1 (7.7 ) 

  Blood bilirubin increased 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Activated partial thromboplastin time prolonged 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Aspartate aminotransferase increased 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Blood urea increased 1 (7.7 ) 1 (7.7 ) 0 0 0 

  C-reactive protein increased 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Gamma-glutamyltransferase increased 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Influenza virus test positive 1 (7.7 ) 1 (7.7 ) 0 0 0 

  International normalised ratio increased 1 (7.7 ) 0 1 (7.7 ) 0 0 

Metabolism and nutrition disorders      

  -Total 2 (15.4) 2 (15.4) 0 0 0 

  Decreased appetite 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hyperglycaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hyperkalaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypermagnesaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypertriglyceridaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hyperuricaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypocalcaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypokalaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypomagnesaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hyponatraemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 4 (30.8) 0 3 (23.1) 1 (7.7 ) 0 

  Arthralgia 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Back pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Bone pain 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Pain in extremity 1 (7.7 ) 0 1 (7.7 ) 0 0 

Neoplasms benign, malignant and unspecified (incl cysts and 
polyps) 

     

  -Total 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Meningioma malignant 1 (7.7 ) 0 1 (7.7 ) 0 0 

Nervous system disorders      

  -Total 2 (15.4) 0 1 (7.7 ) 0 1 (7.7 ) 

  Headache 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Intracranial pressure increased 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Somnolence 1 (7.7 ) 0 1 (7.7 ) 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Psychiatric disorders      

  -Total 2 (15.4) 0 2 (15.4) 0 0 

  Anxiety 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Insomnia 1 (7.7 ) 0 1 (7.7 ) 0 0 

Renal and urinary disorders      

  -Total 2 (15.4) 2 (15.4) 0 0 0 

  Chromaturia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Haematuria 1 (7.7 ) 1 (7.7 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 3 (23.1) 0 1 (7.7 ) 1 (7.7 ) 1 (7.7 ) 

  Epistaxis 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Hypoxia 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Pneumonia aspiration 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Tachypnoea 1 (7.7 ) 0 1 (7.7 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Dry skin 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Rash maculo-papular 1 (7.7 ) 1 (7.7 ) 0 0 0 

Vascular disorders      



  

  

1220 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypotension 1 (7.7 ) 1 (7.7 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t144_gd_b2001x.sas@@/main/1 25JUN21:16:32                                        Final 
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Table 145a 

Adverse events during lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class,preferred term, maximum CTC 

grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

24 (72.7)  6 (18.2)  2 (6.1 )  8 (24.2)  8 (24.2) 

Blood and lymphatic system disorders      

  -Total 8 (24.2)  0  1 (3.0 )  6 (18.2)  1 (3.0 ) 

  Anaemia 5 (15.2)  0  1 (3.0 )  4 (12.1)  0 

  Febrile neutropenia 2 (6.1 )  0  0  2 (6.1 )  0 

  Neutropenia 1 (3.0 )  0  0  0  1 (3.0 ) 

  Thrombocytopenia 1 (3.0 )  0  0  1 (3.0 )  0 

Cardiac disorders      

  -Total 2 (6.1 )  0  1 (3.0 )  1 (3.0 )  0 

  Tachycardia 2 (6.1 )  0  1 (3.0 )  1 (3.0 )  0 

  Sinus tachycardia 1 (3.0 )  1 (3.0 )  0  0  0 
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Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Endocrine disorders      

  -Total 1 (3.0 )  0  1 (3.0 )  0  0 

  Adrenal insufficiency 1 (3.0 )  0  1 (3.0 )  0  0 

Gastrointestinal disorders      

  -Total 9 (27.3)  6 (18.2)  3 (9.1 )  0  0 

  Diarrhoea 5 (15.2)  3 (9.1 )  2 (6.1 )  0  0 

  Nausea 5 (15.2)  3 (9.1 )  2 (6.1 )  0  0 

  Constipation 3 (9.1 )  3 (9.1 )  0  0  0 

  Vomiting 2 (6.1 )  2 (6.1 )  0  0  0 

  Abdominal pain 1 (3.0 )  0  1 (3.0 )  0  0 

  Lip dry 1 (3.0 )  1 (3.0 )  0  0  0 

  Mouth ulceration 1 (3.0 )  1 (3.0 )  0  0  0 

General disorders and administration 
site conditions 

     

  -Total 9 (27.3)  6 (18.2)  1 (3.0 )  2 (6.1 )  0 

  Pyrexia 9 (27.3)  6 (18.2)  1 (3.0 )  2 (6.1 )  0 

Hepatobiliary disorders      

  -Total 1 (3.0 )  0  0  0  1 (3.0 ) 
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Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hepatotoxicity 1 (3.0 )  0  0  0  1 (3.0 ) 

Immune system disorders      

  -Total 1 (3.0 )  0  1 (3.0 )  0  0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.0 )  0  1 (3.0 )  0  0 

Infections and infestations      

  -Total 7 (21.2)  2 (6.1 )  1 (3.0 )  4 (12.1)  0 

  Bacteraemia 2 (6.1 )  0  0  2 (6.1 )  0 

  Cytomegalovirus infection 1 (3.0 )  0  1 (3.0 )  0  0 

  Device related infection 1 (3.0 )  0  0  1 (3.0 )  0 

  Enterococcal bacteraemia 1 (3.0 )  0  0  1 (3.0 )  0 

  Paronychia 1 (3.0 )  1 (3.0 )  0  0  0 

  Rhinovirus infection 1 (3.0 )  1 (3.0 )  0  0  0 

  Staphylococcal bacteraemia 1 (3.0 )  0  0  1 (3.0 )  0 

  Streptococcal bacteraemia 1 (3.0 )  0  0  1 (3.0 )  0 

  Tooth abscess 1 (3.0 )  0  0  1 (3.0 )  0 

Injury, poisoning and procedural 
complications 

     

  -Total 2 (6.1 )  1 (3.0 )  0  1 (3.0 )  0 
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Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Allergic transfusion reaction 1 (3.0 )  0  0  1 (3.0 )  0 

  Gastrostomy tube site complication 1 (3.0 )  1 (3.0 )  0  0  0 

Investigations      

  -Total 11 (33.3)  0  3 (9.1 )  2 (6.1 )  6 (18.2) 

  Neutrophil count decreased 6 (18.2)  0  0  1 (3.0 )  5 (15.2) 

  White blood cell count decreased 5 (15.2)  0  0  0  5 (15.2) 

  Platelet count decreased 2 (6.1 )  0  1 (3.0 )  0  1 (3.0 ) 

  Aspartate aminotransferase 
increased 

1 (3.0 )  0  0  1 (3.0 )  0 

  Blood urea decreased 1 (3.0 )  1 (3.0 )  0  0  0 

  Oxygen saturation decreased 1 (3.0 )  0  1 (3.0 )  0  0 

  Urine output decreased 1 (3.0 )  0  1 (3.0 )  0  0 

Metabolism and nutrition disorders      

  -Total 7 (21.2)  6 (18.2)  0  1 (3.0 )  0 

  Hyperuricaemia 2 (6.1 )  2 (6.1 )  0  0  0 

  Hypokalaemia 2 (6.1 )  1 (3.0 )  0  1 (3.0 )  0 

  Decreased appetite 1 (3.0 )  1 (3.0 )  0  0  0 

  Fluid retention 1 (3.0 )  1 (3.0 )  0  0  0 
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Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypophosphataemia 1 (3.0 )  1 (3.0 )  0  0  0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (3.0 )  1 (3.0 )  0  0  0 

  Muscular weakness 1 (3.0 )  1 (3.0 )  0  0  0 

Renal and urinary disorders      

  -Total 3 (9.1 )  1 (3.0 )  1 (3.0 )  1 (3.0 )  0 

  Haematuria 3 (9.1 )  1 (3.0 )  1 (3.0 )  1 (3.0 )  0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 4 (12.1)  2 (6.1 )  1 (3.0 )  1 (3.0 )  0 

  Hypoxia 2 (6.1 )  1 (3.0 )  1 (3.0 )  0  0 

  Tachypnoea 2 (6.1 )  1 (3.0 )  1 (3.0 )  0  0 

  Cough 1 (3.0 )  1 (3.0 )  0  0  0 

  Epistaxis 1 (3.0 )  0  0  1 (3.0 )  0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (3.0 )  0  1 (3.0 )  0  0 

  Ingrowing nail 1 (3.0 )  0  1 (3.0 )  0  0 
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Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders      

  -Total 3 (9.1 )  2 (6.1 )  0  0  1 (3.0 ) 

  Hypotension 3 (9.1 )  2 (6.1 )  0  0  1 (3.0 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t145_gd_b2001x.sas@@/main/2 25JUN21:16:34                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 145a 

Adverse events during lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class,preferred term, maximum CTC 

grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=10 years to <18 years 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

12 (75.0)  2 (12.5)  4 (25.0)  3 (18.8)  3 (18.8) 

Blood and lymphatic system disorders      

  -Total 4 (25.0)  0  0  3 (18.8)  1 (6.3 ) 

  Anaemia 2 (12.5)  0  0  2 (12.5)  0 

  Bone marrow failure 1 (6.3 )  0  0  1 (6.3 )  0 

  Febrile neutropenia 1 (6.3 )  0  0  1 (6.3 )  0 

  Leukopenia 1 (6.3 )  0  0  0  1 (6.3 ) 

  Neutropenia 1 (6.3 )  0  0  0  1 (6.3 ) 

Gastrointestinal disorders      

  -Total 7 (43.8)  4 (25.0)  2 (12.5)  1 (6.3 )  0 

  Nausea 3 (18.8)  2 (12.5)  1 (6.3 )  0  0 
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Age: >=10 years to <18 years 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aphthous ulcer 1 (6.3 )  1 (6.3 )  0  0  0 

  Constipation 1 (6.3 )  1 (6.3 )  0  0  0 

  Lip pain 1 (6.3 )  0  0  1 (6.3 )  0 

  Stomatitis 1 (6.3 )  1 (6.3 )  0  0  0 

  Toothache 1 (6.3 )  0  1 (6.3 )  0  0 

Investigations      

  -Total 3 (18.8)  0  1 (6.3 )  0  2 (12.5) 

  Neutrophil count decreased 2 (12.5)  0  0  0  2 (12.5) 

  Blood bilirubin increased 1 (6.3 )  0  1 (6.3 )  0  0 

  Blood chloride increased 1 (6.3 )  1 (6.3 )  0  0  0 

  Lymphocyte count decreased 1 (6.3 )  0  0  0  1 (6.3 ) 

  Platelet count decreased 1 (6.3 )  0  0  1 (6.3 )  0 

  White blood cell count decreased 1 (6.3 )  0  0  0  1 (6.3 ) 

Metabolism and nutrition disorders      

  -Total 1 (6.3 )  0  1 (6.3 )  0  0 

  Hyperkalaemia 1 (6.3 )  1 (6.3 )  0  0  0 

  Hypomagnesaemia 1 (6.3 )  0  1 (6.3 )  0  0 

Nervous system disorders      
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Age: >=10 years to <18 years 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (18.8)  2 (12.5)  1 (6.3 )  0  0 

  Headache 3 (18.8)  2 (12.5)  1 (6.3 )  0  0 

Psychiatric disorders      

  -Total 1 (6.3 )  0  1 (6.3 )  0  0 

  Insomnia 1 (6.3 )  0  1 (6.3 )  0  0 

Renal and urinary disorders      

  -Total 1 (6.3 )  1 (6.3 )  0  0  0 

  Haematuria 1 (6.3 )  1 (6.3 )  0  0  0 

Reproductive system and breast 
disorders 

     

  -Total 1 (6.3 )  1 (6.3 )  0  0  0 

  Vulvovaginal pruritus 1 (6.3 )  1 (6.3 )  0  0  0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (6.3 )  1 (6.3 )  0  0  0 

  Scab 1 (6.3 )  1 (6.3 )  0  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 145a 

Adverse events during lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class,preferred term, maximum CTC 

grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

9 (64.3)  1 (7.1 )  3 (21.4)  1 (7.1 )  4 (28.6) 

Blood and lymphatic system disorders      

  -Total 1 (7.1 )  0  1 (7.1 )  0  0 

  Anaemia 1 (7.1 )  0  1 (7.1 )  0  0 

Gastrointestinal disorders      

  -Total 4 (28.6)  2 (14.3)  2 (14.3)  0  0 

  Nausea 3 (21.4)  2 (14.3)  1 (7.1 )  0  0 

  Abdominal pain upper 1 (7.1 )  0  1 (7.1 )  0  0 

General disorders and administration 
site conditions 

     

  -Total 2 (14.3)  1 (7.1 )  1 (7.1 )  0  0 
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Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fatigue 1 (7.1 )  1 (7.1 )  0  0  0 

  Pyrexia 1 (7.1 )  0  1 (7.1 )  0  0 

Infections and infestations      

  -Total 2 (14.3)  0  1 (7.1 )  1 (7.1 )  0 

  Bacterial infection 1 (7.1 )  0  1 (7.1 )  0  0 

  Parotitis 1 (7.1 )  0  0  1 (7.1 )  0 

Investigations      

  -Total 4 (28.6)  0  0  0  4 (28.6) 

  White blood cell count decreased 3 (21.4)  0  0  1 (7.1 )  2 (14.3) 

  Lymphocyte count decreased 2 (14.3)  0  0  1 (7.1 )  1 (7.1 ) 

  Neutrophil count decreased 2 (14.3)  0  0  0  2 (14.3) 

  Alanine aminotransferase increased 1 (7.1 )  0  1 (7.1 )  0  0 

  Aspartate aminotransferase 
increased 

1 (7.1 )  1 (7.1 )  0  0  0 

  Blood alkaline phosphatase 
increased 

1 (7.1 )  1 (7.1 )  0  0  0 

  Blood bilirubin increased 1 (7.1 )  1 (7.1 )  0  0  0 

  Blood creatinine increased 1 (7.1 )  1 (7.1 )  0  0  0 
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Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gamma-glutamyltransferase 
increased 

1 (7.1 )  0  0  1 (7.1 )  0 

Metabolism and nutrition disorders      

  -Total 5 (35.7)  3 (21.4)  2 (14.3)  0  0 

  Fluid overload 1 (7.1 )  1 (7.1 )  0  0  0 

  Hypernatraemia 1 (7.1 )  1 (7.1 )  0  0  0 

  Hyperphosphataemia 1 (7.1 )  1 (7.1 )  0  0  0 

  Hypertriglyceridaemia 1 (7.1 )  0  1 (7.1 )  0  0 

  Hypoalbuminaemia 1 (7.1 )  0  1 (7.1 )  0  0 

  Hypomagnesaemia 1 (7.1 )  1 (7.1 )  0  0  0 

  Tumour lysis syndrome 1 (7.1 )  1 (7.1 )  0  0  0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (14.3)  1 (7.1 )  1 (7.1 )  0  0 

  Back pain 1 (7.1 )  0  1 (7.1 )  0  0 

  Bone pain 1 (7.1 )  1 (7.1 )  0  0  0 

Renal and urinary disorders      

  -Total 1 (7.1 )  1 (7.1 )  0  0  0 

  Haematuria 1 (7.1 )  1 (7.1 )  0  0  0 
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Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urinary retention 1 (7.1 )  1 (7.1 )  0  0  0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (7.1 )  1 (7.1 )  0  0  0 

  Petechiae 1 (7.1 )  1 (7.1 )  0  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 145b 

Adverse events during lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class,preferred term, maximum CTC 

grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

24 (66.7)  5 (13.9)  5 (13.9)  5 (13.9)  9 (25.0) 

Blood and lymphatic system disorders      

  -Total 7 (19.4)  0  2 (5.6 )  4 (11.1)  1 (2.8 ) 

  Anaemia 5 (13.9)  0  2 (5.6 )  3 (8.3 )  0 

  Febrile neutropenia 1 (2.8 )  0  0  1 (2.8 )  0 

  Leukopenia 1 (2.8 )  0  0  0  1 (2.8 ) 

  Neutropenia 1 (2.8 )  0  0  0  1 (2.8 ) 

Cardiac disorders      

  -Total 2 (5.6 )  0  1 (2.8 )  1 (2.8 )  0 

  Tachycardia 2 (5.6 )  0  1 (2.8 )  1 (2.8 )  0 

  Sinus tachycardia 1 (2.8 )  1 (2.8 )  0  0  0 
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Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

  -Total 14 (38.9)  9 (25.0)  4 (11.1)  1 (2.8 )  0 

  Nausea 9 (25.0)  7 (19.4)  2 (5.6 )  0  0 

  Constipation 3 (8.3 )  3 (8.3 )  0  0  0 

  Diarrhoea 3 (8.3 )  2 (5.6 )  1 (2.8 )  0  0 

  Vomiting 2 (5.6 )  2 (5.6 )  0  0  0 

  Abdominal pain 1 (2.8 )  0  1 (2.8 )  0  0 

  Abdominal pain upper 1 (2.8 )  0  1 (2.8 )  0  0 

  Lip pain 1 (2.8 )  0  0  1 (2.8 )  0 

  Stomatitis 1 (2.8 )  1 (2.8 )  0  0  0 

General disorders and administration 
site conditions 

     

  -Total 5 (13.9)  4 (11.1)  1 (2.8 )  0  0 

  Pyrexia 4 (11.1)  3 (8.3 )  1 (2.8 )  0  0 

  Fatigue 1 (2.8 )  1 (2.8 )  0  0  0 

Immune system disorders      

  -Total 1 (2.8 )  0  1 (2.8 )  0  0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.8 )  0  1 (2.8 )  0  0 
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Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

  -Total 3 (8.3 )  1 (2.8 )  0  2 (5.6 )  0 

  Bacteraemia 1 (2.8 )  0  0  1 (2.8 )  0 

  Device related infection 1 (2.8 )  0  0  1 (2.8 )  0 

  Enterococcal bacteraemia 1 (2.8 )  0  0  1 (2.8 )  0 

  Paronychia 1 (2.8 )  1 (2.8 )  0  0  0 

  Staphylococcal bacteraemia 1 (2.8 )  0  0  1 (2.8 )  0 

  Streptococcal bacteraemia 1 (2.8 )  0  0  1 (2.8 )  0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (2.8 )  0  0  1 (2.8 )  0 

  Allergic transfusion reaction 1 (2.8 )  0  0  1 (2.8 )  0 

Investigations      

  -Total 13 (36.1)  0  4 (11.1)  2 (5.6 )  7 (19.4) 

  Neutrophil count decreased 5 (13.9)  0  0  1 (2.8 )  4 (11.1) 

  White blood cell count decreased 5 (13.9)  0  0  1 (2.8 )  4 (11.1) 

  Lymphocyte count decreased 3 (8.3 )  0  0  1 (2.8 )  2 (5.6 ) 

  Aspartate aminotransferase 
increased 

2 (5.6 )  1 (2.8 )  0  1 (2.8 )  0 
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Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood bilirubin increased 2 (5.6 )  1 (2.8 )  1 (2.8 )  0  0 

  Alanine aminotransferase increased 1 (2.8 )  0  1 (2.8 )  0  0 

  Blood alkaline phosphatase 
increased 

1 (2.8 )  1 (2.8 )  0  0  0 

  Blood chloride increased 1 (2.8 )  1 (2.8 )  0  0  0 

  Blood creatinine increased 1 (2.8 )  1 (2.8 )  0  0  0 

  Blood urea decreased 1 (2.8 )  1 (2.8 )  0  0  0 

  Gamma-glutamyltransferase 
increased 

1 (2.8 )  0  0  1 (2.8 )  0 

  Oxygen saturation decreased 1 (2.8 )  0  1 (2.8 )  0  0 

  Platelet count decreased 1 (2.8 )  0  1 (2.8 )  0  0 

  Urine output decreased 1 (2.8 )  0  1 (2.8 )  0  0 

Metabolism and nutrition disorders      

  -Total 8 (22.2)  5 (13.9)  3 (8.3 )  0  0 

  Hypomagnesaemia 2 (5.6 )  1 (2.8 )  1 (2.8 )  0  0 

  Fluid overload 1 (2.8 )  1 (2.8 )  0  0  0 

  Hyperkalaemia 1 (2.8 )  1 (2.8 )  0  0  0 

  Hypernatraemia 1 (2.8 )  1 (2.8 )  0  0  0 

  Hyperphosphataemia 1 (2.8 )  1 (2.8 )  0  0  0 
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Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypertriglyceridaemia 1 (2.8 )  0  1 (2.8 )  0  0 

  Hyperuricaemia 1 (2.8 )  1 (2.8 )  0  0  0 

  Hypoalbuminaemia 1 (2.8 )  0  1 (2.8 )  0  0 

  Hypokalaemia 1 (2.8 )  1 (2.8 )  0  0  0 

  Hypophosphataemia 1 (2.8 )  1 (2.8 )  0  0  0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (2.8 )  0  1 (2.8 )  0  0 

  Back pain 1 (2.8 )  0  1 (2.8 )  0  0 

Nervous system disorders      

  -Total 3 (8.3 )  2 (5.6 )  1 (2.8 )  0  0 

  Headache 3 (8.3 )  2 (5.6 )  1 (2.8 )  0  0 

Renal and urinary disorders      

  -Total 4 (11.1)  3 (8.3 )  1 (2.8 )  0  0 

  Haematuria 4 (11.1)  3 (8.3 )  1 (2.8 )  0  0 

  Urinary retention 1 (2.8 )  1 (2.8 )  0  0  0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 3 (8.3 )  1 (2.8 )  1 (2.8 )  1 (2.8 )  0 
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Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoxia 2 (5.6 )  1 (2.8 )  1 (2.8 )  0  0 

  Tachypnoea 2 (5.6 )  1 (2.8 )  1 (2.8 )  0  0 

  Epistaxis 1 (2.8 )  0  0  1 (2.8 )  0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 3 (8.3 )  2 (5.6 )  1 (2.8 )  0  0 

  Ingrowing nail 1 (2.8 )  0  1 (2.8 )  0  0 

  Petechiae 1 (2.8 )  1 (2.8 )  0  0  0 

  Scab 1 (2.8 )  1 (2.8 )  0  0  0 

Vascular disorders      

  -Total 3 (8.3 )  2 (5.6 )  0  0  1 (2.8 ) 

  Hypotension 3 (8.3 )  2 (5.6 )  0  0  1 (2.8 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 
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grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 145b 

Adverse events during lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class,preferred term, maximum CTC 

grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Female 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

21 (77.8)  4 (14.8)  4 (14.8)  7 (25.9)  6 (22.2) 

Blood and lymphatic system disorders      

  -Total 6 (22.2)  0  0  5 (18.5)  1 (3.7 ) 

  Anaemia 3 (11.1)  0  0  3 (11.1)  0 

  Febrile neutropenia 2 (7.4 )  0  0  2 (7.4 )  0 

  Bone marrow failure 1 (3.7 )  0  0  1 (3.7 )  0 

  Neutropenia 1 (3.7 )  0  0  0  1 (3.7 ) 

  Thrombocytopenia 1 (3.7 )  0  0  1 (3.7 )  0 

Endocrine disorders      

  -Total 1 (3.7 )  0  1 (3.7 )  0  0 

  Adrenal insufficiency 1 (3.7 )  0  1 (3.7 )  0  0 
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Gender: Female 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

  -Total 6 (22.2)  3 (11.1)  3 (11.1)  0  0 

  Diarrhoea 2 (7.4 )  1 (3.7 )  1 (3.7 )  0  0 

  Nausea 2 (7.4 )  0  2 (7.4 )  0  0 

  Aphthous ulcer 1 (3.7 )  1 (3.7 )  0  0  0 

  Constipation 1 (3.7 )  1 (3.7 )  0  0  0 

  Lip dry 1 (3.7 )  1 (3.7 )  0  0  0 

  Mouth ulceration 1 (3.7 )  1 (3.7 )  0  0  0 

  Toothache 1 (3.7 )  0  1 (3.7 )  0  0 

General disorders and administration 
site conditions 

     

  -Total 6 (22.2)  3 (11.1)  1 (3.7 )  2 (7.4 )  0 

  Pyrexia 6 (22.2)  3 (11.1)  1 (3.7 )  2 (7.4 )  0 

Hepatobiliary disorders      

  -Total 1 (3.7 )  0  0  0  1 (3.7 ) 

  Hepatotoxicity 1 (3.7 )  0  0  0  1 (3.7 ) 

Infections and infestations      

  -Total 6 (22.2)  1 (3.7 )  2 (7.4 )  3 (11.1)  0 



  

  

1246 

Gender: Female 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacteraemia 1 (3.7 )  0  0  1 (3.7 )  0 

  Bacterial infection 1 (3.7 )  0  1 (3.7 )  0  0 

  Cytomegalovirus infection 1 (3.7 )  0  1 (3.7 )  0  0 

  Parotitis 1 (3.7 )  0  0  1 (3.7 )  0 

  Rhinovirus infection 1 (3.7 )  1 (3.7 )  0  0  0 

  Tooth abscess 1 (3.7 )  0  0  1 (3.7 )  0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (3.7 )  1 (3.7 )  0  0  0 

  Gastrostomy tube site complication 1 (3.7 )  1 (3.7 )  0  0  0 

Investigations      

  -Total 5 (18.5)  0  0  0  5 (18.5) 

  Neutrophil count decreased 5 (18.5)  0  0  0  5 (18.5) 

  White blood cell count decreased 4 (14.8)  0  0  0  4 (14.8) 

  Platelet count decreased 2 (7.4 )  0  0  1 (3.7 )  1 (3.7 ) 

Metabolism and nutrition disorders      

  -Total 5 (18.5)  4 (14.8)  0  1 (3.7 )  0 

  Decreased appetite 1 (3.7 )  1 (3.7 )  0  0  0 
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Gender: Female 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fluid retention 1 (3.7 )  1 (3.7 )  0  0  0 

  Hyperuricaemia 1 (3.7 )  1 (3.7 )  0  0  0 

  Hypokalaemia 1 (3.7 )  0  0  1 (3.7 )  0 

  Tumour lysis syndrome 1 (3.7 )  1 (3.7 )  0  0  0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (7.4 )  2 (7.4 )  0  0  0 

  Bone pain 1 (3.7 )  1 (3.7 )  0  0  0 

  Muscular weakness 1 (3.7 )  1 (3.7 )  0  0  0 

Psychiatric disorders      

  -Total 1 (3.7 )  0  1 (3.7 )  0  0 

  Insomnia 1 (3.7 )  0  1 (3.7 )  0  0 

Renal and urinary disorders      

  -Total 1 (3.7 )  0  0  1 (3.7 )  0 

  Haematuria 1 (3.7 )  0  0  1 (3.7 )  0 

Reproductive system and breast 
disorders 

     

  -Total 1 (3.7 )  1 (3.7 )  0  0  0 

  Vulvovaginal pruritus 1 (3.7 )  1 (3.7 )  0  0  0 
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Gender: Female 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 1 (3.7 )  1 (3.7 )  0  0  0 

  Cough 1 (3.7 )  1 (3.7 )  0  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 145c 

Adverse events during lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC 

grade and Response status at study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 145c 

Adverse events during lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC 

grade and Response status at study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

45 (71.4)  9 (14.3)  9 (14.3) 12 (19.0) 15 (23.8) 

Blood and lymphatic system disorders      

  -Total 13 (20.6)  0  2 (3.2 )  9 (14.3)  2 (3.2 ) 

  Anaemia 8 (12.7)  0  2 (3.2 )  6 (9.5 )  0 

  Febrile neutropenia 3 (4.8 )  0  0  3 (4.8 )  0 

  Neutropenia 2 (3.2 )  0  0  0  2 (3.2 ) 

  Bone marrow failure 1 (1.6 )  0  0  1 (1.6 )  0 

  Leukopenia 1 (1.6 )  0  0  0  1 (1.6 ) 

  Thrombocytopenia 1 (1.6 )  0  0  1 (1.6 )  0 

Cardiac disorders      

  -Total 2 (3.2 )  0  1 (1.6 )  1 (1.6 )  0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachycardia 2 (3.2 )  0  1 (1.6 )  1 (1.6 )  0 

  Sinus tachycardia 1 (1.6 )  1 (1.6 )  0  0  0 

Endocrine disorders      

  -Total 1 (1.6 )  0  1 (1.6 )  0  0 

  Adrenal insufficiency 1 (1.6 )  0  1 (1.6 )  0  0 

Gastrointestinal disorders      

  -Total 20 (31.7) 12 (19.0)  7 (11.1)  1 (1.6 )  0 

  Nausea 11 (17.5)  7 (11.1)  4 (6.3 )  0  0 

  Diarrhoea 5 (7.9 )  3 (4.8 )  2 (3.2 )  0  0 

  Constipation 4 (6.3 )  4 (6.3 )  0  0  0 

  Vomiting 2 (3.2 )  2 (3.2 )  0  0  0 

  Abdominal pain 1 (1.6 )  0  1 (1.6 )  0  0 

  Abdominal pain upper 1 (1.6 )  0  1 (1.6 )  0  0 

  Aphthous ulcer 1 (1.6 )  1 (1.6 )  0  0  0 

  Lip dry 1 (1.6 )  1 (1.6 )  0  0  0 

  Lip pain 1 (1.6 )  0  0  1 (1.6 )  0 

  Mouth ulceration 1 (1.6 )  1 (1.6 )  0  0  0 

  Stomatitis 1 (1.6 )  1 (1.6 )  0  0  0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Toothache 1 (1.6 )  0  1 (1.6 )  0  0 

General disorders and administration 
site conditions 

     

  -Total 11 (17.5)  7 (11.1)  2 (3.2 )  2 (3.2 )  0 

  Pyrexia 10 (15.9)  6 (9.5 )  2 (3.2 )  2 (3.2 )  0 

  Fatigue 1 (1.6 )  1 (1.6 )  0  0  0 

Hepatobiliary disorders      

  -Total 1 (1.6 )  0  0  0  1 (1.6 ) 

  Hepatotoxicity 1 (1.6 )  0  0  0  1 (1.6 ) 

Immune system disorders      

  -Total 1 (1.6 )  0  1 (1.6 )  0  0 

  Haemophagocytic 
lymphohistiocytosis 

1 (1.6 )  0  1 (1.6 )  0  0 

Infections and infestations      

  -Total 9 (14.3)  2 (3.2 )  2 (3.2 )  5 (7.9 )  0 

  Bacteraemia 2 (3.2 )  0  0  2 (3.2 )  0 

  Bacterial infection 1 (1.6 )  0  1 (1.6 )  0  0 

  Cytomegalovirus infection 1 (1.6 )  0  1 (1.6 )  0  0 

  Device related infection 1 (1.6 )  0  0  1 (1.6 )  0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Enterococcal bacteraemia 1 (1.6 )  0  0  1 (1.6 )  0 

  Paronychia 1 (1.6 )  1 (1.6 )  0  0  0 

  Parotitis 1 (1.6 )  0  0  1 (1.6 )  0 

  Rhinovirus infection 1 (1.6 )  1 (1.6 )  0  0  0 

  Staphylococcal bacteraemia 1 (1.6 )  0  0  1 (1.6 )  0 

  Streptococcal bacteraemia 1 (1.6 )  0  0  1 (1.6 )  0 

  Tooth abscess 1 (1.6 )  0  0  1 (1.6 )  0 

Injury, poisoning and procedural 
complications 

     

  -Total 2 (3.2 )  1 (1.6 )  0  1 (1.6 )  0 

  Allergic transfusion reaction 1 (1.6 )  0  0  1 (1.6 )  0 

  Gastrostomy tube site complication 1 (1.6 )  1 (1.6 )  0  0  0 

Investigations      

  -Total 18 (28.6)  0  4 (6.3 )  2 (3.2 ) 12 (19.0) 

  Neutrophil count decreased 10 (15.9)  0  0  1 (1.6 )  9 (14.3) 

  White blood cell count decreased 9 (14.3)  0  0  1 (1.6 )  8 (12.7) 

  Lymphocyte count decreased 3 (4.8 )  0  0  1 (1.6 )  2 (3.2 ) 

  Platelet count decreased 3 (4.8 )  0  1 (1.6 )  1 (1.6 )  1 (1.6 ) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspartate aminotransferase 
increased 

2 (3.2 )  1 (1.6 )  0  1 (1.6 )  0 

  Blood bilirubin increased 2 (3.2 )  1 (1.6 )  1 (1.6 )  0  0 

  Alanine aminotransferase increased 1 (1.6 )  0  1 (1.6 )  0  0 

  Blood alkaline phosphatase 
increased 

1 (1.6 )  1 (1.6 )  0  0  0 

  Blood chloride increased 1 (1.6 )  1 (1.6 )  0  0  0 

  Blood creatinine increased 1 (1.6 )  1 (1.6 )  0  0  0 

  Blood urea decreased 1 (1.6 )  1 (1.6 )  0  0  0 

  Gamma-glutamyltransferase 
increased 

1 (1.6 )  0  0  1 (1.6 )  0 

  Oxygen saturation decreased 1 (1.6 )  0  1 (1.6 )  0  0 

  Urine output decreased 1 (1.6 )  0  1 (1.6 )  0  0 

Metabolism and nutrition disorders      

  -Total 13 (20.6)  9 (14.3)  3 (4.8 )  1 (1.6 )  0 

  Hyperuricaemia 2 (3.2 )  2 (3.2 )  0  0  0 

  Hypokalaemia 2 (3.2 )  1 (1.6 )  0  1 (1.6 )  0 

  Hypomagnesaemia 2 (3.2 )  1 (1.6 )  1 (1.6 )  0  0 

  Decreased appetite 1 (1.6 )  1 (1.6 )  0  0  0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fluid overload 1 (1.6 )  1 (1.6 )  0  0  0 

  Fluid retention 1 (1.6 )  1 (1.6 )  0  0  0 

  Hyperkalaemia 1 (1.6 )  1 (1.6 )  0  0  0 

  Hypernatraemia 1 (1.6 )  1 (1.6 )  0  0  0 

  Hyperphosphataemia 1 (1.6 )  1 (1.6 )  0  0  0 

  Hypertriglyceridaemia 1 (1.6 )  0  1 (1.6 )  0  0 

  Hypoalbuminaemia 1 (1.6 )  0  1 (1.6 )  0  0 

  Hypophosphataemia 1 (1.6 )  1 (1.6 )  0  0  0 

  Tumour lysis syndrome 1 (1.6 )  1 (1.6 )  0  0  0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 3 (4.8 )  2 (3.2 )  1 (1.6 )  0  0 

  Back pain 1 (1.6 )  0  1 (1.6 )  0  0 

  Bone pain 1 (1.6 )  1 (1.6 )  0  0  0 

  Muscular weakness 1 (1.6 )  1 (1.6 )  0  0  0 

Nervous system disorders      

  -Total 3 (4.8 )  2 (3.2 )  1 (1.6 )  0  0 

  Headache 3 (4.8 )  2 (3.2 )  1 (1.6 )  0  0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Psychiatric disorders      

  -Total 1 (1.6 )  0  1 (1.6 )  0  0 

  Insomnia 1 (1.6 )  0  1 (1.6 )  0  0 

Renal and urinary disorders      

  -Total 5 (7.9 )  3 (4.8 )  1 (1.6 )  1 (1.6 )  0 

  Haematuria 5 (7.9 )  3 (4.8 )  1 (1.6 )  1 (1.6 )  0 

  Urinary retention 1 (1.6 )  1 (1.6 )  0  0  0 

Reproductive system and breast 
disorders 

     

  -Total 1 (1.6 )  1 (1.6 )  0  0  0 

  Vulvovaginal pruritus 1 (1.6 )  1 (1.6 )  0  0  0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 4 (6.3 )  2 (3.2 )  1 (1.6 )  1 (1.6 )  0 

  Hypoxia 2 (3.2 )  1 (1.6 )  1 (1.6 )  0  0 

  Tachypnoea 2 (3.2 )  1 (1.6 )  1 (1.6 )  0  0 

  Cough 1 (1.6 )  1 (1.6 )  0  0  0 

  Epistaxis 1 (1.6 )  0  0  1 (1.6 )  0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Skin and subcutaneous tissue 
disorders 

     

  -Total 3 (4.8 )  2 (3.2 )  1 (1.6 )  0  0 

  Ingrowing nail 1 (1.6 )  0  1 (1.6 )  0  0 

  Petechiae 1 (1.6 )  1 (1.6 )  0  0  0 

  Scab 1 (1.6 )  1 (1.6 )  0  0  0 

Vascular disorders      

  -Total 3 (4.8 )  2 (3.2 )  0  0  1 (1.6 ) 

  Hypotension 3 (4.8 )  2 (3.2 )  0  0  1 (1.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 145d 

Adverse events during lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC 

grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Europe 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

27 (64.3)  6 (14.3)  7 (16.7)  7 (16.7)  7 (16.7) 

Blood and lymphatic system disorders      

  -Total 4 (9.5 )  0  1 (2.4 )  2 (4.8 )  1 (2.4 ) 

  Anaemia 2 (4.8 )  0  1 (2.4 )  1 (2.4 )  0 

  Bone marrow failure 1 (2.4 )  0  0  1 (2.4 )  0 

  Febrile neutropenia 1 (2.4 )  0  0  1 (2.4 )  0 

  Leukopenia 1 (2.4 )  0  0  0  1 (2.4 ) 

  Neutropenia 1 (2.4 )  0  0  0  1 (2.4 ) 

Cardiac disorders      

  -Total 1 (2.4 )  0  0  1 (2.4 )  0 

  Tachycardia 1 (2.4 )  0  0  1 (2.4 )  0 
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Region: Europe 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

  -Total 11 (26.2)  6 (14.3)  4 (9.5 )  1 (2.4 )  0 

  Nausea 5 (11.9)  3 (7.1 )  2 (4.8 )  0  0 

  Constipation 2 (4.8 )  2 (4.8 )  0  0  0 

  Abdominal pain upper 1 (2.4 )  0  1 (2.4 )  0  0 

  Aphthous ulcer 1 (2.4 )  1 (2.4 )  0  0  0 

  Diarrhoea 1 (2.4 )  1 (2.4 )  0  0  0 

  Lip pain 1 (2.4 )  0  0  1 (2.4 )  0 

  Stomatitis 1 (2.4 )  1 (2.4 )  0  0  0 

  Toothache 1 (2.4 )  0  1 (2.4 )  0  0 

  Vomiting 1 (2.4 )  1 (2.4 )  0  0  0 

General disorders and administration 
site conditions 

     

  -Total 6 (14.3)  3 (7.1 )  2 (4.8 )  1 (2.4 )  0 

  Pyrexia 6 (14.3)  3 (7.1 )  2 (4.8 )  1 (2.4 )  0 

Infections and infestations      

  -Total 6 (14.3)  0  2 (4.8 )  4 (9.5 )  0 

  Bacteraemia 2 (4.8 )  0  0  2 (4.8 )  0 
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Region: Europe 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacterial infection 1 (2.4 )  0  1 (2.4 )  0  0 

  Cytomegalovirus infection 1 (2.4 )  0  1 (2.4 )  0  0 

  Enterococcal bacteraemia 1 (2.4 )  0  0  1 (2.4 )  0 

  Parotitis 1 (2.4 )  0  0  1 (2.4 )  0 

  Staphylococcal bacteraemia 1 (2.4 )  0  0  1 (2.4 )  0 

  Streptococcal bacteraemia 1 (2.4 )  0  0  1 (2.4 )  0 

  Tooth abscess 1 (2.4 )  0  0  1 (2.4 )  0 

Investigations      

  -Total 7 (16.7)  0  1 (2.4 )  0  6 (14.3) 

  White blood cell count decreased 6 (14.3)  0  0  0  6 (14.3) 

  Neutrophil count decreased 5 (11.9)  0  0  0  5 (11.9) 

  Platelet count decreased 2 (4.8 )  0  1 (2.4 )  1 (2.4 )  0 

Metabolism and nutrition disorders      

  -Total 4 (9.5 )  3 (7.1 )  0  1 (2.4 )  0 

  Fluid retention 1 (2.4 )  1 (2.4 )  0  0  0 

  Hypokalaemia 1 (2.4 )  0  0  1 (2.4 )  0 

  Hypophosphataemia 1 (2.4 )  1 (2.4 )  0  0  0 

  Tumour lysis syndrome 1 (2.4 )  1 (2.4 )  0  0  0 
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Region: Europe 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (2.4 )  1 (2.4 )  0  0  0 

  Bone pain 1 (2.4 )  1 (2.4 )  0  0  0 

Nervous system disorders      

  -Total 2 (4.8 )  2 (4.8 )  0  0  0 

  Headache 2 (4.8 )  2 (4.8 )  0  0  0 

Psychiatric disorders      

  -Total 1 (2.4 )  0  1 (2.4 )  0  0 

  Insomnia 1 (2.4 )  0  1 (2.4 )  0  0 

Renal and urinary disorders      

  -Total 1 (2.4 )  0  0  1 (2.4 )  0 

  Haematuria 1 (2.4 )  0  0  1 (2.4 )  0 

Reproductive system and breast 
disorders 

     

  -Total 1 (2.4 )  1 (2.4 )  0  0  0 

  Vulvovaginal pruritus 1 (2.4 )  1 (2.4 )  0  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 145d 

Adverse events during lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC 

grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

15 (83.3)  3 (16.7)  2 (11.1)  4 (22.2)  6 (33.3) 

Blood and lymphatic system disorders      

  -Total 6 (33.3)  0  1 (5.6 )  4 (22.2)  1 (5.6 ) 

  Anaemia 5 (27.8)  0  1 (5.6 )  4 (22.2)  0 

  Neutropenia 1 (5.6 )  0  0  0  1 (5.6 ) 

  Thrombocytopenia 1 (5.6 )  0  0  1 (5.6 )  0 

Cardiac disorders      

  -Total 1 (5.6 )  0  1 (5.6 )  0  0 

  Sinus tachycardia 1 (5.6 )  1 (5.6 )  0  0  0 

  Tachycardia 1 (5.6 )  0  1 (5.6 )  0  0 

Endocrine disorders      
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (5.6 )  0  1 (5.6 )  0  0 

  Adrenal insufficiency 1 (5.6 )  0  1 (5.6 )  0  0 

Gastrointestinal disorders      

  -Total 7 (38.9)  5 (27.8)  2 (11.1)  0  0 

  Nausea 5 (27.8)  4 (22.2)  1 (5.6 )  0  0 

  Diarrhoea 4 (22.2)  2 (11.1)  2 (11.1)  0  0 

  Abdominal pain 1 (5.6 )  0  1 (5.6 )  0  0 

  Constipation 1 (5.6 )  1 (5.6 )  0  0  0 

  Lip dry 1 (5.6 )  1 (5.6 )  0  0  0 

  Mouth ulceration 1 (5.6 )  1 (5.6 )  0  0  0 

  Vomiting 1 (5.6 )  1 (5.6 )  0  0  0 

General disorders and administration 
site conditions 

     

  -Total 4 (22.2)  4 (22.2)  0  0  0 

  Pyrexia 3 (16.7)  3 (16.7)  0  0  0 

  Fatigue 1 (5.6 )  1 (5.6 )  0  0  0 

Immune system disorders      

  -Total 1 (5.6 )  0  1 (5.6 )  0  0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 )  0  1 (5.6 )  0  0 

Infections and infestations      

  -Total 3 (16.7)  2 (11.1)  0  1 (5.6 )  0 

  Device related infection 1 (5.6 )  0  0  1 (5.6 )  0 

  Paronychia 1 (5.6 )  1 (5.6 )  0  0  0 

  Rhinovirus infection 1 (5.6 )  1 (5.6 )  0  0  0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (5.6 )  1 (5.6 )  0  0  0 

  Gastrostomy tube site complication 1 (5.6 )  1 (5.6 )  0  0  0 

Investigations      

  -Total 8 (44.4)  0  2 (11.1)  2 (11.1)  4 (22.2) 

  Lymphocyte count decreased 3 (16.7)  0  0  1 (5.6 )  2 (11.1) 

  Neutrophil count decreased 3 (16.7)  0  0  1 (5.6 )  2 (11.1) 

  Aspartate aminotransferase 
increased 

2 (11.1)  1 (5.6 )  0  1 (5.6 )  0 

  Blood bilirubin increased 2 (11.1)  1 (5.6 )  1 (5.6 )  0  0 

  White blood cell count decreased 2 (11.1)  0  0  1 (5.6 )  1 (5.6 ) 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alanine aminotransferase increased 1 (5.6 )  0  1 (5.6 )  0  0 

  Blood alkaline phosphatase 
increased 

1 (5.6 )  1 (5.6 )  0  0  0 

  Blood chloride increased 1 (5.6 )  1 (5.6 )  0  0  0 

  Blood creatinine increased 1 (5.6 )  1 (5.6 )  0  0  0 

  Blood urea decreased 1 (5.6 )  1 (5.6 )  0  0  0 

  Gamma-glutamyltransferase 
increased 

1 (5.6 )  0  0  1 (5.6 )  0 

  Oxygen saturation decreased 1 (5.6 )  0  1 (5.6 )  0  0 

Metabolism and nutrition disorders      

  -Total 7 (38.9)  4 (22.2)  3 (16.7)  0  0 

  Hypomagnesaemia 2 (11.1)  1 (5.6 )  1 (5.6 )  0  0 

  Decreased appetite 1 (5.6 )  1 (5.6 )  0  0  0 

  Fluid overload 1 (5.6 )  1 (5.6 )  0  0  0 

  Hyperkalaemia 1 (5.6 )  1 (5.6 )  0  0  0 

  Hypernatraemia 1 (5.6 )  1 (5.6 )  0  0  0 

  Hyperphosphataemia 1 (5.6 )  1 (5.6 )  0  0  0 

  Hypertriglyceridaemia 1 (5.6 )  0  1 (5.6 )  0  0 

  Hypoalbuminaemia 1 (5.6 )  0  1 (5.6 )  0  0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypokalaemia 1 (5.6 )  1 (5.6 )  0  0  0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (11.1)  1 (5.6 )  1 (5.6 )  0  0 

  Back pain 1 (5.6 )  0  1 (5.6 )  0  0 

  Muscular weakness 1 (5.6 )  1 (5.6 )  0  0  0 

Nervous system disorders      

  -Total 1 (5.6 )  0  1 (5.6 )  0  0 

  Headache 1 (5.6 )  0  1 (5.6 )  0  0 

Renal and urinary disorders      

  -Total 4 (22.2)  3 (16.7)  1 (5.6 )  0  0 

  Haematuria 4 (22.2)  3 (16.7)  1 (5.6 )  0  0 

  Urinary retention 1 (5.6 )  1 (5.6 )  0  0  0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 3 (16.7)  2 (11.1)  0  1 (5.6 )  0 

  Tachypnoea 2 (11.1)  1 (5.6 )  1 (5.6 )  0  0 

  Cough 1 (5.6 )  1 (5.6 )  0  0  0 

  Epistaxis 1 (5.6 )  0  0  1 (5.6 )  0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoxia 1 (5.6 )  1 (5.6 )  0  0  0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 3 (16.7)  2 (11.1)  1 (5.6 )  0  0 

  Ingrowing nail 1 (5.6 )  0  1 (5.6 )  0  0 

  Petechiae 1 (5.6 )  1 (5.6 )  0  0  0 

  Scab 1 (5.6 )  1 (5.6 )  0  0  0 

Vascular disorders      

  -Total 3 (16.7)  2 (11.1)  0  0  1 (5.6 ) 

  Hypotension 3 (16.7)  2 (11.1)  0  0  1 (5.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 145d 

Adverse events during lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC 

grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100)  0  0  1 (33.3)  2 (66.7) 

Blood and lymphatic system disorders      

  -Total 3 (100)  0  0  3 (100)  0 

  Febrile neutropenia 2 (66.7)  0  0  2 (66.7)  0 

  Anaemia 1 (33.3)  0  0  1 (33.3)  0 

Gastrointestinal disorders      

  -Total 2 (66.7)  1 (33.3)  1 (33.3)  0  0 

  Constipation 1 (33.3)  1 (33.3)  0  0  0 

  Nausea 1 (33.3)  0  1 (33.3)  0  0 

General disorders and administration 
site conditions 
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Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (33.3)  0  0  1 (33.3)  0 

  Pyrexia 1 (33.3)  0  0  1 (33.3)  0 

Hepatobiliary disorders      

  -Total 1 (33.3)  0  0  0  1 (33.3) 

  Hepatotoxicity 1 (33.3)  0  0  0  1 (33.3) 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (33.3)  0  0  1 (33.3)  0 

  Allergic transfusion reaction 1 (33.3)  0  0  1 (33.3)  0 

Investigations      

  -Total 3 (100)  0  1 (33.3)  0  2 (66.7) 

  Neutrophil count decreased 2 (66.7)  0  0  0  2 (66.7) 

  Platelet count decreased 1 (33.3)  0  0  0  1 (33.3) 

  Urine output decreased 1 (33.3)  0  1 (33.3)  0  0 

  White blood cell count decreased 1 (33.3)  0  0  0  1 (33.3) 

Metabolism and nutrition disorders      

  -Total 2 (66.7)  2 (66.7)  0  0  0 

  Hyperuricaemia 2 (66.7)  2 (66.7)  0  0  0 
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Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 1 (33.3)  0  1 (33.3)  0  0 

  Hypoxia 1 (33.3)  0  1 (33.3)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 145e 

Adverse events during lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC 

grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: Yes 

 
All patients 

N=39 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

25 (64.1)  4 (10.3)  7 (17.9)  4 (10.3) 10 (25.6) 

Blood and lymphatic system disorders      

  -Total 6 (15.4)  0  1 (2.6 )  4 (10.3)  1 (2.6 ) 

  Anaemia 4 (10.3)  0  1 (2.6 )  3 (7.7 )  0 

  Febrile neutropenia 2 (5.1 )  0  0  2 (5.1 )  0 

  Leukopenia 1 (2.6 )  0  0  0  1 (2.6 ) 

  Neutropenia 1 (2.6 )  0  0  0  1 (2.6 ) 

Gastrointestinal disorders      

  -Total 12 (30.8)  8 (20.5)  4 (10.3)  0  0 

  Nausea 5 (12.8)  4 (10.3)  1 (2.6 )  0  0 

  Constipation 3 (7.7 )  3 (7.7 )  0  0  0 
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Prior SCT therapy: Yes 

 
All patients 

N=39 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Diarrhoea 3 (7.7 )  2 (5.1 )  1 (2.6 )  0  0 

  Abdominal pain 1 (2.6 )  0  1 (2.6 )  0  0 

  Abdominal pain upper 1 (2.6 )  0  1 (2.6 )  0  0 

  Aphthous ulcer 1 (2.6 )  1 (2.6 )  0  0  0 

  Lip dry 1 (2.6 )  1 (2.6 )  0  0  0 

  Mouth ulceration 1 (2.6 )  1 (2.6 )  0  0  0 

  Toothache 1 (2.6 )  0  1 (2.6 )  0  0 

  Vomiting 1 (2.6 )  1 (2.6 )  0  0  0 

General disorders and administration 
site conditions 

     

  -Total 2 (5.1 )  0  1 (2.6 )  1 (2.6 )  0 

  Pyrexia 2 (5.1 )  0  1 (2.6 )  1 (2.6 )  0 

Immune system disorders      

  -Total 1 (2.6 )  0  1 (2.6 )  0  0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.6 )  0  1 (2.6 )  0  0 

Infections and infestations      

  -Total 4 (10.3)  1 (2.6 )  2 (5.1 )  1 (2.6 )  0 

  Bacterial infection 1 (2.6 )  0  1 (2.6 )  0  0 
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Prior SCT therapy: Yes 

 
All patients 

N=39 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cytomegalovirus infection 1 (2.6 )  0  1 (2.6 )  0  0 

  Paronychia 1 (2.6 )  1 (2.6 )  0  0  0 

  Tooth abscess 1 (2.6 )  0  0  1 (2.6 )  0 

Investigations      

  -Total 11 (28.2)  0  2 (5.1 )  1 (2.6 )  8 (20.5) 

  Neutrophil count decreased 7 (17.9)  0  0  1 (2.6 )  6 (15.4) 

  White blood cell count decreased 6 (15.4)  0  0  0  6 (15.4) 

  Platelet count decreased 2 (5.1 )  0  1 (2.6 )  1 (2.6 )  0 

  Aspartate aminotransferase 
increased 

1 (2.6 )  1 (2.6 )  0  0  0 

  Blood bilirubin increased 1 (2.6 )  1 (2.6 )  0  0  0 

  Blood urea decreased 1 (2.6 )  1 (2.6 )  0  0  0 

  Lymphocyte count decreased 1 (2.6 )  0  0  0  1 (2.6 ) 

  Oxygen saturation decreased 1 (2.6 )  0  1 (2.6 )  0  0 

Metabolism and nutrition disorders      

  -Total 5 (12.8)  3 (7.7 )  1 (2.6 )  1 (2.6 )  0 

  Hypokalaemia 2 (5.1 )  1 (2.6 )  0  1 (2.6 )  0 

  Fluid overload 1 (2.6 )  1 (2.6 )  0  0  0 
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Prior SCT therapy: Yes 

 
All patients 

N=39 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperphosphataemia 1 (2.6 )  1 (2.6 )  0  0  0 

  Hypertriglyceridaemia 1 (2.6 )  0  1 (2.6 )  0  0 

  Tumour lysis syndrome 1 (2.6 )  1 (2.6 )  0  0  0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (5.1 )  2 (5.1 )  0  0  0 

  Bone pain 1 (2.6 )  1 (2.6 )  0  0  0 

  Muscular weakness 1 (2.6 )  1 (2.6 )  0  0  0 

Nervous system disorders      

  -Total 1 (2.6 )  1 (2.6 )  0  0  0 

  Headache 1 (2.6 )  1 (2.6 )  0  0  0 

Psychiatric disorders      

  -Total 1 (2.6 )  0  1 (2.6 )  0  0 

  Insomnia 1 (2.6 )  0  1 (2.6 )  0  0 

Renal and urinary disorders      

  -Total 4 (10.3)  3 (7.7 )  0  1 (2.6 )  0 

  Haematuria 4 (10.3)  3 (7.7 )  0  1 (2.6 )  0 

  Urinary retention 1 (2.6 )  1 (2.6 )  0  0  0 
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Prior SCT therapy: Yes 

 
All patients 

N=39 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Reproductive system and breast 
disorders 

     

  -Total 1 (2.6 )  1 (2.6 )  0  0  0 

  Vulvovaginal pruritus 1 (2.6 )  1 (2.6 )  0  0  0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 1 (2.6 )  1 (2.6 )  0  0  0 

  Tachypnoea 1 (2.6 )  1 (2.6 )  0  0  0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (2.6 )  0  1 (2.6 )  0  0 

  Ingrowing nail 1 (2.6 )  0  1 (2.6 )  0  0 

Vascular disorders      

  -Total 2 (5.1 )  1 (2.6 )  0  0  1 (2.6 ) 

  Hypotension 2 (5.1 )  1 (2.6 )  0  0  1 (2.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 
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- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 145e 

Adverse events during lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC 

grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

20 (83.3)  5 (20.8)  2 (8.3 )  8 (33.3)  5 (20.8) 

Blood and lymphatic system disorders      

  -Total 7 (29.2)  0  1 (4.2 )  5 (20.8)  1 (4.2 ) 

  Anaemia 4 (16.7)  0  1 (4.2 )  3 (12.5)  0 

  Bone marrow failure 1 (4.2 )  0  0  1 (4.2 )  0 

  Febrile neutropenia 1 (4.2 )  0  0  1 (4.2 )  0 

  Neutropenia 1 (4.2 )  0  0  0  1 (4.2 ) 

  Thrombocytopenia 1 (4.2 )  0  0  1 (4.2 )  0 

Cardiac disorders      

  -Total 2 (8.3 )  0  1 (4.2 )  1 (4.2 )  0 

  Tachycardia 2 (8.3 )  0  1 (4.2 )  1 (4.2 )  0 
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Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus tachycardia 1 (4.2 )  1 (4.2 )  0  0  0 

Endocrine disorders      

  -Total 1 (4.2 )  0  1 (4.2 )  0  0 

  Adrenal insufficiency 1 (4.2 )  0  1 (4.2 )  0  0 

Gastrointestinal disorders      

  -Total 8 (33.3)  4 (16.7)  3 (12.5)  1 (4.2 )  0 

  Nausea 6 (25.0)  3 (12.5)  3 (12.5)  0  0 

  Diarrhoea 2 (8.3 )  1 (4.2 )  1 (4.2 )  0  0 

  Constipation 1 (4.2 )  1 (4.2 )  0  0  0 

  Lip pain 1 (4.2 )  0  0  1 (4.2 )  0 

  Stomatitis 1 (4.2 )  1 (4.2 )  0  0  0 

  Vomiting 1 (4.2 )  1 (4.2 )  0  0  0 

General disorders and administration 
site conditions 

     

  -Total 9 (37.5)  7 (29.2)  1 (4.2 )  1 (4.2 )  0 

  Pyrexia 8 (33.3)  6 (25.0)  1 (4.2 )  1 (4.2 )  0 

  Fatigue 1 (4.2 )  1 (4.2 )  0  0  0 

Hepatobiliary disorders      
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Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (4.2 )  0  0  0  1 (4.2 ) 

  Hepatotoxicity 1 (4.2 )  0  0  0  1 (4.2 ) 

Infections and infestations      

  -Total 5 (20.8)  1 (4.2 )  0  4 (16.7)  0 

  Bacteraemia 2 (8.3 )  0  0  2 (8.3 )  0 

  Device related infection 1 (4.2 )  0  0  1 (4.2 )  0 

  Enterococcal bacteraemia 1 (4.2 )  0  0  1 (4.2 )  0 

  Parotitis 1 (4.2 )  0  0  1 (4.2 )  0 

  Rhinovirus infection 1 (4.2 )  1 (4.2 )  0  0  0 

  Staphylococcal bacteraemia 1 (4.2 )  0  0  1 (4.2 )  0 

  Streptococcal bacteraemia 1 (4.2 )  0  0  1 (4.2 )  0 

Injury, poisoning and procedural 
complications 

     

  -Total 2 (8.3 )  1 (4.2 )  0  1 (4.2 )  0 

  Allergic transfusion reaction 1 (4.2 )  0  0  1 (4.2 )  0 

  Gastrostomy tube site complication 1 (4.2 )  1 (4.2 )  0  0  0 

Investigations      

  -Total 7 (29.2)  0  2 (8.3 )  1 (4.2 )  4 (16.7) 
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Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 3 (12.5)  0  0  0  3 (12.5) 

  White blood cell count decreased 3 (12.5)  0  0  1 (4.2 )  2 (8.3 ) 

  Lymphocyte count decreased 2 (8.3 )  0  0  1 (4.2 )  1 (4.2 ) 

  Alanine aminotransferase increased 1 (4.2 )  0  1 (4.2 )  0  0 

  Aspartate aminotransferase 
increased 

1 (4.2 )  0  0  1 (4.2 )  0 

  Blood alkaline phosphatase 
increased 

1 (4.2 )  1 (4.2 )  0  0  0 

  Blood bilirubin increased 1 (4.2 )  0  1 (4.2 )  0  0 

  Blood chloride increased 1 (4.2 )  1 (4.2 )  0  0  0 

  Blood creatinine increased 1 (4.2 )  1 (4.2 )  0  0  0 

  Gamma-glutamyltransferase 
increased 

1 (4.2 )  0  0  1 (4.2 )  0 

  Platelet count decreased 1 (4.2 )  0  0  0  1 (4.2 ) 

  Urine output decreased 1 (4.2 )  0  1 (4.2 )  0  0 

Metabolism and nutrition disorders      

  -Total 8 (33.3)  6 (25.0)  2 (8.3 )  0  0 

  Hyperuricaemia 2 (8.3 )  2 (8.3 )  0  0  0 

  Hypomagnesaemia 2 (8.3 )  1 (4.2 )  1 (4.2 )  0  0 
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Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Decreased appetite 1 (4.2 )  1 (4.2 )  0  0  0 

  Fluid retention 1 (4.2 )  1 (4.2 )  0  0  0 

  Hyperkalaemia 1 (4.2 )  1 (4.2 )  0  0  0 

  Hypernatraemia 1 (4.2 )  1 (4.2 )  0  0  0 

  Hypoalbuminaemia 1 (4.2 )  0  1 (4.2 )  0  0 

  Hypophosphataemia 1 (4.2 )  1 (4.2 )  0  0  0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (4.2 )  0  1 (4.2 )  0  0 

  Back pain 1 (4.2 )  0  1 (4.2 )  0  0 

Nervous system disorders      

  -Total 2 (8.3 )  1 (4.2 )  1 (4.2 )  0  0 

  Headache 2 (8.3 )  1 (4.2 )  1 (4.2 )  0  0 

Renal and urinary disorders      

  -Total 1 (4.2 )  0  1 (4.2 )  0  0 

  Haematuria 1 (4.2 )  0  1 (4.2 )  0  0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 3 (12.5)  1 (4.2 )  1 (4.2 )  1 (4.2 )  0 
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Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoxia 2 (8.3 )  1 (4.2 )  1 (4.2 )  0  0 

  Cough 1 (4.2 )  1 (4.2 )  0  0  0 

  Epistaxis 1 (4.2 )  0  0  1 (4.2 )  0 

  Tachypnoea 1 (4.2 )  0  1 (4.2 )  0  0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 2 (8.3 )  2 (8.3 )  0  0  0 

  Petechiae 1 (4.2 )  1 (4.2 )  0  0  0 

  Scab 1 (4.2 )  1 (4.2 )  0  0  0 

Vascular disorders      

  -Total 1 (4.2 )  1 (4.2 )  0  0  0 

  Hypotension 1 (4.2 )  1 (4.2 )  0  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 
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grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 145f 

Adverse events during lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC 

grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

15 (68.2)  3 (13.6)  2 (9.1 )  3 (13.6)  7 (31.8) 

Blood and lymphatic system disorders      

  -Total 4 (18.2)  0  1 (4.5 )  3 (13.6)  0 

  Anaemia 3 (13.6)  0  1 (4.5 )  2 (9.1 )  0 

  Febrile neutropenia 2 (9.1 )  0  0  2 (9.1 )  0 

Cardiac disorders      

  -Total 1 (4.5 )  0  0  1 (4.5 )  0 

  Tachycardia 1 (4.5 )  0  0  1 (4.5 )  0 

Gastrointestinal disorders      

  -Total 6 (27.3)  4 (18.2)  1 (4.5 )  1 (4.5 )  0 

  Abdominal pain upper 1 (4.5 )  0  1 (4.5 )  0  0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aphthous ulcer 1 (4.5 )  1 (4.5 )  0  0  0 

  Constipation 1 (4.5 )  1 (4.5 )  0  0  0 

  Diarrhoea 1 (4.5 )  1 (4.5 )  0  0  0 

  Lip pain 1 (4.5 )  0  0  1 (4.5 )  0 

  Nausea 1 (4.5 )  1 (4.5 )  0  0  0 

  Stomatitis 1 (4.5 )  1 (4.5 )  0  0  0 

General disorders and administration 
site conditions 

     

  -Total 2 (9.1 )  1 (4.5 )  1 (4.5 )  0  0 

  Pyrexia 2 (9.1 )  1 (4.5 )  1 (4.5 )  0  0 

Infections and infestations      

  -Total 3 (13.6)  1 (4.5 )  0  2 (9.1 )  0 

  Bacteraemia 1 (4.5 )  0  0  1 (4.5 )  0 

  Enterococcal bacteraemia 1 (4.5 )  0  0  1 (4.5 )  0 

  Rhinovirus infection 1 (4.5 )  1 (4.5 )  0  0  0 

  Staphylococcal bacteraemia 1 (4.5 )  0  0  1 (4.5 )  0 

  Streptococcal bacteraemia 1 (4.5 )  0  0  1 (4.5 )  0 

  Tooth abscess 1 (4.5 )  0  0  1 (4.5 )  0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations      

  -Total 7 (31.8)  0  0  0  7 (31.8) 

  Neutrophil count decreased 6 (27.3)  0  0  0  6 (27.3) 

  White blood cell count decreased 5 (22.7)  0  0  0  5 (22.7) 

  Aspartate aminotransferase 
increased 

1 (4.5 )  1 (4.5 )  0  0  0 

  Blood bilirubin increased 1 (4.5 )  1 (4.5 )  0  0  0 

  Lymphocyte count decreased 1 (4.5 )  0  0  0  1 (4.5 ) 

  Platelet count decreased 1 (4.5 )  0  0  1 (4.5 )  0 

Metabolism and nutrition disorders      

  -Total 4 (18.2)  3 (13.6)  1 (4.5 )  0  0 

  Decreased appetite 1 (4.5 )  1 (4.5 )  0  0  0 

  Hyperphosphataemia 1 (4.5 )  1 (4.5 )  0  0  0 

  Hypertriglyceridaemia 1 (4.5 )  0  1 (4.5 )  0  0 

  Hypophosphataemia 1 (4.5 )  1 (4.5 )  0  0  0 

  Tumour lysis syndrome 1 (4.5 )  1 (4.5 )  0  0  0 

Nervous system disorders      

  -Total 1 (4.5 )  1 (4.5 )  0  0  0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Headache 1 (4.5 )  1 (4.5 )  0  0  0 

Psychiatric disorders      

  -Total 1 (4.5 )  0  1 (4.5 )  0  0 

  Insomnia 1 (4.5 )  0  1 (4.5 )  0  0 

Reproductive system and breast 
disorders 

     

  -Total 1 (4.5 )  1 (4.5 )  0  0  0 

  Vulvovaginal pruritus 1 (4.5 )  1 (4.5 )  0  0  0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 1 (4.5 )  1 (4.5 )  0  0  0 

  Cough 1 (4.5 )  1 (4.5 )  0  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 145f 

Adverse events during lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC 

grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

29 (76.3)  6 (15.8)  6 (15.8)  9 (23.7)  8 (21.1) 

Blood and lymphatic system disorders      

  -Total 9 (23.7)  0  1 (2.6 )  6 (15.8)  2 (5.3 ) 

  Anaemia 5 (13.2)  0  1 (2.6 )  4 (10.5)  0 

  Neutropenia 2 (5.3 )  0  0  0  2 (5.3 ) 

  Bone marrow failure 1 (2.6 )  0  0  1 (2.6 )  0 

  Febrile neutropenia 1 (2.6 )  0  0  1 (2.6 )  0 

  Leukopenia 1 (2.6 )  0  0  0  1 (2.6 ) 

  Thrombocytopenia 1 (2.6 )  0  0  1 (2.6 )  0 

Cardiac disorders      

  -Total 1 (2.6 )  0  1 (2.6 )  0  0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus tachycardia 1 (2.6 )  1 (2.6 )  0  0  0 

  Tachycardia 1 (2.6 )  0  1 (2.6 )  0  0 

Endocrine disorders      

  -Total 1 (2.6 )  0  1 (2.6 )  0  0 

  Adrenal insufficiency 1 (2.6 )  0  1 (2.6 )  0  0 

Gastrointestinal disorders      

  -Total 13 (34.2)  8 (21.1)  5 (13.2)  0  0 

  Nausea 9 (23.7)  6 (15.8)  3 (7.9 )  0  0 

  Diarrhoea 4 (10.5)  2 (5.3 )  2 (5.3 )  0  0 

  Constipation 3 (7.9 )  3 (7.9 )  0  0  0 

  Vomiting 2 (5.3 )  2 (5.3 )  0  0  0 

  Abdominal pain 1 (2.6 )  0  1 (2.6 )  0  0 

  Lip dry 1 (2.6 )  1 (2.6 )  0  0  0 

  Mouth ulceration 1 (2.6 )  1 (2.6 )  0  0  0 

  Toothache 1 (2.6 )  0  1 (2.6 )  0  0 

General disorders and administration 
site conditions 

     

  -Total 8 (21.1)  6 (15.8)  0  2 (5.3 )  0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 7 (18.4)  5 (13.2)  0  2 (5.3 )  0 

  Fatigue 1 (2.6 )  1 (2.6 )  0  0  0 

Hepatobiliary disorders      

  -Total 1 (2.6 )  0  0  0  1 (2.6 ) 

  Hepatotoxicity 1 (2.6 )  0  0  0  1 (2.6 ) 

Immune system disorders      

  -Total 1 (2.6 )  0  1 (2.6 )  0  0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.6 )  0  1 (2.6 )  0  0 

Infections and infestations      

  -Total 6 (15.8)  1 (2.6 )  2 (5.3 )  3 (7.9 )  0 

  Bacteraemia 1 (2.6 )  0  0  1 (2.6 )  0 

  Bacterial infection 1 (2.6 )  0  1 (2.6 )  0  0 

  Cytomegalovirus infection 1 (2.6 )  0  1 (2.6 )  0  0 

  Device related infection 1 (2.6 )  0  0  1 (2.6 )  0 

  Paronychia 1 (2.6 )  1 (2.6 )  0  0  0 

  Parotitis 1 (2.6 )  0  0  1 (2.6 )  0 

Injury, poisoning and procedural 
complications 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (5.3 )  1 (2.6 )  0  1 (2.6 )  0 

  Allergic transfusion reaction 1 (2.6 )  0  0  1 (2.6 )  0 

  Gastrostomy tube site complication 1 (2.6 )  1 (2.6 )  0  0  0 

Investigations      

  -Total 11 (28.9)  0  4 (10.5)  2 (5.3 )  5 (13.2) 

  Neutrophil count decreased 4 (10.5)  0  0  1 (2.6 )  3 (7.9 ) 

  White blood cell count decreased 4 (10.5)  0  0  1 (2.6 )  3 (7.9 ) 

  Lymphocyte count decreased 2 (5.3 )  0  0  1 (2.6 )  1 (2.6 ) 

  Platelet count decreased 2 (5.3 )  0  1 (2.6 )  0  1 (2.6 ) 

  Alanine aminotransferase increased 1 (2.6 )  0  1 (2.6 )  0  0 

  Aspartate aminotransferase 
increased 

1 (2.6 )  0  0  1 (2.6 )  0 

  Blood alkaline phosphatase 
increased 

1 (2.6 )  1 (2.6 )  0  0  0 

  Blood bilirubin increased 1 (2.6 )  0  1 (2.6 )  0  0 

  Blood chloride increased 1 (2.6 )  1 (2.6 )  0  0  0 

  Blood creatinine increased 1 (2.6 )  1 (2.6 )  0  0  0 

  Blood urea decreased 1 (2.6 )  1 (2.6 )  0  0  0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gamma-glutamyltransferase 
increased 

1 (2.6 )  0  0  1 (2.6 )  0 

  Oxygen saturation decreased 1 (2.6 )  0  1 (2.6 )  0  0 

  Urine output decreased 1 (2.6 )  0  1 (2.6 )  0  0 

Metabolism and nutrition disorders      

  -Total 9 (23.7)  6 (15.8)  2 (5.3 )  1 (2.6 )  0 

  Hyperuricaemia 2 (5.3 )  2 (5.3 )  0  0  0 

  Hypokalaemia 2 (5.3 )  1 (2.6 )  0  1 (2.6 )  0 

  Hypomagnesaemia 2 (5.3 )  1 (2.6 )  1 (2.6 )  0  0 

  Fluid overload 1 (2.6 )  1 (2.6 )  0  0  0 

  Fluid retention 1 (2.6 )  1 (2.6 )  0  0  0 

  Hyperkalaemia 1 (2.6 )  1 (2.6 )  0  0  0 

  Hypernatraemia 1 (2.6 )  1 (2.6 )  0  0  0 

  Hypoalbuminaemia 1 (2.6 )  0  1 (2.6 )  0  0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 3 (7.9 )  2 (5.3 )  1 (2.6 )  0  0 

  Back pain 1 (2.6 )  0  1 (2.6 )  0  0 

  Bone pain 1 (2.6 )  1 (2.6 )  0  0  0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Muscular weakness 1 (2.6 )  1 (2.6 )  0  0  0 

Nervous system disorders      

  -Total 2 (5.3 )  1 (2.6 )  1 (2.6 )  0  0 

  Headache 2 (5.3 )  1 (2.6 )  1 (2.6 )  0  0 

Renal and urinary disorders      

  -Total 5 (13.2)  3 (7.9 )  1 (2.6 )  1 (2.6 )  0 

  Haematuria 5 (13.2)  3 (7.9 )  1 (2.6 )  1 (2.6 )  0 

  Urinary retention 1 (2.6 )  1 (2.6 )  0  0  0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 3 (7.9 )  1 (2.6 )  1 (2.6 )  1 (2.6 )  0 

  Hypoxia 2 (5.3 )  1 (2.6 )  1 (2.6 )  0  0 

  Tachypnoea 2 (5.3 )  1 (2.6 )  1 (2.6 )  0  0 

  Epistaxis 1 (2.6 )  0  0  1 (2.6 )  0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 3 (7.9 )  2 (5.3 )  1 (2.6 )  0  0 

  Ingrowing nail 1 (2.6 )  0  1 (2.6 )  0  0 

  Petechiae 1 (2.6 )  1 (2.6 )  0  0  0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Scab 1 (2.6 )  1 (2.6 )  0  0  0 

Vascular disorders      

  -Total 3 (7.9 )  2 (5.3 )  0  0  1 (2.6 ) 

  Hypotension 3 (7.9 )  2 (5.3 )  0  0  1 (2.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 145f 

Adverse events during lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC 

grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (33.3)  0  1 (33.3)  0  0 

Gastrointestinal disorders      

  -Total 1 (33.3)  0  1 (33.3)  0  0 

  Nausea 1 (33.3)  0  1 (33.3)  0  0 

General disorders and administration 
site conditions 

     

  -Total 1 (33.3)  0  1 (33.3)  0  0 

  Pyrexia 1 (33.3)  0  1 (33.3)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 145g 

Adverse events during lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC 

grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 0 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100)  0  1 (33.3)  1 (33.3)  1 (33.3) 

Blood and lymphatic system disorders      

  -Total 1 (33.3)  0  0  0  1 (33.3) 

  Neutropenia 1 (33.3)  0  0  0  1 (33.3) 

  Thrombocytopenia 1 (33.3)  0  0  1 (33.3)  0 

Endocrine disorders      

  -Total 1 (33.3)  0  1 (33.3)  0  0 

  Adrenal insufficiency 1 (33.3)  0  1 (33.3)  0  0 

Gastrointestinal disorders      

  -Total 2 (66.7)  0  2 (66.7)  0  0 

  Nausea 2 (66.7)  0  2 (66.7)  0  0 
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Number of previous relapses: 0 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Diarrhoea 1 (33.3)  0  1 (33.3)  0  0 

General disorders and administration 
site conditions 

     

  -Total 2 (66.7)  1 (33.3)  0  1 (33.3)  0 

  Pyrexia 2 (66.7)  1 (33.3)  0  1 (33.3)  0 

Infections and infestations      

  -Total 1 (33.3)  0  1 (33.3)  0  0 

  Cytomegalovirus infection 1 (33.3)  0  1 (33.3)  0  0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (33.3)  1 (33.3)  0  0  0 

  Gastrostomy tube site complication 1 (33.3)  1 (33.3)  0  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 



  

  

1306 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 145g 

Adverse events during lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC 

grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 1 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

19 (67.9)  6 (21.4)  4 (14.3)  6 (21.4)  3 (10.7) 

Blood and lymphatic system disorders      

  -Total 4 (14.3)  0  1 (3.6 )  3 (10.7)  0 

  Anaemia 4 (14.3)  0  1 (3.6 )  3 (10.7)  0 

  Febrile neutropenia 1 (3.6 )  0  0  1 (3.6 )  0 

Cardiac disorders      

  -Total 1 (3.6 )  0  1 (3.6 )  0  0 

  Sinus tachycardia 1 (3.6 )  1 (3.6 )  0  0  0 

  Tachycardia 1 (3.6 )  0  1 (3.6 )  0  0 

Gastrointestinal disorders      

  -Total 7 (25.0)  6 (21.4)  1 (3.6 )  0  0 
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Number of previous relapses: 1 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nausea 3 (10.7)  3 (10.7)  0  0  0 

  Diarrhoea 2 (7.1 )  2 (7.1 )  0  0  0 

  Aphthous ulcer 1 (3.6 )  1 (3.6 )  0  0  0 

  Toothache 1 (3.6 )  0  1 (3.6 )  0  0 

General disorders and administration 
site conditions 

     

  -Total 5 (17.9)  5 (17.9)  0  0  0 

  Pyrexia 4 (14.3)  4 (14.3)  0  0  0 

  Fatigue 1 (3.6 )  1 (3.6 )  0  0  0 

Infections and infestations      

  -Total 5 (17.9)  2 (7.1 )  1 (3.6 )  2 (7.1 )  0 

  Bacteraemia 1 (3.6 )  0  0  1 (3.6 )  0 

  Bacterial infection 1 (3.6 )  0  1 (3.6 )  0  0 

  Paronychia 1 (3.6 )  1 (3.6 )  0  0  0 

  Parotitis 1 (3.6 )  0  0  1 (3.6 )  0 

  Rhinovirus infection 1 (3.6 )  1 (3.6 )  0  0  0 

Investigations      

  -Total 5 (17.9)  0  1 (3.6 )  1 (3.6 )  3 (10.7) 
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Number of previous relapses: 1 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphocyte count decreased 2 (7.1 )  0  0  1 (3.6 )  1 (3.6 ) 

  Neutrophil count decreased 2 (7.1 )  0  0  0  2 (7.1 ) 

  White blood cell count decreased 2 (7.1 )  0  0  1 (3.6 )  1 (3.6 ) 

  Alanine aminotransferase increased 1 (3.6 )  0  1 (3.6 )  0  0 

  Aspartate aminotransferase 
increased 

1 (3.6 )  0  0  1 (3.6 )  0 

  Blood alkaline phosphatase 
increased 

1 (3.6 )  1 (3.6 )  0  0  0 

  Blood creatinine increased 1 (3.6 )  1 (3.6 )  0  0  0 

  Blood urea decreased 1 (3.6 )  1 (3.6 )  0  0  0 

  Gamma-glutamyltransferase 
increased 

1 (3.6 )  0  0  1 (3.6 )  0 

  Oxygen saturation decreased 1 (3.6 )  0  1 (3.6 )  0  0 

  Platelet count decreased 1 (3.6 )  0  0  1 (3.6 )  0 

Metabolism and nutrition disorders      

  -Total 6 (21.4)  4 (14.3)  1 (3.6 )  1 (3.6 )  0 

  Hypokalaemia 2 (7.1 )  1 (3.6 )  0  1 (3.6 )  0 

  Decreased appetite 1 (3.6 )  1 (3.6 )  0  0  0 

  Fluid retention 1 (3.6 )  1 (3.6 )  0  0  0 
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Number of previous relapses: 1 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypernatraemia 1 (3.6 )  1 (3.6 )  0  0  0 

  Hypoalbuminaemia 1 (3.6 )  0  1 (3.6 )  0  0 

  Hypomagnesaemia 1 (3.6 )  1 (3.6 )  0  0  0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (7.1 )  1 (3.6 )  1 (3.6 )  0  0 

  Back pain 1 (3.6 )  0  1 (3.6 )  0  0 

  Bone pain 1 (3.6 )  1 (3.6 )  0  0  0 

Nervous system disorders      

  -Total 2 (7.1 )  2 (7.1 )  0  0  0 

  Headache 2 (7.1 )  2 (7.1 )  0  0  0 

Psychiatric disorders      

  -Total 1 (3.6 )  0  1 (3.6 )  0  0 

  Insomnia 1 (3.6 )  0  1 (3.6 )  0  0 

Renal and urinary disorders      

  -Total 4 (14.3)  2 (7.1 )  1 (3.6 )  1 (3.6 )  0 

  Haematuria 4 (14.3)  2 (7.1 )  1 (3.6 )  1 (3.6 )  0 

Reproductive system and breast 
disorders 
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Number of previous relapses: 1 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (3.6 )  1 (3.6 )  0  0  0 

  Vulvovaginal pruritus 1 (3.6 )  1 (3.6 )  0  0  0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 3 (10.7)  2 (7.1 )  0  1 (3.6 )  0 

  Tachypnoea 2 (7.1 )  1 (3.6 )  1 (3.6 )  0  0 

  Cough 1 (3.6 )  1 (3.6 )  0  0  0 

  Epistaxis 1 (3.6 )  0  0  1 (3.6 )  0 

  Hypoxia 1 (3.6 )  1 (3.6 )  0  0  0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 2 (7.1 )  1 (3.6 )  1 (3.6 )  0  0 

  Ingrowing nail 1 (3.6 )  0  1 (3.6 )  0  0 

  Petechiae 1 (3.6 )  1 (3.6 )  0  0  0 

Vascular disorders      

  -Total 1 (3.6 )  1 (3.6 )  0  0  0 

  Hypotension 1 (3.6 )  1 (3.6 )  0  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 145g 

Adverse events during lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC 

grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

12 (60.0)  3 (15.0)  0  4 (20.0)  5 (25.0) 

Blood and lymphatic system disorders      

  -Total 6 (30.0)  0  0  6 (30.0)  0 

  Anaemia 3 (15.0)  0  0  3 (15.0)  0 

  Febrile neutropenia 2 (10.0)  0  0  2 (10.0)  0 

  Bone marrow failure 1 (5.0 )  0  0  1 (5.0 )  0 

Cardiac disorders      

  -Total 1 (5.0 )  0  0  1 (5.0 )  0 

  Tachycardia 1 (5.0 )  0  0  1 (5.0 )  0 

Gastrointestinal disorders      
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Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 7 (35.0)  5 (25.0)  2 (10.0)  0  0 

  Nausea 5 (25.0)  4 (20.0)  1 (5.0 )  0  0 

  Constipation 3 (15.0)  3 (15.0)  0  0  0 

  Diarrhoea 2 (10.0)  1 (5.0 )  1 (5.0 )  0  0 

  Vomiting 2 (10.0)  2 (10.0)  0  0  0 

  Abdominal pain 1 (5.0 )  0  1 (5.0 )  0  0 

  Lip dry 1 (5.0 )  1 (5.0 )  0  0  0 

  Mouth ulceration 1 (5.0 )  1 (5.0 )  0  0  0 

General disorders and administration 
site conditions 

     

  -Total 3 (15.0)  1 (5.0 )  1 (5.0 )  1 (5.0 )  0 

  Pyrexia 3 (15.0)  1 (5.0 )  1 (5.0 )  1 (5.0 )  0 

Hepatobiliary disorders      

  -Total 1 (5.0 )  0  0  0  1 (5.0 ) 

  Hepatotoxicity 1 (5.0 )  0  0  0  1 (5.0 ) 

Immune system disorders      

  -Total 1 (5.0 )  0  1 (5.0 )  0  0 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.0 )  0  1 (5.0 )  0  0 
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Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

  -Total 3 (15.0)  0  0  3 (15.0)  0 

  Bacteraemia 1 (5.0 )  0  0  1 (5.0 )  0 

  Device related infection 1 (5.0 )  0  0  1 (5.0 )  0 

  Enterococcal bacteraemia 1 (5.0 )  0  0  1 (5.0 )  0 

  Staphylococcal bacteraemia 1 (5.0 )  0  0  1 (5.0 )  0 

  Streptococcal bacteraemia 1 (5.0 )  0  0  1 (5.0 )  0 

  Tooth abscess 1 (5.0 )  0  0  1 (5.0 )  0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (5.0 )  0  0  1 (5.0 )  0 

  Allergic transfusion reaction 1 (5.0 )  0  0  1 (5.0 )  0 

Investigations      

  -Total 6 (30.0)  0  1 (5.0 )  1 (5.0 )  4 (20.0) 

  Neutrophil count decreased 5 (25.0)  0  0  1 (5.0 )  4 (20.0) 

  White blood cell count decreased 2 (10.0)  0  0  0  2 (10.0) 

  Lymphocyte count decreased 1 (5.0 )  0  0  0  1 (5.0 ) 

  Platelet count decreased 1 (5.0 )  0  0  0  1 (5.0 ) 
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Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urine output decreased 1 (5.0 )  0  1 (5.0 )  0  0 

Metabolism and nutrition disorders      

  -Total 4 (20.0)  4 (20.0)  0  0  0 

  Hyperuricaemia 2 (10.0)  2 (10.0)  0  0  0 

  Fluid overload 1 (5.0 )  1 (5.0 )  0  0  0 

  Hypophosphataemia 1 (5.0 )  1 (5.0 )  0  0  0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (5.0 )  1 (5.0 )  0  0  0 

  Muscular weakness 1 (5.0 )  1 (5.0 )  0  0  0 

Renal and urinary disorders      

  -Total 1 (5.0 )  1 (5.0 )  0  0  0 

  Haematuria 1 (5.0 )  1 (5.0 )  0  0  0 

  Urinary retention 1 (5.0 )  1 (5.0 )  0  0  0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 1 (5.0 )  0  1 (5.0 )  0  0 

  Hypoxia 1 (5.0 )  0  1 (5.0 )  0  0 

Vascular disorders      



  

  

1318 

Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (10.0)  1 (5.0 )  0  0  1 (5.0 ) 

  Hypotension 2 (10.0)  1 (5.0 )  0  0  1 (5.0 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 145g 

Adverse events during lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC 

grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

11 (91.7)  0  4 (33.3)  1 (8.3 )  6 (50.0) 

Blood and lymphatic system disorders      

  -Total 2 (16.7)  0  1 (8.3 )  0  1 (8.3 ) 

  Anaemia 1 (8.3 )  0  1 (8.3 )  0  0 

  Leukopenia 1 (8.3 )  0  0  0  1 (8.3 ) 

  Neutropenia 1 (8.3 )  0  0  0  1 (8.3 ) 

Gastrointestinal disorders      

  -Total 4 (33.3)  1 (8.3 )  2 (16.7)  1 (8.3 )  0 

  Abdominal pain upper 1 (8.3 )  0  1 (8.3 )  0  0 

  Constipation 1 (8.3 )  1 (8.3 )  0  0  0 
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Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lip pain 1 (8.3 )  0  0  1 (8.3 )  0 

  Nausea 1 (8.3 )  0  1 (8.3 )  0  0 

  Stomatitis 1 (8.3 )  1 (8.3 )  0  0  0 

General disorders and administration 
site conditions 

     

  -Total 1 (8.3 )  0  1 (8.3 )  0  0 

  Pyrexia 1 (8.3 )  0  1 (8.3 )  0  0 

Investigations      

  -Total 7 (58.3)  0  2 (16.7)  0  5 (41.7) 

  White blood cell count decreased 5 (41.7)  0  0  0  5 (41.7) 

  Neutrophil count decreased 3 (25.0)  0  0  0  3 (25.0) 

  Blood bilirubin increased 2 (16.7)  1 (8.3 )  1 (8.3 )  0  0 

  Aspartate aminotransferase 
increased 

1 (8.3 )  1 (8.3 )  0  0  0 

  Blood chloride increased 1 (8.3 )  1 (8.3 )  0  0  0 

  Platelet count decreased 1 (8.3 )  0  1 (8.3 )  0  0 

Metabolism and nutrition disorders      

  -Total 3 (25.0)  1 (8.3 )  2 (16.7)  0  0 

  Hyperkalaemia 1 (8.3 )  1 (8.3 )  0  0  0 
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Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperphosphataemia 1 (8.3 )  1 (8.3 )  0  0  0 

  Hypertriglyceridaemia 1 (8.3 )  0  1 (8.3 )  0  0 

  Hypomagnesaemia 1 (8.3 )  0  1 (8.3 )  0  0 

  Tumour lysis syndrome 1 (8.3 )  1 (8.3 )  0  0  0 

Nervous system disorders      

  -Total 1 (8.3 )  0  1 (8.3 )  0  0 

  Headache 1 (8.3 )  0  1 (8.3 )  0  0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (8.3 )  1 (8.3 )  0  0  0 

  Scab 1 (8.3 )  1 (8.3 )  0  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 146a => Adverse events by primar y system organ class , preferred ter m, maxi mum CTC grade and Age ( Enr olled set – non – infused pati ents ) 
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Table 146a 

Adverse events by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set – non – infused patients 

 

Age: <10 years 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100)         0  1 (33.3)   0  2 (66.7) 

General disorders and administration 
site conditions 

              

  -Total 1 (33.3)         0  1 (33.3)  0  0 

  Pyrexia 1 (33.3)         0  1 (33.3)  0  0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

              

  -Total 2 (66.7)         0  0  0  2 (66.7) 

  Acute lymphocytic leukaemia 2 (66.7)         0  0  0  2 (66.7) 

Nervous system disorders               

  -Total 2 (66.7)         0  0  2 (66.7)  0 

  Headache 1 (33.3)         0  0  1 (33.3)  0 
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Age: <10 years 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Posterior reversible encephalopathy 
syndrome 

1 (33.3)         0  0  1 (33.3)  0 

  Seizure 1 (33.3)         0  1 (33.3)  0  0 

  Status epilepticus 1 (33.3)         0  1 (33.3)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 146a 

Adverse events by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set – non – infused patients 

 

Age: >=10 years to <18 years 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)         0  0   0  1 (100) 

Infections and infestations               

  -Total 1 (100)         0  0  0  1 (100) 

  Septic shock 1 (100)         0  0  0  1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 146a 

Adverse events by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set – non – infused patients 

 

Age: >=18 years 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)         0  0   0  1 (100) 

Blood and lymphatic system disorders               

  -Total 1 (100)         0  1 (100)  0  0 

  Anaemia 1 (100)         0  1 (100)  0  0 

Gastrointestinal disorders               

  -Total 1 (100)         0  0  0  1 (100) 

  Gastrointestinal haemorrhage 1 (100)         0  0  0  1 (100) 

Infections and infestations               

  -Total 1 (100)         0  0  1 (100)  0 

  Respiratory tract infection fungal 1 (100)         0  0  1 (100)  0 

Investigations               

  -Total 1 (100)         0  0  1 (100)  0 
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Age: >=18 years 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 1 (100)         0  0  1 (100)  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t146_gd_b2001x.sas@@/main/2 25JUN21:16:38                                        Final 

 



  

  

1330 

Tabl e 146b => Adverse events by primar y system organ class , preferred ter m, maxi mum CTC grade and Gender ( Enr olled set – non – i nfused pati ents ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                         
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 146b 

Adverse events by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set – non – infused patients 

 

Gender: Male 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100)         0  0   0  3 (100) 

Blood and lymphatic system disorders               

  -Total 1 (33.3)         0  1 (33.3)  0  0 

  Anaemia 1 (33.3)         0  1 (33.3)  0  0 

Gastrointestinal disorders               

  -Total 1 (33.3)         0  0  0  1 (33.3) 

  Gastrointestinal haemorrhage 1 (33.3)         0  0  0  1 (33.3) 

Infections and infestations               

  -Total 2 (66.7)         0  0  1 (33.3)  1 (33.3) 

  Respiratory tract infection fungal 1 (33.3)         0  0  1 (33.3)  0 

  Septic shock 1 (33.3)         0  0  0  1 (33.3) 

Investigations               
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Gender: Male 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (33.3)         0  0  1 (33.3)  0 

  White blood cell count decreased 1 (33.3)         0  0  1 (33.3)  0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

              

  -Total 1 (33.3)         0  0  0  1 (33.3) 

  Acute lymphocytic leukaemia 1 (33.3)         0  0  0  1 (33.3) 

Nervous system disorders               

  -Total 1 (33.3)         0  0  1 (33.3)  0 

  Posterior reversible encephalopathy 
syndrome 

1 (33.3)         0  0  1 (33.3)  0 

  Seizure 1 (33.3)         0  1 (33.3)  0  0 

  Status epilepticus 1 (33.3)         0  1 (33.3)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 146b 

Adverse events by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set – non – infused patients 

 

Gender: Female 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (100)         0  1 (50.0)   0  1 (50.0) 

General disorders and administration 
site conditions 

              

  -Total 1 (50.0)         0  1 (50.0)  0  0 

  Pyrexia 1 (50.0)         0  1 (50.0)  0  0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

              

  -Total 1 (50.0)         0  0  0  1 (50.0) 

  Acute lymphocytic leukaemia 1 (50.0)         0  0  0  1 (50.0) 

Nervous system disorders               

  -Total 1 (50.0)         0  0  1 (50.0)  0 

  Headache 1 (50.0)         0  0  1 (50.0)  0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 146c 

Adverse events by primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set – non – infused patients 

 

Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria               

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 146c 

Adverse events by primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set – non – infused patients 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

5 (100)         0  1 (20.0)   0  4 (80.0) 

Blood and lymphatic system disorders               

  -Total 1 (20.0)         0  1 (20.0)  0  0 

  Anaemia 1 (20.0)         0  1 (20.0)  0  0 

Gastrointestinal disorders               

  -Total 1 (20.0)         0  0  0  1 (20.0) 

  Gastrointestinal haemorrhage 1 (20.0)         0  0  0  1 (20.0) 

General disorders and administration 
site conditions 

              

  -Total 1 (20.0)         0  1 (20.0)  0  0 

  Pyrexia 1 (20.0)         0  1 (20.0)  0  0 

Infections and infestations               

  -Total 2 (40.0)         0  0  1 (20.0)  1 (20.0) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory tract infection fungal 1 (20.0)         0  0  1 (20.0)  0 

  Septic shock 1 (20.0)         0  0  0  1 (20.0) 

Investigations               

  -Total 1 (20.0)         0  0  1 (20.0)  0 

  White blood cell count decreased 1 (20.0)         0  0  1 (20.0)  0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

              

  -Total 2 (40.0)         0  0  0  2 (40.0) 

  Acute lymphocytic leukaemia 2 (40.0)         0  0  0  2 (40.0) 

Nervous system disorders               

  -Total 2 (40.0)         0  0  2 (40.0)  0 

  Headache 1 (20.0)         0  0  1 (20.0)  0 

  Posterior reversible encephalopathy 
syndrome 

1 (20.0)         0  0  1 (20.0)  0 

  Seizure 1 (20.0)         0  1 (20.0)  0  0 

  Status epilepticus 1 (20.0)         0  1 (20.0)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs occured to non-infused patients are summarized. 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 146d 

Adverse events by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set – non – infused patients 

 

Region: Europe 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

5 (100)         0  1 (20.0)   0  4 (80.0) 

Blood and lymphatic system disorders               

  -Total 1 (20.0)         0  1 (20.0)  0  0 

  Anaemia 1 (20.0)         0  1 (20.0)  0  0 

Gastrointestinal disorders               

  -Total 1 (20.0)         0  0  0  1 (20.0) 

  Gastrointestinal haemorrhage 1 (20.0)         0  0  0  1 (20.0) 

General disorders and administration 
site conditions 

              

  -Total 1 (20.0)         0  1 (20.0)  0  0 

  Pyrexia 1 (20.0)         0  1 (20.0)  0  0 

Infections and infestations               

  -Total 2 (40.0)         0  0  1 (20.0)  1 (20.0) 
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Region: Europe 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory tract infection fungal 1 (20.0)         0  0  1 (20.0)  0 

  Septic shock 1 (20.0)         0  0  0  1 (20.0) 

Investigations               

  -Total 1 (20.0)         0  0  1 (20.0)  0 

  White blood cell count decreased 1 (20.0)         0  0  1 (20.0)  0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

              

  -Total 2 (40.0)         0  0  0  2 (40.0) 

  Acute lymphocytic leukaemia 2 (40.0)         0  0  0  2 (40.0) 

Nervous system disorders               

  -Total 2 (40.0)         0  0  2 (40.0)  0 

  Headache 1 (20.0)         0  0  1 (20.0)  0 

  Posterior reversible encephalopathy 
syndrome 

1 (20.0)         0  0  1 (20.0)  0 

  Seizure 1 (20.0)         0  1 (20.0)  0  0 

  Status epilepticus 1 (20.0)         0  1 (20.0)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs occured to non-infused patients are summarized. 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 146d 

Adverse events by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set – non – infused patients 

 

Region: US 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria               

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 146d 

Adverse events by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set – non – infused patients 

 

Region: Rest of World 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria               

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 146e => Adverse events by primar y system organ class , preferred ter m, maxi mum CTC grade and Prior SCT therapy (Enr olled set – non – i nfused pati ents ) 
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Table 146e 

Adverse events by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set – non – infused patients 

 

Prior SCT therapy: Yes 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100)         0  1 (33.3)   0  2 (66.7) 

Blood and lymphatic system disorders               

  -Total 1 (33.3)         0  1 (33.3)  0  0 

  Anaemia 1 (33.3)         0  1 (33.3)  0  0 

Gastrointestinal disorders               

  -Total 1 (33.3)         0  0  0  1 (33.3) 

  Gastrointestinal haemorrhage 1 (33.3)         0  0  0  1 (33.3) 

General disorders and administration 
site conditions 

              

  -Total 1 (33.3)         0  1 (33.3)  0  0 

  Pyrexia 1 (33.3)         0  1 (33.3)  0  0 

Infections and infestations               

  -Total 2 (66.7)         0  0  1 (33.3)  1 (33.3) 
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Prior SCT therapy: Yes 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory tract infection fungal 1 (33.3)         0  0  1 (33.3)  0 

  Septic shock 1 (33.3)         0  0  0  1 (33.3) 

Investigations               

  -Total 1 (33.3)         0  0  1 (33.3)  0 

  White blood cell count decreased 1 (33.3)         0  0  1 (33.3)  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 146e 

Adverse events by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set – non – infused patients 

 

Prior SCT therapy: No 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (100)         0  0   0  2 (100) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

              

  -Total 2 (100)         0  0  0  2 (100) 

  Acute lymphocytic leukaemia 2 (100)         0  0  0  2 (100) 

Nervous system disorders               

  -Total 2 (100)         0  0  2 (100)  0 

  Headache 1 (50.0)         0  0  1 (50.0)  0 

  Posterior reversible encephalopathy 
syndrome 

1 (50.0)         0  0  1 (50.0)  0 

  Seizure 1 (50.0)         0  1 (50.0)  0  0 

  Status epilepticus 1 (50.0)         0  1 (50.0)  0  0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 146f => Adverse events  by pri mar y sys tem organ cl ass, pr eferred term, maxi mum CTC grade and Baseline bone marrow tumor burden (Enroll ed set – non – i nfused patients ) 
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Table 146f 

Adverse events by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)         0  0   0  1 (100) 

Blood and lymphatic system disorders               

  -Total 1 (100)         0  1 (100)  0  0 

  Anaemia 1 (100)         0  1 (100)  0  0 

Gastrointestinal disorders               

  -Total 1 (100)         0  0  0  1 (100) 

  Gastrointestinal haemorrhage 1 (100)         0  0  0  1 (100) 

Infections and infestations               

  -Total 1 (100)         0  0  1 (100)  0 

  Respiratory tract infection fungal 1 (100)         0  0  1 (100)  0 

Investigations               

  -Total 1 (100)         0  0  1 (100)  0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 1 (100)         0  0  1 (100)  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 146f 

Adverse events by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

4 (100)         0  1 (25.0)   0  3 (75.0) 

General disorders and administration 
site conditions 

              

  -Total 1 (25.0)         0  1 (25.0)  0  0 

  Pyrexia 1 (25.0)         0  1 (25.0)  0  0 

Infections and infestations               

  -Total 1 (25.0)         0  0  0  1 (25.0) 

  Septic shock 1 (25.0)         0  0  0  1 (25.0) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

              

  -Total 2 (50.0)         0  0  0  2 (50.0) 

  Acute lymphocytic leukaemia 2 (50.0)         0  0  0  2 (50.0) 

Nervous system disorders               
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Baseline bone marrow tumor burden: High 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (50.0)         0  0  2 (50.0)  0 

  Headache 1 (25.0)         0  0  1 (25.0)  0 

  Posterior reversible encephalopathy 
syndrome 

1 (25.0)         0  0  1 (25.0)  0 

  Seizure 1 (25.0)         0  1 (25.0)  0  0 

  Status epilepticus 1 (25.0)         0  1 (25.0)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 146f 

Adverse events by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria               

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t146_gd_b2001x.sas@@/main/2 25JUN21:16:38                                        Final 

 



  

  

1358 

Tabl e 146g => Adverse events by primar y system organ class , preferred ter m, maxi mum CTC grade and N umber of previ ous r elapses (Enroll ed set – non – i nfused patients ) 
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Table 146g 

Adverse events by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 0 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)         0  1 (100)   0  0 

General disorders and administration 
site conditions 

              

  -Total 1 (100)         0  1 (100)  0  0 

  Pyrexia 1 (100)         0  1 (100)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 



  

  

1359 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t146_gd_b2001x.sas@@/main/2 25JUN21:16:39                                        Final 

 
  



  

  

1360 

 



  

  

1361 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 146g 

Adverse events by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 1 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (100)         0  0   0  2 (100) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

              

  -Total 2 (100)         0  0  0  2 (100) 

  Acute lymphocytic leukaemia 2 (100)         0  0  0  2 (100) 

Nervous system disorders               

  -Total 2 (100)         0  0  2 (100)  0 

  Headache 1 (50.0)         0  0  1 (50.0)  0 

  Posterior reversible encephalopathy 
syndrome 

1 (50.0)         0  0  1 (50.0)  0 

  Seizure 1 (50.0)         0  1 (50.0)  0  0 

  Status epilepticus 1 (50.0)         0  1 (50.0)  0  0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 146g 

Adverse events by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 2 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)         0  0   0  1 (100) 

Infections and infestations               

  -Total 1 (100)         0  0  0  1 (100) 

  Septic shock 1 (100)         0  0  0  1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 146g 

Adverse events by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: >=3 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)         0  0   0  1 (100) 

Blood and lymphatic system disorders               

  -Total 1 (100)         0  1 (100)  0  0 

  Anaemia 1 (100)         0  1 (100)  0  0 

Gastrointestinal disorders               

  -Total 1 (100)         0  0  0  1 (100) 

  Gastrointestinal haemorrhage 1 (100)         0  0  0  1 (100) 

Infections and infestations               

  -Total 1 (100)         0  0  1 (100)  0 

  Respiratory tract infection fungal 1 (100)         0  0  1 (100)  0 

Investigations               

  -Total 1 (100)         0  0  1 (100)  0 
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Number of previous relapses: >=3 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 1 (100)         0  0  1 (100)  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 147a => Adverse events at anyti me post- enr ollment by pri mar y system organ cl ass, pr eferred term, maximum CTC grade and Age (Enroll ed set ) 
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Table 147a 

Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

36 (97.3) 0 2 (5.4 ) 9 (24.3) 25 (67.6) 

Blood and lymphatic system disorders      

  -Total 23 (62.2) 1 (2.7 ) 2 (5.4 ) 14 (37.8) 6 (16.2) 

  Anaemia 15 (40.5) 2 (5.4 ) 2 (5.4 ) 11 (29.7) 0 

  Neutropenia 11 (29.7) 1 (2.7 ) 0 4 (10.8) 6 (16.2) 

  Febrile neutropenia 10 (27.0) 1 (2.7 ) 0 9 (24.3) 0 

  Thrombocytopenia 5 (13.5) 0 3 (8.1 ) 0 2 (5.4 ) 

  Disseminated intravascular 
coagulation 

2 (5.4 ) 0 2 (5.4 ) 0 0 

  Bone marrow failure 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Febrile bone marrow aplasia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Leukocytosis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Lymphadenopathy 1 (2.7 ) 0 1 (2.7 ) 0 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphopenia 1 (2.7 ) 0 0 1 (2.7 ) 0 

Cardiac disorders      

  -Total 10 (27.0) 5 (13.5) 2 (5.4 ) 2 (5.4 ) 1 (2.7 ) 

  Tachycardia 6 (16.2) 4 (10.8) 1 (2.7 ) 1 (2.7 ) 0 

  Sinus tachycardia 5 (13.5) 5 (13.5) 0 0 0 

  Sinus bradycardia 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Pericardial effusion 2 (5.4 ) 0 1 (2.7 ) 0 1 (2.7 ) 

  Cardiac hypertrophy 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Left ventricular dysfunction 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Pericarditis 1 (2.7 ) 0 1 (2.7 ) 0 0 

Ear and labyrinth disorders      

  -Total 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

  Ear pain 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

Endocrine disorders      

  -Total 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Adrenal insufficiency 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Cushingoid 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Hypothyroidism 1 (2.7 ) 0 1 (2.7 ) 0 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Inappropriate antidiuretic hormone 
secretion 

1 (2.7 ) 1 (2.7 ) 0 0 0 

  Precocious puberty 1 (2.7 ) 1 (2.7 ) 0 0 0 

Eye disorders      

  -Total 7 (18.9) 3 (8.1 ) 3 (8.1 ) 1 (2.7 ) 0 

  Eye pain 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Ocular hyperaemia 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Blepharitis 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Blepharospasm 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Blindness unilateral 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Conjunctival haemorrhage 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Diplopia 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Dry eye 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Eye pruritus 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Keratitis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Ocular hypertension 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Periorbital disorder 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Visual impairment 1 (2.7 ) 1 (2.7 ) 0 0 0 



  

  

1370 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

  -Total 25 (67.6) 8 (21.6) 10 (27.0) 7 (18.9) 0 

  Diarrhoea 13 (35.1) 8 (21.6) 4 (10.8) 1 (2.7 ) 0 

  Vomiting 12 (32.4) 8 (21.6) 4 (10.8) 0 0 

  Nausea 11 (29.7) 3 (8.1 ) 8 (21.6) 0 0 

  Stomatitis 10 (27.0) 4 (10.8) 4 (10.8) 2 (5.4 ) 0 

  Constipation 9 (24.3) 6 (16.2) 3 (8.1 ) 0 0 

  Abdominal pain 8 (21.6) 3 (8.1 ) 4 (10.8) 1 (2.7 ) 0 

  Abdominal distension 5 (13.5) 2 (5.4 ) 3 (8.1 ) 0 0 

  Dental caries 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Gingival bleeding 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Oral pain 3 (8.1 ) 1 (2.7 ) 2 (5.4 ) 0 0 

  Anal fissure 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Anal fistula 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Hypoaesthesia oral 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Lip dry 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Paraesthesia oral 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Proctalgia 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 



  

  

1371 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal pain lower 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Abdominal pain upper 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Anal haemorrhage 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Gastrointestinal motility disorder 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Lip haemorrhage 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Lip swelling 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Mouth ulceration 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Periodontal disease 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Rectal ulcer 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Upper gastrointestinal haemorrhage 1 (2.7 ) 1 (2.7 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 28 (75.7) 10 (27.0) 9 (24.3) 8 (21.6) 1 (2.7 ) 

  Pyrexia 24 (64.9) 9 (24.3) 8 (21.6) 7 (18.9) 0 

  Fatigue 6 (16.2) 3 (8.1 ) 3 (8.1 ) 0 0 

  Face oedema 5 (13.5) 5 (13.5) 0 0 0 

  Pain 4 (10.8) 3 (8.1 ) 1 (2.7 ) 0 0 



  

  

1372 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Localised oedema 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

  Catheter site pain 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Facial pain 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Generalised oedema 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Malaise 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Non-cardiac chest pain 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Oedema peripheral 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Asthenia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Axillary pain 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Chills 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Drug withdrawal syndrome 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Gait disturbance 1 (2.7 ) 1 (2.7 ) 0 0 0 

  General physical health deterioration 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Mucosal inflammation 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Multiple organ dysfunction syndrome 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Vessel puncture site erythema 1 (2.7 ) 0 1 (2.7 ) 0 0 

Hepatobiliary disorders      

  -Total 7 (18.9) 1 (2.7 ) 1 (2.7 ) 3 (8.1 ) 2 (5.4 ) 



  

  

1373 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hepatocellular injury 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Cholestasis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Gallbladder oedema 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Hepatic failure 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Hepatosplenomegaly 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Hepatotoxicity 1 (2.7 ) 0 0 0 1 (2.7 ) 

Immune system disorders      

  -Total 29 (78.4) 3 (8.1 ) 11 (29.7) 7 (18.9) 8 (21.6) 

  Cytokine release syndrome 25 (67.6) 7 (18.9) 6 (16.2) 4 (10.8) 8 (21.6) 

  Hypogammaglobulinaemia 15 (40.5) 4 (10.8) 9 (24.3) 2 (5.4 ) 0 

  Allergy to immunoglobulin therapy 3 (8.1 ) 1 (2.7 ) 2 (5.4 ) 0 0 

  Drug hypersensitivity 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Anaphylactic reaction 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Atopy 1 (2.7 ) 1 (2.7 ) 0 0 0 

Infections and infestations      

  -Total 25 (67.6) 2 (5.4 ) 6 (16.2) 14 (37.8) 3 (8.1 ) 



  

  

1374 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Upper respiratory tract infection 7 (18.9) 2 (5.4 ) 5 (13.5) 0 0 

  Nasopharyngitis 4 (10.8) 3 (8.1 ) 1 (2.7 ) 0 0 

  Pneumonia 4 (10.8) 1 (2.7 ) 1 (2.7 ) 2 (5.4 ) 0 

  Cellulitis 3 (8.1 ) 0 2 (5.4 ) 1 (2.7 ) 0 

  Device related infection 3 (8.1 ) 0 1 (2.7 ) 2 (5.4 ) 0 

  Gastroenteritis 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Rash pustular 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Bacteraemia 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Bronchopulmonary aspergillosis 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Candida infection 2 (5.4 ) 1 (2.7 ) 0 1 (2.7 ) 0 

  Otitis externa 2 (5.4 ) 1 (2.7 ) 0 1 (2.7 ) 0 

  Otitis media 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Paronychia 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Rhinitis 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Rhinovirus infection 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Sepsis 2 (5.4 ) 0 0 0 2 (5.4 ) 

  Sinusitis 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Alternaria infection 1 (2.7 ) 0 0 1 (2.7 ) 0 



  

  

1375 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal fistula infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Aspergillus infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Bacterial infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Bacterial pyelonephritis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Body tinea 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Bronchitis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Catheter site infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Central nervous system infection 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Clostridium difficile infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Conjunctivitis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Conjunctivitis viral 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Croup infectious 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Cytomegalovirus infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Enterococcal bacteraemia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Enterococcal infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Enterovirus infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Escherichia bacteraemia 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Folliculitis 1 (2.7 ) 1 (2.7 ) 0 0 0 



  

  

1376 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastrointestinal infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Helminthic infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Herpes zoster 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Impetigo 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Influenza 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Laryngitis 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Meningitis aseptic 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Molluscum contagiosum 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Mucosal infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Nail infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Oral candidiasis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Oral herpes 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Oral infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Otitis media acute 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Parainfluenzae virus infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Parotitis 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Periorbital cellulitis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Pharyngitis 1 (2.7 ) 0 1 (2.7 ) 0 0 



  

  

1377 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia fungal 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Pneumonia viral 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Respiratory tract infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Rotavirus infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Skin infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Staphylococcal bacteraemia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Staphylococcal infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Streptococcal bacteraemia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Tinea pedis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Tooth abscess 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Urinary tract infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Urinary tract infection viral 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Vascular device infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Viral upper respiratory tract infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 11 (29.7) 5 (13.5) 5 (13.5) 1 (2.7 ) 0 

  Contusion 5 (13.5) 5 (13.5) 0 0 0 



  

  

1378 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Allergic transfusion reaction 3 (8.1 ) 0 2 (5.4 ) 1 (2.7 ) 0 

  Fall 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Delayed serologic transfusion 
reaction 

1 (2.7 ) 0 1 (2.7 ) 0 0 

  Eye contusion 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Gastrostomy tube site complication 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Infusion related reaction 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Post procedural haemorrhage 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Skin abrasion 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Splinter 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Stoma site erythema 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Stoma site haemorrhage 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Subcutaneous haematoma 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Transfusion reaction 1 (2.7 ) 1 (2.7 ) 0 0 0 

Investigations      

  -Total 23 (62.2) 3 (8.1 ) 1 (2.7 ) 4 (10.8) 15 (40.5) 

  White blood cell count decreased 13 (35.1) 0 0 1 (2.7 ) 12 (32.4) 

  Neutrophil count decreased 11 (29.7) 0 0 1 (2.7 ) 10 (27.0) 



  

  

1379 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased 11 (29.7) 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 8 (21.6) 

  Alanine aminotransferase increased 5 (13.5) 0 1 (2.7 ) 3 (8.1 ) 1 (2.7 ) 

  Aspartate aminotransferase 
increased 

5 (13.5) 1 (2.7 ) 1 (2.7 ) 2 (5.4 ) 1 (2.7 ) 

  Blood fibrinogen decreased 4 (10.8) 0 1 (2.7 ) 3 (8.1 ) 0 

  Blood bilirubin increased 3 (8.1 ) 1 (2.7 ) 0 1 (2.7 ) 1 (2.7 ) 

  Weight decreased 3 (8.1 ) 0 3 (8.1 ) 0 0 

  Blood creatinine increased 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Lymphocyte count decreased 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Oxygen saturation decreased 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Prothrombin time prolonged 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Serum ferritin increased 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (2.7 ) 1 (2.7 ) 0 0 0 

  Ammonia increased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Antithrombin iii decreased 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Blood alkaline phosphatase 
increased 

1 (2.7 ) 1 (2.7 ) 0 0 0 



  

  

1380 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood creatine phosphokinase 
increased 

1 (2.7 ) 0 0 0 1 (2.7 ) 

  Blood lactate dehydrogenase 
increased 

1 (2.7 ) 0 1 (2.7 ) 0 0 

  Blood magnesium increased 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Blood urea decreased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Blood urine present 1 (2.7 ) 0 1 (2.7 ) 0 0 

  C-reactive protein increased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Cardiac murmur 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Chest x-ray abnormal 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Ejection fraction decreased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Gamma-glutamyltransferase 
increased 

1 (2.7 ) 0 1 (2.7 ) 0 0 

  Haemoglobin decreased 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Heart sounds abnormal 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Human rhinovirus test positive 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Influenza a virus test positive 1 (2.7 ) 0 1 (2.7 ) 0 0 



  

  

1381 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  International normalised ratio 
increased 

1 (2.7 ) 1 (2.7 ) 0 0 0 

  Lipase increased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Urine output decreased 1 (2.7 ) 0 1 (2.7 ) 0 0 

Metabolism and nutrition disorders      

  -Total 20 (54.1) 6 (16.2) 2 (5.4 ) 10 (27.0) 2 (5.4 ) 

  Hypokalaemia 12 (32.4) 2 (5.4 ) 1 (2.7 ) 9 (24.3) 0 

  Hypophosphataemia 8 (21.6) 5 (13.5) 1 (2.7 ) 2 (5.4 ) 0 

  Decreased appetite 7 (18.9) 5 (13.5) 1 (2.7 ) 1 (2.7 ) 0 

  Hyperuricaemia 5 (13.5) 5 (13.5) 0 0 0 

  Hypoalbuminaemia 5 (13.5) 2 (5.4 ) 3 (8.1 ) 0 0 

  Hypocalcaemia 5 (13.5) 1 (2.7 ) 0 2 (5.4 ) 2 (5.4 ) 

  Hypomagnesaemia 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Dehydration 2 (5.4 ) 1 (2.7 ) 0 1 (2.7 ) 0 

  Hyperglycaemia 2 (5.4 ) 1 (2.7 ) 0 1 (2.7 ) 0 

  Hyperkalaemia 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Fluid overload 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Fluid retention 1 (2.7 ) 1 (2.7 ) 0 0 0 



  

  

1382 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperferritinaemia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Hypernatraemia 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Hyponatraemia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Iron overload 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Obesity 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Tumour lysis syndrome 1 (2.7 ) 0 0 0 1 (2.7 ) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 11 (29.7) 4 (10.8) 5 (13.5) 2 (5.4 ) 0 

  Pain in extremity 7 (18.9) 2 (5.4 ) 5 (13.5) 0 0 

  Arthralgia 6 (16.2) 0 6 (16.2) 0 0 

  Myalgia 6 (16.2) 6 (16.2) 0 0 0 

  Back pain 4 (10.8) 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 

  Muscular weakness 3 (8.1 ) 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 0 

  Bone pain 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Neck pain 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Osteopenia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Pain in jaw 1 (2.7 ) 1 (2.7 ) 0 0 0 



  

  

1383 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 5 (13.5) 0 0 1 (2.7 ) 4 (10.8) 

  Acute lymphocytic leukaemia 2 (5.4 ) 0 0 0 2 (5.4 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (2.7 ) 0 0 1 (2.7 ) 0 

  B precursor type acute leukaemia 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Leukaemia 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Neoplasm of orbit 1 (2.7 ) 0 0 0 1 (2.7 ) 

Nervous system disorders      

  -Total 18 (48.6) 5 (13.5) 8 (21.6) 5 (13.5) 0 

  Headache 11 (29.7) 6 (16.2) 4 (10.8) 1 (2.7 ) 0 

  Seizure 5 (13.5) 0 3 (8.1 ) 2 (5.4 ) 0 

  Tremor 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Dizziness 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Lethargy 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Cerebral haemorrhage 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Cranial nerve disorder 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Depressed level of consciousness 1 (2.7 ) 0 0 1 (2.7 ) 0 



  

  

1384 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dysarthria 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Dysgeusia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Dyskinesia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Encephalopathy 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Facial paralysis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Hemiparesis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Hypoaesthesia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Intracranial pressure increased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Nervous system disorder 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Neuropathy peripheral 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Paraesthesia 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.7 ) 0 0 1 (2.7 ) 0 

  Somnolence 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Status epilepticus 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Subdural hygroma 1 (2.7 ) 0 1 (2.7 ) 0 0 

Psychiatric disorders      

  -Total 10 (27.0) 5 (13.5) 4 (10.8) 1 (2.7 ) 0 



  

  

1385 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Agitation 4 (10.8) 0 3 (8.1 ) 1 (2.7 ) 0 

  Anxiety 4 (10.8) 2 (5.4 ) 2 (5.4 ) 0 0 

  Insomnia 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

  Confusional state 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Irritability 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Delirium 1 (2.7 ) 0 1 (2.7 ) 0 0 

Renal and urinary disorders      

  -Total 14 (37.8) 5 (13.5) 4 (10.8) 4 (10.8) 1 (2.7 ) 

  Haematuria 8 (21.6) 5 (13.5) 1 (2.7 ) 2 (5.4 ) 0 

  Acute kidney injury 3 (8.1 ) 0 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 

  Dysuria 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Proteinuria 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Urinary retention 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Haemoglobinuria 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Nephropathy 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Polyuria 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Renal impairment 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Urinary incontinence 1 (2.7 ) 1 (2.7 ) 0 0 0 



  

  

1386 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urinary tract disorder 1 (2.7 ) 0 1 (2.7 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

  Perineal pain 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Perineal rash 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Scrotal oedema 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Vulvovaginal pain 1 (2.7 ) 0 1 (2.7 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 18 (48.6) 7 (18.9) 4 (10.8) 6 (16.2) 1 (2.7 ) 

  Cough 12 (32.4) 9 (24.3) 3 (8.1 ) 0 0 

  Epistaxis 8 (21.6) 4 (10.8) 3 (8.1 ) 1 (2.7 ) 0 

  Hypoxia 8 (21.6) 3 (8.1 ) 0 4 (10.8) 1 (2.7 ) 

  Oropharyngeal pain 5 (13.5) 3 (8.1 ) 2 (5.4 ) 0 0 

  Tachypnoea 4 (10.8) 2 (5.4 ) 2 (5.4 ) 0 0 

  Nasal congestion 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Rhinorrhoea 3 (8.1 ) 1 (2.7 ) 2 (5.4 ) 0 0 

  Pleural effusion 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Apnoea 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Atelectasis 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Dyspnoea 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Haemoptysis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Nasal septum perforation 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Pharyngeal erythema 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Pneumothorax 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Productive cough 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Rhinalgia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Rhonchi 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Sinus pain 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Wheezing 1 (2.7 ) 0 1 (2.7 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 21 (56.8) 16 (43.2) 3 (8.1 ) 2 (5.4 ) 0 

  Rash 7 (18.9) 5 (13.5) 1 (2.7 ) 1 (2.7 ) 0 

  Pruritus 5 (13.5) 5 (13.5) 0 0 0 

  Dry skin 3 (8.1 ) 3 (8.1 ) 0 0 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Erythema 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

  Ingrowing nail 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

  Dermatitis 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Eczema 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Papule 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Petechiae 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Alopecia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Dermatitis bullous 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Hangnail 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Hyperhidrosis 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Rash maculo-papular 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Skin exfoliation 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Skin lesion 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Skin ulcer 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Urticaria 1 (2.7 ) 1 (2.7 ) 0 0 0 

Vascular disorders      

  -Total 15 (40.5) 6 (16.2) 7 (18.9) 1 (2.7 ) 1 (2.7 ) 

  Hypertension 10 (27.0) 5 (13.5) 5 (13.5) 0 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypotension 6 (16.2) 4 (10.8) 0 1 (2.7 ) 1 (2.7 ) 

  Pallor 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Embolism 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Flushing 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Lymphoedema 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Venous thrombosis limb 1 (2.7 ) 0 1 (2.7 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 147a 

Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

19 (100) 0 1 (5.3 ) 5 (26.3) 13 (68.4) 

Blood and lymphatic system disorders      

  -Total 15 (78.9) 1 (5.3 ) 0 11 (57.9) 3 (15.8) 

  Febrile neutropenia 6 (31.6) 0 1 (5.3 ) 5 (26.3) 0 

  Anaemia 4 (21.1) 0 0 4 (21.1) 0 

  Bone marrow failure 4 (21.1) 0 1 (5.3 ) 3 (15.8) 0 

  Neutropenia 3 (15.8) 1 (5.3 ) 0 0 2 (10.5) 

  Thrombocytopenia 3 (15.8) 0 0 2 (10.5) 1 (5.3 ) 

  Coagulation factor deficiency 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Leukopenia 1 (5.3 ) 0 0 0 1 (5.3 ) 

  Pancytopenia 1 (5.3 ) 0 0 1 (5.3 ) 0 

Cardiac disorders      

  -Total 6 (31.6) 4 (21.1) 2 (10.5) 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Tachycardia 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Sinus bradycardia 2 (10.5) 2 (10.5) 0 0 0 

  Bradycardia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Cardiac discomfort 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Diastolic dysfunction 1 (5.3 ) 1 (5.3 ) 0 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 2 (10.5) 2 (10.5) 0 0 0 

  Glucose-6-phosphate dehydrogenase 
deficiency 

1 (5.3 ) 1 (5.3 ) 0 0 0 

  Talipes 1 (5.3 ) 1 (5.3 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Vertigo 1 (5.3 ) 0 0 1 (5.3 ) 0 

Eye disorders      

  -Total 5 (26.3) 3 (15.8) 1 (5.3 ) 1 (5.3 ) 0 

  Amaurosis 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Astigmatism 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Conjunctival haemorrhage 1 (5.3 ) 1 (5.3 ) 0 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Conjunctivitis allergic 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Erythema of eyelid 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Hypermetropia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Optic atrophy 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Vitreous opacities 1 (5.3 ) 1 (5.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 16 (84.2) 6 (31.6) 7 (36.8) 3 (15.8) 0 

  Nausea 11 (57.9) 5 (26.3) 5 (26.3) 1 (5.3 ) 0 

  Vomiting 6 (31.6) 5 (26.3) 1 (5.3 ) 0 0 

  Diarrhoea 5 (26.3) 4 (21.1) 0 1 (5.3 ) 0 

  Stomatitis 4 (21.1) 1 (5.3 ) 3 (15.8) 0 0 

  Constipation 3 (15.8) 2 (10.5) 0 1 (5.3 ) 0 

  Dental caries 2 (10.5) 0 1 (5.3 ) 1 (5.3 ) 0 

  Abdominal discomfort 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Abdominal distension 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Abdominal pain 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Abdominal pain upper 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Abdominal tenderness 1 (5.3 ) 1 (5.3 ) 0 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Aphthous ulcer 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Dyspepsia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Gastrointestinal pain 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Gingival swelling 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Lip pain 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Oral mucosal erythema 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Toothache 1 (5.3 ) 0 1 (5.3 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 13 (68.4) 4 (21.1) 7 (36.8) 2 (10.5) 0 

  Pyrexia 7 (36.8) 2 (10.5) 4 (21.1) 1 (5.3 ) 0 

  Fatigue 4 (21.1) 3 (15.8) 1 (5.3 ) 0 0 

  Asthenia 2 (10.5) 2 (10.5) 0 0 0 

  Pain 2 (10.5) 0 2 (10.5) 0 0 

  Catheter site erythema 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Catheter site haemorrhage 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Catheter site pain 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Catheter site pruritus 1 (5.3 ) 1 (5.3 ) 0 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Chills 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Face oedema 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Localised oedema 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Malaise 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Oedema 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Oedema peripheral 1 (5.3 ) 1 (5.3 ) 0 0 0 

Hepatobiliary disorders      

  -Total 4 (21.1) 1 (5.3 ) 1 (5.3 ) 2 (10.5) 0 

  Hepatocellular injury 2 (10.5) 0 0 2 (10.5) 0 

  Hepatic steatosis 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Hepatotoxicity 1 (5.3 ) 0 1 (5.3 ) 0 0 

Immune system disorders      

  -Total 13 (68.4) 2 (10.5) 4 (21.1) 4 (21.1) 3 (15.8) 

  Cytokine release syndrome 12 (63.2) 3 (15.8) 3 (15.8) 3 (15.8) 3 (15.8) 

  Hypogammaglobulinaemia 4 (21.1) 1 (5.3 ) 3 (15.8) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

3 (15.8) 0 1 (5.3 ) 2 (10.5) 0 

  Cell-mediated immune deficiency 1 (5.3 ) 0 0 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Infections and infestations      

  -Total 15 (78.9) 1 (5.3 ) 3 (15.8) 7 (36.8) 4 (21.1) 

  Nasopharyngitis 4 (21.1) 4 (21.1) 0 0 0 

  Rhinitis 4 (21.1) 2 (10.5) 2 (10.5) 0 0 

  Herpes zoster 3 (15.8) 0 2 (10.5) 1 (5.3 ) 0 

  Sepsis 3 (15.8) 0 0 1 (5.3 ) 2 (10.5) 

  Device related infection 2 (10.5) 0 0 2 (10.5) 0 

  Septic shock 2 (10.5) 0 0 0 2 (10.5) 

  Atypical pneumonia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Bacterial infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Bronchopulmonary aspergillosis 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Enterovirus infection 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Eye infection 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Infection 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Neutropenic infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Otitis externa 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Otitis media 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Paronychia 1 (5.3 ) 0 1 (5.3 ) 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Periorbital cellulitis 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Pneumonia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Rash pustular 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Systemic infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Tooth infection 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Upper respiratory tract infection 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Varicella 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Viral upper respiratory tract infection 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Vulvitis 1 (5.3 ) 0 1 (5.3 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 6 (31.6) 2 (10.5) 2 (10.5) 2 (10.5) 0 

  Procedural pain 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Contusion 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Fall 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Femoral neck fracture 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Infusion related reaction 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Ligament sprain 1 (5.3 ) 0 1 (5.3 ) 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Periorbital haematoma 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Thermal burn 1 (5.3 ) 0 1 (5.3 ) 0 0 

Investigations      

  -Total 9 (47.4) 0 3 (15.8) 3 (15.8) 3 (15.8) 

  C-reactive protein increased 4 (21.1) 0 3 (15.8) 1 (5.3 ) 0 

  Immunoglobulins decreased 3 (15.8) 0 1 (5.3 ) 2 (10.5) 0 

  Lymphocyte count decreased 3 (15.8) 1 (5.3 ) 0 1 (5.3 ) 1 (5.3 ) 

  Neutrophil count decreased 3 (15.8) 0 0 0 3 (15.8) 

  Platelet count decreased 3 (15.8) 0 0 1 (5.3 ) 2 (10.5) 

  White blood cell count decreased 3 (15.8) 0 0 0 3 (15.8) 

  Alanine aminotransferase increased 2 (10.5) 1 (5.3 ) 0 1 (5.3 ) 0 

  Activated partial thromboplastin time 
prolonged 

1 (5.3 ) 1 (5.3 ) 0 0 0 

  Antithrombin iii decreased 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Aspartate aminotransferase 
increased 

1 (5.3 ) 1 (5.3 ) 0 0 0 

  Blood bilirubin increased 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Blood chloride increased 1 (5.3 ) 1 (5.3 ) 0 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Blood lactate dehydrogenase 
increased 

1 (5.3 ) 1 (5.3 ) 0 0 0 

  Blood potassium decreased 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Blood uric acid increased 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Cytomegalovirus test positive 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (5.3 ) 1 (5.3 ) 0 0 0 

  Lymph node palpable 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Protein total decreased 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Urine output decreased 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Weight decreased 1 (5.3 ) 1 (5.3 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 8 (42.1) 3 (15.8) 3 (15.8) 2 (10.5) 0 

  Decreased appetite 5 (26.3) 4 (21.1) 0 1 (5.3 ) 0 

  Hypoalbuminaemia 3 (15.8) 1 (5.3 ) 1 (5.3 ) 1 (5.3 ) 0 

  Hyperglycaemia 2 (10.5) 1 (5.3 ) 0 1 (5.3 ) 0 

  Hyperkalaemia 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Hyperuricaemia 2 (10.5) 2 (10.5) 0 0 0 

  Hypocalcaemia 2 (10.5) 0 2 (10.5) 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Hypokalaemia 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Dehydration 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Hypercalcaemia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Hypomagnesaemia 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Hyponatraemia 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Hypophosphataemia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Lactic acidosis 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Vitamin d deficiency 1 (5.3 ) 1 (5.3 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 8 (42.1) 3 (15.8) 3 (15.8) 2 (10.5) 0 

  Arthralgia 2 (10.5) 0 0 2 (10.5) 0 

  Back pain 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Neck pain 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Bone pain 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Joint stiffness 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Muscular weakness 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Myalgia 1 (5.3 ) 0 1 (5.3 ) 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Osteonecrosis 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Osteopenia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Pain in extremity 1 (5.3 ) 1 (5.3 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.3 ) 0 0 1 (5.3 ) 0 

Nervous system disorders      

  -Total 11 (57.9) 2 (10.5) 7 (36.8) 2 (10.5) 0 

  Headache 7 (36.8) 2 (10.5) 4 (21.1) 1 (5.3 ) 0 

  Seizure 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Intention tremor 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Cerebral atrophy 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Cerebral venous sinus thrombosis 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Depressed level of consciousness 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Encephalopathy 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Lethargy 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Leukoencephalopathy 1 (5.3 ) 1 (5.3 ) 0 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Neurological decompensation 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Speech disorder 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Tremor 1 (5.3 ) 0 1 (5.3 ) 0 0 

Psychiatric disorders      

  -Total 6 (31.6) 1 (5.3 ) 3 (15.8) 2 (10.5) 0 

  Abnormal behaviour 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Agitation 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Anxiety 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Confusional state 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Delirium 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Depression 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Disorientation 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Hallucination 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Insomnia 1 (5.3 ) 0 1 (5.3 ) 0 0 

Renal and urinary disorders      

  -Total 6 (31.6) 4 (21.1) 2 (10.5) 0 0 

  Haematuria 2 (10.5) 2 (10.5) 0 0 0 

  Dysuria 1 (5.3 ) 1 (5.3 ) 0 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Polyuria 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Urinary incontinence 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Urinary tract disorder 1 (5.3 ) 0 1 (5.3 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 2 (10.5) 1 (5.3 ) 0 1 (5.3 ) 0 

  Ovarian failure 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Vulvovaginal pruritus 1 (5.3 ) 1 (5.3 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 8 (42.1) 1 (5.3 ) 5 (26.3) 1 (5.3 ) 1 (5.3 ) 

  Epistaxis 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Oropharyngeal pain 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Cough 2 (10.5) 0 2 (10.5) 0 0 

  Dyspnoea 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Hypoxia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Increased upper airway secretion 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Nasal congestion 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Pharyngeal erythema 1 (5.3 ) 0 1 (5.3 ) 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Pneumonia aspiration 1 (5.3 ) 0 0 0 1 (5.3 ) 

  Pulmonary granuloma 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Stridor 1 (5.3 ) 0 1 (5.3 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 8 (42.1) 4 (21.1) 4 (21.1) 0 0 

  Rash 3 (15.8) 3 (15.8) 0 0 0 

  Erythema 2 (10.5) 2 (10.5) 0 0 0 

  Petechiae 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Pruritus 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Alopecia 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Dermatitis acneiform 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Dry skin 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Ingrowing nail 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Scab 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Skin discolouration 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Skin lesion 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Skin oedema 1 (5.3 ) 1 (5.3 ) 0 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Urticaria 1 (5.3 ) 0 1 (5.3 ) 0 0 

Vascular disorders      

  -Total 7 (36.8) 2 (10.5) 0 5 (26.3) 0 

  Hypertension 3 (15.8) 0 0 3 (15.8) 0 

  Hypotension 2 (10.5) 1 (5.3 ) 0 1 (5.3 ) 0 

  Hot flush 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Jugular vein thrombosis 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Vascular occlusion 1 (5.3 ) 1 (5.3 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 147a 

Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

18 (100) 0 2 (11.1) 5 (27.8) 11 (61.1) 

Blood and lymphatic system disorders      

  -Total 12 (66.7) 1 (5.6 ) 3 (16.7) 5 (27.8) 3 (16.7) 

  Thrombocytopenia 5 (27.8) 0 2 (11.1) 1 (5.6 ) 2 (11.1) 

  Febrile neutropenia 4 (22.2) 0 0 3 (16.7) 1 (5.6 ) 

  Anaemia 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  B-cell aplasia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Neutropenia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Disseminated intravascular 
coagulation 

1 (5.6 ) 0 0 1 (5.6 ) 0 

  Splenomegaly 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Cardiac disorders      

  -Total 4 (22.2) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 0 

  Bradycardia 2 (11.1) 0 2 (11.1) 0 0 

  Tachycardia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Bundle branch block left 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Coronary artery dilatation 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Left ventricular dysfunction 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Sinus tachycardia 1 (5.6 ) 0 1 (5.6 ) 0 0 

Endocrine disorders      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Cushingoid 1 (5.6 ) 1 (5.6 ) 0 0 0 

Eye disorders      

  -Total 2 (11.1) 2 (11.1) 0 0 0 

  Dry eye 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lacrimation increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vision blurred 1 (5.6 ) 1 (5.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 13 (72.2) 2 (11.1) 9 (50.0) 1 (5.6 ) 1 (5.6 ) 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Nausea 7 (38.9) 4 (22.2) 3 (16.7) 0 0 

  Constipation 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Abdominal pain 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Abdominal pain upper 3 (16.7) 0 3 (16.7) 0 0 

  Diarrhoea 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Gingival bleeding 2 (11.1) 0 2 (11.1) 0 0 

  Rectal haemorrhage 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Anal fissure 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Anal incontinence 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Anal pruritus 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Dyspepsia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Hyperaesthesia teeth 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Retching 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Subileus 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Toothache 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

General disorders and administration 
site conditions 

     

  -Total 15 (83.3) 6 (33.3) 7 (38.9) 2 (11.1) 0 

  Pyrexia 11 (61.1) 3 (16.7) 6 (33.3) 2 (11.1) 0 

  Fatigue 6 (33.3) 4 (22.2) 2 (11.1) 0 0 

  Oedema peripheral 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Catheter site erythema 2 (11.1) 2 (11.1) 0 0 0 

  Catheter site haemorrhage 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Chills 2 (11.1) 0 2 (11.1) 0 0 

  Pain 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Asthenia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gait disturbance 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Malaise 1 (5.6 ) 1 (5.6 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Jaundice 1 (5.6 ) 1 (5.6 ) 0 0 0 

Immune system disorders      

  -Total 12 (66.7) 3 (16.7) 5 (27.8) 2 (11.1) 2 (11.1) 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Cytokine release syndrome 10 (55.6) 2 (11.1) 4 (22.2) 2 (11.1) 2 (11.1) 

  Drug hypersensitivity 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hypogammaglobulinaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Allergy to immunoglobulin therapy 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections and infestations      

  -Total 15 (83.3) 1 (5.6 ) 3 (16.7) 8 (44.4) 3 (16.7) 

  Oral herpes 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Pneumonia 3 (16.7) 0 0 2 (11.1) 1 (5.6 ) 

  Herpes zoster 2 (11.1) 0 2 (11.1) 0 0 

  Neutropenic infection 2 (11.1) 0 0 2 (11.1) 0 

  Respiratory syncytial virus infection 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Aspergillus infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Bacterial infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Bronchitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Candida infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Cellulitis orbital 1 (5.6 ) 0 0 1 (5.6 ) 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Central nervous system infection 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Cerebral fungal infection 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Cystitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Device related infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Enterovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Escherichia sepsis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Escherichia urinary tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Herpes simplex 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Human herpesvirus 6 infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Influenza 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Listeria sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Nasopharyngitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Parotitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pneumonia haemophilus 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Post procedural infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pseudomembranous colitis 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Pseudomonas infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Rhinovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sepsis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Septic shock 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Sinusitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Staphylococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Tonsillitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Vascular device infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Procedural pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Toxicity to various agents 1 (5.6 ) 0 0 1 (5.6 ) 0 

Investigations      

  -Total 12 (66.7) 2 (11.1) 2 (11.1) 2 (11.1) 6 (33.3) 

  White blood cell count decreased 4 (22.2) 0 0 1 (5.6 ) 3 (16.7) 

  Alanine aminotransferase increased 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Platelet count decreased 3 (16.7) 0 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Activated partial thromboplastin time 
prolonged 

2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Aspartate aminotransferase 
increased 

2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Blood creatinine increased 2 (11.1) 2 (11.1) 0 0 0 

  Gamma-glutamyltransferase 
increased 

2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Immunoglobulins decreased 2 (11.1) 0 1 (5.6 ) 0 1 (5.6 ) 

  Lymphocyte count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Neutrophil count decreased 2 (11.1) 0 0 0 2 (11.1) 

  Blood alkaline phosphatase 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood bilirubin increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood fibrinogen decreased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood fibrinogen increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood pressure increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood urea increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  C-reactive protein increased 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Chlamydia test positive 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Clostridium test positive 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Fungal test positive 1 (5.6 ) 0 0 1 (5.6 ) 0 

  International normalised ratio 
increased 

1 (5.6 ) 0 1 (5.6 ) 0 0 

  Monocyte count decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Prothrombin time prolonged 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Serum ferritin increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vitamin d decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 9 (50.0) 2 (11.1) 5 (27.8) 2 (11.1) 0 

  Hypomagnesaemia 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Hypokalaemia 4 (22.2) 4 (22.2) 0 0 0 

  Hypocalcaemia 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Hypophosphataemia 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Decreased appetite 2 (11.1) 2 (11.1) 0 0 0 

  Hyperglycaemia 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Hyperkalaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hyperphosphataemia 2 (11.1) 2 (11.1) 0 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Tumour lysis syndrome 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Dehydration 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Fluid overload 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Fluid retention 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypercalcaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyperferritinaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypermagnesaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypernatraemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypertriglyceridaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hyperuricaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypoalbuminaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hyponatraemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 10 (55.6) 3 (16.7) 6 (33.3) 1 (5.6 ) 0 

  Pain in extremity 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Arthralgia 3 (16.7) 0 3 (16.7) 0 0 

  Back pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Bone pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Myalgia 2 (11.1) 2 (11.1) 0 0 0 

  Joint effusion 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Muscular weakness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Osteoporosis 1 (5.6 ) 0 1 (5.6 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 4 (22.2) 0 0 2 (11.1) 2 (11.1) 

  Acute lymphocytic leukaemia 
recurrent 

2 (11.1) 0 0 0 2 (11.1) 

  Acute lymphocytic leukaemia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Neoplasm progression 1 (5.6 ) 0 0 1 (5.6 ) 0 

Nervous system disorders      

  -Total 11 (61.1) 3 (16.7) 2 (11.1) 4 (22.2) 2 (11.1) 

  Somnolence 5 (27.8) 1 (5.6 ) 1 (5.6 ) 3 (16.7) 0 

  Neuralgia 3 (16.7) 0 3 (16.7) 0 0 

  Dizziness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyskinesia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 0 0 0 1 (5.6 ) 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Head discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Headache 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hyperkinesia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Intracranial pressure increased 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Neurological symptom 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Neuropathy peripheral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Partial seizures 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Peripheral motor neuropathy 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Peripheral sensory neuropathy 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Seizure 1 (5.6 ) 1 (5.6 ) 0 0 0 

Product issues      

  -Total 2 (11.1) 0 1 (5.6 ) 0 1 (5.6 ) 

  Device occlusion 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Manufacturing product shipping issue 1 (5.6 ) 0 0 0 1 (5.6 ) 

Psychiatric disorders      

  -Total 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Insomnia 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Anxiety 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Confusional state 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Disorientation 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Initial insomnia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Restlessness 1 (5.6 ) 0 1 (5.6 ) 0 0 

Renal and urinary disorders      

  -Total 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Acute kidney injury 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Chromaturia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dysuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Haematuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Renal impairment 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Urinary retention 1 (5.6 ) 1 (5.6 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 2 (11.1) 2 (11.1) 0 0 0 

  Metrorrhagia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vulvovaginal dryness 1 (5.6 ) 1 (5.6 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  -Total 6 (33.3) 2 (11.1) 2 (11.1) 2 (11.1) 0 

  Cough 3 (16.7) 3 (16.7) 0 0 0 

  Epistaxis 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Hypoxia 2 (11.1) 0 2 (11.1) 0 0 

  Pleural effusion 2 (11.1) 0 2 (11.1) 0 0 

  Tachypnoea 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Dyspnoea 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyspnoea exertional 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Lung disorder 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Orthopnoea 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rhinorrhoea 1 (5.6 ) 1 (5.6 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 12 (66.7) 6 (33.3) 5 (27.8) 1 (5.6 ) 0 

  Rash 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Dry skin 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Erythema 3 (16.7) 3 (16.7) 0 0 0 

  Petechiae 3 (16.7) 3 (16.7) 0 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Ingrowing nail 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Toxic skin eruption 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Urticaria 2 (11.1) 0 2 (11.1) 0 0 

  Acne 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Alopecia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Decubitus ulcer 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Eczema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hangnail 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pruritus 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rash maculo-papular 1 (5.6 ) 1 (5.6 ) 0 0 0 

Vascular disorders      

  -Total 5 (27.8) 2 (11.1) 1 (5.6 ) 2 (11.1) 0 

  Hypotension 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Capillary leak syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pallor 1 (5.6 ) 0 1 (5.6 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 147b => Adverse events at anyti me post- enr ollment by pri mar y system organ cl ass, pr eferred term, maximum CTC grade and Gender (Enrolled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                       
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 147b 

Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and 

Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

44 (100) 0 3 (6.8 ) 8 (18.2) 33 (75.0) 

Blood and lymphatic system disorders      

  -Total 31 (70.5) 2 (4.5 ) 4 (9.1 ) 17 (38.6) 8 (18.2) 

  Anaemia 14 (31.8) 1 (2.3 ) 3 (6.8 ) 10 (22.7) 0 

  Febrile neutropenia 13 (29.5) 0 1 (2.3 ) 11 (25.0) 1 (2.3 ) 

  Neutropenia 9 (20.5) 2 (4.5 ) 1 (2.3 ) 2 (4.5 ) 4 (9.1 ) 

  Thrombocytopenia 9 (20.5) 0 4 (9.1 ) 2 (4.5 ) 3 (6.8 ) 

  Bone marrow failure 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Disseminated intravascular 
coagulation 

2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  B-cell aplasia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Coagulation factor deficiency 1 (2.3 ) 0 0 1 (2.3 ) 0 
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Grade 3 
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  Leukopenia 1 (2.3 ) 0 0 0 1 (2.3 ) 

Cardiac disorders      

  -Total 13 (29.5) 4 (9.1 ) 5 (11.4) 3 (6.8 ) 1 (2.3 ) 

  Tachycardia 5 (11.4) 0 4 (9.1 ) 1 (2.3 ) 0 

  Sinus bradycardia 4 (9.1 ) 4 (9.1 ) 0 0 0 

  Sinus tachycardia 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Bradycardia 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Left ventricular dysfunction 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Pericardial effusion 2 (4.5 ) 0 1 (2.3 ) 0 1 (2.3 ) 

  Bundle branch block left 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Cardiac discomfort 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Coronary artery dilatation 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Diastolic dysfunction 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pericarditis 1 (2.3 ) 0 1 (2.3 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase 
deficiency 

1 (2.3 ) 1 (2.3 ) 0 0 0 
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  Talipes 1 (2.3 ) 1 (2.3 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Ear pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

Endocrine disorders      

  -Total 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Cushingoid 1 (2.3 ) 1 (2.3 ) 0 0 0 

Eye disorders      

  -Total 9 (20.5) 4 (9.1 ) 3 (6.8 ) 2 (4.5 ) 0 

  Amaurosis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Astigmatism 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blepharospasm 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blindness unilateral 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Conjunctival haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Conjunctivitis allergic 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Diplopia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Dry eye 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Erythema of eyelid 1 (2.3 ) 1 (2.3 ) 0 0 0 
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  Eye pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hypermetropia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Keratitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Optic atrophy 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Periorbital disorder 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Vitreous opacities 1 (2.3 ) 1 (2.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 33 (75.0) 9 (20.5) 17 (38.6) 6 (13.6) 1 (2.3 ) 

  Nausea 21 (47.7) 10 (22.7) 11 (25.0) 0 0 

  Diarrhoea 14 (31.8) 7 (15.9) 6 (13.6) 1 (2.3 ) 0 

  Vomiting 11 (25.0) 8 (18.2) 3 (6.8 ) 0 0 

  Constipation 10 (22.7) 8 (18.2) 1 (2.3 ) 1 (2.3 ) 0 

  Abdominal pain 9 (20.5) 5 (11.4) 3 (6.8 ) 1 (2.3 ) 0 

  Stomatitis 6 (13.6) 3 (6.8 ) 3 (6.8 ) 0 0 

  Abdominal distension 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Abdominal pain upper 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Gingival bleeding 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Anal fissure 2 (4.5 ) 0 2 (4.5 ) 0 0 
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  Dental caries 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Dyspepsia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Gastrointestinal haemorrhage 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

  Hypoaesthesia oral 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Oral pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Paraesthesia oral 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Rectal haemorrhage 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Abdominal discomfort 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Abdominal pain lower 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Abdominal tenderness 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Anal fistula 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Anal haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Anal incontinence 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Anal pruritus 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gastrointestinal motility disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gastrointestinal pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Gingival swelling 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hyperaesthesia teeth 1 (2.3 ) 1 (2.3 ) 0 0 0 
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  Lip dry 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Lip haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Lip pain 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Lip swelling 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Oral mucosal erythema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Proctalgia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Rectal ulcer 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Retching 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Toothache 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Upper gastrointestinal haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 34 (77.3) 12 (27.3) 16 (36.4) 6 (13.6) 0 

  Pyrexia 24 (54.5) 7 (15.9) 12 (27.3) 5 (11.4) 0 

  Fatigue 11 (25.0) 7 (15.9) 4 (9.1 ) 0 0 

  Pain 6 (13.6) 2 (4.5 ) 4 (9.1 ) 0 0 

  Face oedema 4 (9.1 ) 3 (6.8 ) 0 1 (2.3 ) 0 

  Oedema peripheral 4 (9.1 ) 4 (9.1 ) 0 0 0 
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  Asthenia 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Catheter site erythema 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Catheter site pain 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Chills 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Localised oedema 3 (6.8 ) 1 (2.3 ) 1 (2.3 ) 1 (2.3 ) 0 

  Malaise 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Catheter site haemorrhage 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Gait disturbance 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Axillary pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Catheter site pruritus 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Non-cardiac chest pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Oedema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Vessel puncture site erythema 1 (2.3 ) 0 1 (2.3 ) 0 0 

Hepatobiliary disorders      

  -Total 8 (18.2) 3 (6.8 ) 1 (2.3 ) 3 (6.8 ) 1 (2.3 ) 

  Hepatocellular injury 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Cholestasis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Gallbladder oedema 1 (2.3 ) 1 (2.3 ) 0 0 0 
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  Hepatic steatosis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hepatosplenomegaly 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Hepatotoxicity 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Jaundice 1 (2.3 ) 1 (2.3 ) 0 0 0 

Immune system disorders      

  -Total 32 (72.7) 5 (11.4) 11 (25.0) 7 (15.9) 9 (20.5) 

  Cytokine release syndrome 29 (65.9) 7 (15.9) 7 (15.9) 6 (13.6) 9 (20.5) 

  Hypogammaglobulinaemia 10 (22.7) 2 (4.5 ) 8 (18.2) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

4 (9.1 ) 0 2 (4.5 ) 2 (4.5 ) 0 

  Allergy to immunoglobulin therapy 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Drug hypersensitivity 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Atopy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Cell-mediated immune deficiency 1 (2.3 ) 0 0 1 (2.3 ) 0 

Infections and infestations      

  -Total 33 (75.0) 3 (6.8 ) 7 (15.9) 17 (38.6) 6 (13.6) 

  Device related infection 5 (11.4) 0 2 (4.5 ) 3 (6.8 ) 0 

  Herpes zoster 5 (11.4) 0 4 (9.1 ) 1 (2.3 ) 0 
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  Nasopharyngitis 5 (11.4) 5 (11.4) 0 0 0 

  Pneumonia 4 (9.1 ) 0 1 (2.3 ) 3 (6.8 ) 0 

  Sepsis 4 (9.1 ) 0 0 1 (2.3 ) 3 (6.8 ) 

  Oral herpes 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Otitis media 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Bronchitis 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Candida infection 2 (4.5 ) 1 (2.3 ) 0 1 (2.3 ) 0 

  Cellulitis 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Enterovirus infection 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Gastroenteritis 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Neutropenic infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Paronychia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Rash pustular 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Respiratory syncytial virus infection 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Rhinitis 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Upper respiratory tract infection 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Anal fistula infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Aspergillus infection 1 (2.3 ) 0 0 1 (2.3 ) 0 
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  Atypical pneumonia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Bacterial infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Bacterial pyelonephritis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Central nervous system infection 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Cerebral fungal infection 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Conjunctivitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Croup infectious 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Enterococcal bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Escherichia bacteraemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Escherichia sepsis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Eye infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Folliculitis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Gastrointestinal infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Helminthic infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Herpes simplex 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Human herpesvirus 6 infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Impetigo 1 (2.3 ) 0 1 (2.3 ) 0 0 
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  Infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Influenza 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Laryngitis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Listeria sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Molluscum contagiosum 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Oral fungal infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Oral infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Otitis externa 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Otitis media acute 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Periorbital cellulitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Pneumonia haemophilus 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Respiratory tract infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Rhinovirus infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Septic shock 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Skin infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Staphylococcal bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Staphylococcal infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Streptococcal bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 
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  Systemic infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Tinea pedis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Tonsillitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Tooth infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Urinary tract infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Urinary tract infection viral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Vascular device infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Viral upper respiratory tract infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 13 (29.5) 5 (11.4) 5 (11.4) 3 (6.8 ) 0 

  Contusion 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Fall 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Allergic transfusion reaction 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Infusion related reaction 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Procedural pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Delayed serologic transfusion 
reaction 

1 (2.3 ) 0 1 (2.3 ) 0 0 

  Eye contusion 1 (2.3 ) 1 (2.3 ) 0 0 0 
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  Femoral neck fracture 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Ligament sprain 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Periorbital haematoma 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Post procedural haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Stoma site erythema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Stoma site haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Subcutaneous haematoma 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Thermal burn 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Transfusion reaction 1 (2.3 ) 1 (2.3 ) 0 0 0 

Investigations      

  -Total 27 (61.4) 2 (4.5 ) 5 (11.4) 4 (9.1 ) 16 (36.4) 

  Platelet count decreased 12 (27.3) 1 (2.3 ) 1 (2.3 ) 1 (2.3 ) 9 (20.5) 

  White blood cell count decreased 12 (27.3) 0 0 1 (2.3 ) 11 (25.0) 

  Neutrophil count decreased 10 (22.7) 0 0 0 10 (22.7) 

  Alanine aminotransferase increased 8 (18.2) 1 (2.3 ) 2 (4.5 ) 4 (9.1 ) 1 (2.3 ) 

  Aspartate aminotransferase 
increased 

6 (13.6) 1 (2.3 ) 2 (4.5 ) 2 (4.5 ) 1 (2.3 ) 

  C-reactive protein increased 5 (11.4) 1 (2.3 ) 3 (6.8 ) 1 (2.3 ) 0 
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  Immunoglobulins decreased 5 (11.4) 0 2 (4.5 ) 2 (4.5 ) 1 (2.3 ) 

  Blood bilirubin increased 4 (9.1 ) 2 (4.5 ) 1 (2.3 ) 0 1 (2.3 ) 

  Lymphocyte count decreased 4 (9.1 ) 0 0 2 (4.5 ) 2 (4.5 ) 

  Activated partial thromboplastin time 
prolonged 

3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Blood fibrinogen decreased 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Gamma-glutamyltransferase 
increased 

3 (6.8 ) 0 2 (4.5 ) 1 (2.3 ) 0 

  Serum ferritin increased 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Weight decreased 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Antithrombin iii decreased 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Blood alkaline phosphatase 
increased 

2 (4.5 ) 2 (4.5 ) 0 0 0 

  Blood creatinine increased 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  International normalised ratio 
increased 

2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Prothrombin time prolonged 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Urine output decreased 2 (4.5 ) 0 2 (4.5 ) 0 0 
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  Ammonia increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood chloride increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood potassium decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood pressure increased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood urea decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood urea increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood uric acid increased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood urine present 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Cardiac murmur 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Chlamydia test positive 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Cytomegalovirus test positive 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (2.3 ) 1 (2.3 ) 0 0 0 

  Fungal test positive 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Haemoglobin decreased 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Heart sounds abnormal 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Lipase increased 1 (2.3 ) 1 (2.3 ) 0 0 0 
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  Lymph node palpable 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Oxygen saturation decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Protein total decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Vitamin d decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 24 (54.5) 8 (18.2) 8 (18.2) 7 (15.9) 1 (2.3 ) 

  Hypokalaemia 12 (27.3) 6 (13.6) 1 (2.3 ) 5 (11.4) 0 

  Decreased appetite 11 (25.0) 9 (20.5) 0 2 (4.5 ) 0 

  Hypophosphataemia 8 (18.2) 5 (11.4) 1 (2.3 ) 2 (4.5 ) 0 

  Hyperuricaemia 7 (15.9) 7 (15.9) 0 0 0 

  Hypoalbuminaemia 7 (15.9) 2 (4.5 ) 4 (9.1 ) 1 (2.3 ) 0 

  Hypocalcaemia 7 (15.9) 3 (6.8 ) 3 (6.8 ) 0 1 (2.3 ) 

  Hypomagnesaemia 7 (15.9) 6 (13.6) 1 (2.3 ) 0 0 

  Hyperkalaemia 5 (11.4) 3 (6.8 ) 2 (4.5 ) 0 0 

  Hyperglycaemia 4 (9.1 ) 2 (4.5 ) 0 2 (4.5 ) 0 

  Dehydration 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Hypercalcaemia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Hyperphosphataemia 2 (4.5 ) 2 (4.5 ) 0 0 0 
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  Hyponatraemia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Tumour lysis syndrome 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

  Fluid overload 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Fluid retention 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hyperferritinaemia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hypermagnesaemia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hypernatraemia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hypertriglyceridaemia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Lactic acidosis 1 (2.3 ) 0 0 1 (2.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 18 (40.9) 5 (11.4) 10 (22.7) 3 (6.8 ) 0 

  Pain in extremity 8 (18.2) 5 (11.4) 3 (6.8 ) 0 0 

  Arthralgia 7 (15.9) 0 5 (11.4) 2 (4.5 ) 0 

  Back pain 5 (11.4) 2 (4.5 ) 2 (4.5 ) 1 (2.3 ) 0 

  Myalgia 5 (11.4) 4 (9.1 ) 1 (2.3 ) 0 0 

  Bone pain 3 (6.8 ) 0 3 (6.8 ) 0 0 

  Muscular weakness 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 
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  Neck pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Osteopenia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Joint stiffness 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Osteonecrosis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pain in jaw 1 (2.3 ) 1 (2.3 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 8 (18.2) 0 0 3 (6.8 ) 5 (11.4) 

  Acute lymphocytic leukaemia 
recurrent 

3 (6.8 ) 0 0 1 (2.3 ) 2 (4.5 ) 

  Acute lymphocytic leukaemia 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

  B precursor type acute leukaemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Leukaemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Neoplasm of orbit 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Neoplasm progression 1 (2.3 ) 0 0 1 (2.3 ) 0 

Nervous system disorders      

  -Total 24 (54.5) 5 (11.4) 10 (22.7) 8 (18.2) 1 (2.3 ) 

  Headache 10 (22.7) 4 (9.1 ) 5 (11.4) 1 (2.3 ) 0 

  Seizure 7 (15.9) 2 (4.5 ) 3 (6.8 ) 2 (4.5 ) 0 



  

  

1440 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Somnolence 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Tremor 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Depressed level of consciousness 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Dizziness 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Encephalopathy 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Intention tremor 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Lethargy 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Cerebral atrophy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Cerebral venous sinus thrombosis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Cranial nerve disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Dysgeusia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dyskinesia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Hemiparesis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hyperkinesia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hypoaesthesia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Intracranial pressure increased 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Leukoencephalopathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Nervous system disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 



  

  

1441 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neuralgia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Neurological decompensation 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Neurological symptom 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Neuropathy peripheral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Paraesthesia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Partial seizures 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Peripheral motor neuropathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.3 ) 0 0 1 (2.3 ) 0 

  Speech disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Status epilepticus 1 (2.3 ) 0 1 (2.3 ) 0 0 

Product issues      

  -Total 2 (4.5 ) 0 1 (2.3 ) 0 1 (2.3 ) 

  Device occlusion 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Manufacturing product shipping issue 1 (2.3 ) 0 0 0 1 (2.3 ) 

Psychiatric disorders      

  -Total 12 (27.3) 5 (11.4) 4 (9.1 ) 3 (6.8 ) 0 

  Agitation 4 (9.1 ) 0 3 (6.8 ) 1 (2.3 ) 0 



  

  

1442 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Confusional state 4 (9.1 ) 1 (2.3 ) 1 (2.3 ) 2 (4.5 ) 0 

  Anxiety 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Insomnia 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Delirium 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Abnormal behaviour 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Depression 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Disorientation 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Initial insomnia 1 (2.3 ) 1 (2.3 ) 0 0 0 

Renal and urinary disorders      

  -Total 15 (34.1) 6 (13.6) 6 (13.6) 2 (4.5 ) 1 (2.3 ) 

  Haematuria 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

  Acute kidney injury 4 (9.1 ) 0 1 (2.3 ) 2 (4.5 ) 1 (2.3 ) 

  Dysuria 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Polyuria 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Urinary retention 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Urinary tract disorder 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Chromaturia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Haemoglobinuria 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

1443 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nephropathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Proteinuria 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Urinary incontinence 1 (2.3 ) 1 (2.3 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Perineal rash 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Scrotal oedema 1 (2.3 ) 1 (2.3 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 18 (40.9) 3 (6.8 ) 6 (13.6) 7 (15.9) 2 (4.5 ) 

  Cough 10 (22.7) 8 (18.2) 2 (4.5 ) 0 0 

  Epistaxis 9 (20.5) 3 (6.8 ) 4 (9.1 ) 2 (4.5 ) 0 

  Hypoxia 7 (15.9) 1 (2.3 ) 2 (4.5 ) 3 (6.8 ) 1 (2.3 ) 

  Oropharyngeal pain 5 (11.4) 3 (6.8 ) 2 (4.5 ) 0 0 

  Tachypnoea 4 (9.1 ) 2 (4.5 ) 2 (4.5 ) 0 0 

  Pleural effusion 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Dyspnoea 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Nasal congestion 2 (4.5 ) 2 (4.5 ) 0 0 0 



  

  

1444 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Apnoea 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Atelectasis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dyspnoea exertional 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Lung disorder 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Orthopnoea 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pneumonia aspiration 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Pulmonary granuloma 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Rhinorrhoea 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Rhonchi 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Stridor 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Wheezing 1 (2.3 ) 0 1 (2.3 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 27 (61.4) 17 (38.6) 10 (22.7) 0 0 

  Rash 8 (18.2) 7 (15.9) 1 (2.3 ) 0 0 

  Dry skin 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

  Erythema 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

  Petechiae 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 



  

  

1445 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pruritus 5 (11.4) 4 (9.1 ) 1 (2.3 ) 0 0 

  Ingrowing nail 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 0 0 

  Urticaria 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 0 0 

  Alopecia 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Eczema 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Acne 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dermatitis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dermatitis acneiform 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hangnail 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hyperhidrosis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Papule 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Scab 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin discolouration 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin exfoliation 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin lesion 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin oedema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Toxic skin eruption 1 (2.3 ) 0 1 (2.3 ) 0 0 

Vascular disorders      



  

  

1446 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 18 (40.9) 6 (13.6) 4 (9.1 ) 7 (15.9) 1 (2.3 ) 

  Hypertension 8 (18.2) 3 (6.8 ) 2 (4.5 ) 3 (6.8 ) 0 

  Hypotension 7 (15.9) 4 (9.1 ) 0 2 (4.5 ) 1 (2.3 ) 

  Pallor 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Capillary leak syndrome 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Hot flush 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Jugular vein thrombosis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Lymphoedema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Vascular occlusion 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Venous thrombosis limb 1 (2.3 ) 0 1 (2.3 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 



  

  

1447 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t147_gd_b2001x.sas@@/main/1 25JUN21:16:40                                        Final 

 
  



  

  

1448 

 



  

  

1449 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 147b 

Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and 

Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

29 (96.7) 0 2 (6.7 ) 11 (36.7) 16 (53.3) 

Blood and lymphatic system disorders      

  -Total 19 (63.3) 1 (3.3 ) 1 (3.3 ) 13 (43.3) 4 (13.3) 

  Anaemia 8 (26.7) 2 (6.7 ) 0 6 (20.0) 0 

  Febrile neutropenia 7 (23.3) 1 (3.3 ) 0 6 (20.0) 0 

  Neutropenia 7 (23.3) 0 0 3 (10.0) 4 (13.3) 

  Thrombocytopenia 4 (13.3) 0 1 (3.3 ) 1 (3.3 ) 2 (6.7 ) 

  Bone marrow failure 3 (10.0) 0 0 3 (10.0) 0 

  B-cell aplasia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Disseminated intravascular 
coagulation 

1 (3.3 ) 0 1 (3.3 ) 0 0 

  Febrile bone marrow aplasia 1 (3.3 ) 0 0 1 (3.3 ) 0 



  

  

1450 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Leukocytosis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Lymphadenopathy 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Lymphopenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pancytopenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Splenomegaly 1 (3.3 ) 1 (3.3 ) 0 0 0 

Cardiac disorders      

  -Total 7 (23.3) 6 (20.0) 1 (3.3 ) 0 0 

  Tachycardia 6 (20.0) 6 (20.0) 0 0 0 

  Sinus tachycardia 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Cardiac hypertrophy 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Sinus bradycardia 1 (3.3 ) 1 (3.3 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 3 (10.0) 2 (6.7 ) 0 1 (3.3 ) 0 

  Ear pain 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Vertigo 1 (3.3 ) 0 0 1 (3.3 ) 0 

Endocrine disorders      

  -Total 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Adrenal insufficiency 1 (3.3 ) 0 1 (3.3 ) 0 0 



  

  

1451 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Cushingoid 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hypothyroidism 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (3.3 ) 1 (3.3 ) 0 0 0 

  Precocious puberty 1 (3.3 ) 1 (3.3 ) 0 0 0 

Eye disorders      

  -Total 5 (16.7) 4 (13.3) 1 (3.3 ) 0 0 

  Ocular hyperaemia 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Blepharitis 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Conjunctival haemorrhage 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Dry eye 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Eye pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Eye pruritus 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Lacrimation increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Ocular hypertension 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Vision blurred 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Visual impairment 1 (3.3 ) 1 (3.3 ) 0 0 0 

Gastrointestinal disorders      



  

  

1452 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 21 (70.0) 7 (23.3) 9 (30.0) 5 (16.7) 0 

  Nausea 8 (26.7) 2 (6.7 ) 5 (16.7) 1 (3.3 ) 0 

  Stomatitis 8 (26.7) 2 (6.7 ) 4 (13.3) 2 (6.7 ) 0 

  Diarrhoea 7 (23.3) 6 (20.0) 0 1 (3.3 ) 0 

  Vomiting 7 (23.3) 5 (16.7) 2 (6.7 ) 0 0 

  Constipation 6 (20.0) 3 (10.0) 3 (10.0) 0 0 

  Abdominal pain 3 (10.0) 0 3 (10.0) 0 0 

  Dental caries 3 (10.0) 2 (6.7 ) 0 1 (3.3 ) 0 

  Abdominal distension 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Abdominal pain upper 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Gingival bleeding 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Oral pain 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Anal fissure 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Anal fistula 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Aphthous ulcer 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Lip dry 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Mouth ulceration 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Periodontal disease 1 (3.3 ) 1 (3.3 ) 0 0 0 



  

  

1453 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Proctalgia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Subileus 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Toothache 1 (3.3 ) 0 1 (3.3 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 22 (73.3) 8 (26.7) 7 (23.3) 6 (20.0) 1 (3.3 ) 

  Pyrexia 18 (60.0) 7 (23.3) 6 (20.0) 5 (16.7) 0 

  Fatigue 5 (16.7) 3 (10.0) 2 (6.7 ) 0 0 

  Face oedema 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Facial pain 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Generalised oedema 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Oedema peripheral 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Pain 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Asthenia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Catheter site haemorrhage 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Chills 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Drug withdrawal syndrome 1 (3.3 ) 0 0 1 (3.3 ) 0 

  General physical health deterioration 1 (3.3 ) 0 1 (3.3 ) 0 0 



  

  

1454 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Localised oedema 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Malaise 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Mucosal inflammation 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Multiple organ dysfunction syndrome 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Non-cardiac chest pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

Hepatobiliary disorders      

  -Total 4 (13.3) 0 1 (3.3 ) 2 (6.7 ) 1 (3.3 ) 

  Hepatocellular injury 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Hepatic failure 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hepatotoxicity 1 (3.3 ) 0 0 0 1 (3.3 ) 

Immune system disorders      

  -Total 22 (73.3) 3 (10.0) 9 (30.0) 6 (20.0) 4 (13.3) 

  Cytokine release syndrome 18 (60.0) 5 (16.7) 6 (20.0) 3 (10.0) 4 (13.3) 

  Hypogammaglobulinaemia 11 (36.7) 4 (13.3) 5 (16.7) 2 (6.7 ) 0 

  Drug hypersensitivity 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (6.7 ) 0 0 2 (6.7 ) 0 

  Allergy to immunoglobulin therapy 1 (3.3 ) 0 1 (3.3 ) 0 0 



  

  

1455 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Anaphylactic reaction 1 (3.3 ) 0 0 1 (3.3 ) 0 

Infections and infestations      

  -Total 22 (73.3) 1 (3.3 ) 5 (16.7) 12 (40.0) 4 (13.3) 

  Upper respiratory tract infection 6 (20.0) 1 (3.3 ) 5 (16.7) 0 0 

  Nasopharyngitis 4 (13.3) 3 (10.0) 1 (3.3 ) 0 0 

  Pneumonia 4 (13.3) 1 (3.3 ) 0 2 (6.7 ) 1 (3.3 ) 

  Rhinitis 4 (13.3) 2 (6.7 ) 2 (6.7 ) 0 0 

  Bronchopulmonary aspergillosis 3 (10.0) 0 2 (6.7 ) 1 (3.3 ) 0 

  Sinusitis 3 (10.0) 0 1 (3.3 ) 2 (6.7 ) 0 

  Bacterial infection 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Otitis externa 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Parotitis 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Rash pustular 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Rhinovirus infection 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Sepsis 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

  Septic shock 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

  Alternaria infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Aspergillus infection 1 (3.3 ) 0 0 1 (3.3 ) 0 



  

  

1456 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Bacteraemia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Body tinea 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Candida infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Catheter site infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Cellulitis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Cellulitis orbital 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Central nervous system infection 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Clostridium difficile infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Conjunctivitis viral 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Cystitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Cytomegalovirus infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Device related infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Enterococcal infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Enterovirus infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Escherichia urinary tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Gastroenteritis 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Herpes zoster 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Infection 1 (3.3 ) 0 1 (3.3 ) 0 0 



  

  

1457 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Influenza 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Meningitis aseptic 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Mucosal infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Nail infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Neutropenic infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Oral candidiasis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Oral herpes 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Parainfluenzae virus infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Paronychia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Periorbital cellulitis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pharyngitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Pneumonia fungal 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pneumonia viral 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Post procedural infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pseudomembranous colitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Pseudomonas infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Rotavirus infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Staphylococcal infection 1 (3.3 ) 0 0 1 (3.3 ) 0 



  

  

1458 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Tooth abscess 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Varicella 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Vascular device infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Viral upper respiratory tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Vulvitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 6 (20.0) 2 (6.7 ) 3 (10.0) 1 (3.3 ) 0 

  Contusion 3 (10.0) 3 (10.0) 0 0 0 

  Allergic transfusion reaction 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Gastrostomy tube site complication 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Procedural pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Skin abrasion 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Splinter 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Toxicity to various agents 1 (3.3 ) 0 0 1 (3.3 ) 0 

Investigations      

  -Total 17 (56.7) 3 (10.0) 1 (3.3 ) 5 (16.7) 8 (26.7) 

  White blood cell count decreased 8 (26.7) 0 0 1 (3.3 ) 7 (23.3) 



  

  

1459 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Neutrophil count decreased 6 (20.0) 0 0 1 (3.3 ) 5 (16.7) 

  Platelet count decreased 5 (16.7) 0 1 (3.3 ) 2 (6.7 ) 2 (6.7 ) 

  Lymphocyte count decreased 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

  Alanine aminotransferase increased 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Aspartate aminotransferase 
increased 

2 (6.7 ) 2 (6.7 ) 0 0 0 

  Blood creatinine increased 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Blood fibrinogen decreased 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Activated partial thromboplastin time 
prolonged 

1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blood bilirubin increased 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Blood creatine phosphokinase 
increased 

1 (3.3 ) 0 0 0 1 (3.3 ) 

  Blood fibrinogen increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blood magnesium increased 1 (3.3 ) 0 0 1 (3.3 ) 0 

  C-reactive protein increased 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Chest x-ray abnormal 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Clostridium test positive 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Ejection fraction decreased 1 (3.3 ) 1 (3.3 ) 0 0 0 



  

  

1460 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Human rhinovirus test positive 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Influenza a virus test positive 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Monocyte count decreased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Oxygen saturation decreased 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Prothrombin time prolonged 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Weight decreased 1 (3.3 ) 0 1 (3.3 ) 0 0 

Metabolism and nutrition disorders      

  -Total 13 (43.3) 3 (10.0) 2 (6.7 ) 7 (23.3) 1 (3.3 ) 

  Hypokalaemia 6 (20.0) 1 (3.3 ) 1 (3.3 ) 4 (13.3) 0 

  Hypophosphataemia 4 (13.3) 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 

  Decreased appetite 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

  Hypocalcaemia 3 (10.0) 0 0 2 (6.7 ) 1 (3.3 ) 

  Dehydration 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Hyperglycaemia 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Hypoalbuminaemia 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Hypomagnesaemia 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Fluid overload 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Fluid retention 1 (3.3 ) 1 (3.3 ) 0 0 0 



  

  

1461 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Hyperferritinaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hyperkalaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hypernatraemia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hyperuricaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hyponatraemia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Iron overload 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Obesity 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Tumour lysis syndrome 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Vitamin d deficiency 1 (3.3 ) 1 (3.3 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 11 (36.7) 5 (16.7) 4 (13.3) 2 (6.7 ) 0 

  Arthralgia 4 (13.3) 0 4 (13.3) 0 0 

  Myalgia 4 (13.3) 4 (13.3) 0 0 0 

  Pain in extremity 4 (13.3) 0 4 (13.3) 0 0 

  Back pain 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

  Muscular weakness 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Bone pain 1 (3.3 ) 1 (3.3 ) 0 0 0 



  

  

1462 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Joint effusion 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Neck pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Osteoporosis 1 (3.3 ) 0 1 (3.3 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

  Acute lymphocytic leukaemia 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.3 ) 0 0 1 (3.3 ) 0 

Nervous system disorders      

  -Total 16 (53.3) 5 (16.7) 7 (23.3) 3 (10.0) 1 (3.3 ) 

  Headache 9 (30.0) 4 (13.3) 4 (13.3) 1 (3.3 ) 0 

  Somnolence 3 (10.0) 0 0 3 (10.0) 0 

  Neuralgia 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Seizure 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Cerebral haemorrhage 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Dizziness 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Dysarthria 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Dyskinesia 1 (3.3 ) 1 (3.3 ) 0 0 0 



  

  

1463 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Encephalopathy 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Facial paralysis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Head discomfort 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Intracranial pressure increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Lethargy 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Neuropathy peripheral 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Peripheral sensory neuropathy 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Subdural hygroma 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Tremor 1 (3.3 ) 1 (3.3 ) 0 0 0 

Psychiatric disorders      

  -Total 9 (30.0) 4 (13.3) 5 (16.7) 0 0 

  Insomnia 4 (13.3) 1 (3.3 ) 3 (10.0) 0 0 

  Anxiety 3 (10.0) 1 (3.3 ) 2 (6.7 ) 0 0 

  Irritability 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Agitation 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Disorientation 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hallucination 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Restlessness 1 (3.3 ) 0 1 (3.3 ) 0 0 



  

  

1464 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Renal and urinary disorders      

  -Total 8 (26.7) 4 (13.3) 1 (3.3 ) 3 (10.0) 0 

  Haematuria 5 (16.7) 3 (10.0) 0 2 (6.7 ) 0 

  Renal impairment 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Proteinuria 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Urinary incontinence 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Urinary retention 1 (3.3 ) 0 1 (3.3 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 5 (16.7) 3 (10.0) 1 (3.3 ) 1 (3.3 ) 0 

  Metrorrhagia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Ovarian failure 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Perineal pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Vulvovaginal dryness 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Vulvovaginal pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Vulvovaginal pruritus 1 (3.3 ) 1 (3.3 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 14 (46.7) 7 (23.3) 5 (16.7) 2 (6.7 ) 0 



  

  

1465 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Cough 7 (23.3) 4 (13.3) 3 (10.0) 0 0 

  Epistaxis 5 (16.7) 4 (13.3) 1 (3.3 ) 0 0 

  Hypoxia 4 (13.3) 2 (6.7 ) 0 2 (6.7 ) 0 

  Oropharyngeal pain 3 (10.0) 1 (3.3 ) 2 (6.7 ) 0 0 

  Rhinorrhoea 3 (10.0) 1 (3.3 ) 2 (6.7 ) 0 0 

  Nasal congestion 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Pharyngeal erythema 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Tachypnoea 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Dyspnoea 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Haemoptysis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Increased upper airway secretion 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Nasal septum perforation 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Pleural effusion 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Pneumothorax 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Productive cough 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Rhinalgia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Sinus pain 1 (3.3 ) 1 (3.3 ) 0 0 0 



  

  

1466 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Skin and subcutaneous tissue 
disorders 

     

  -Total 14 (46.7) 9 (30.0) 2 (6.7 ) 3 (10.0) 0 

  Rash 7 (23.3) 4 (13.3) 2 (6.7 ) 1 (3.3 ) 0 

  Pruritus 3 (10.0) 3 (10.0) 0 0 0 

  Erythema 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Ingrowing nail 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Rash maculo-papular 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Decubitus ulcer 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Dermatitis 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Dermatitis bullous 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Dry skin 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Eczema 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hangnail 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Papule 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Petechiae 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Skin lesion 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Skin ulcer 1 (3.3 ) 1 (3.3 ) 0 0 0 



  

  

1467 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Toxic skin eruption 1 (3.3 ) 0 0 1 (3.3 ) 0 

Vascular disorders      

  -Total 9 (30.0) 4 (13.3) 4 (13.3) 1 (3.3 ) 0 

  Hypertension 5 (16.7) 2 (6.7 ) 3 (10.0) 0 0 

  Hypotension 4 (13.3) 3 (10.0) 0 1 (3.3 ) 0 

  Pallor 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Embolism 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Flushing 1 (3.3 ) 1 (3.3 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 147c 

Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and 

Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 0 1 (100) 0 

Blood and lymphatic system disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Febrile neutropenia 1 (100) 0 0 1 (100) 0 

Gastrointestinal disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Dyspepsia 1 (100) 1 (100) 0 0 0 

  Stomatitis 1 (100) 0 1 (100) 0 0 

  Vomiting 1 (100) 0 1 (100) 0 0 

Immune system disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Cytokine release syndrome 1 (100) 0 0 1 (100) 0 



  

  

1469 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

  -Total 1 (100) 0 1 (100) 0 0 

  Paronychia 1 (100) 0 1 (100) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (100) 1 (100) 0 0 0 

  Fall 1 (100) 1 (100) 0 0 0 

Investigations      

  -Total 1 (100) 0 1 (100) 0 0 

  C-reactive protein increased 1 (100) 0 1 (100) 0 0 

  Immunoglobulins decreased 1 (100) 0 1 (100) 0 0 

  Urine output decreased 1 (100) 0 1 (100) 0 0 

Metabolism and nutrition disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Hypokalaemia 1 (100) 0 1 (100) 0 0 

  Hyponatraemia 1 (100) 0 1 (100) 0 0 

Nervous system disorders      

  -Total 1 (100) 1 (100) 0 0 0 



  

  

1470 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Leukoencephalopathy 1 (100) 1 (100) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (100) 1 (100) 0 0 0 

  Erythema 1 (100) 1 (100) 0 0 0 

  Rash 1 (100) 1 (100) 0 0 0 

Vascular disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Hypertension 1 (100) 0 0 1 (100) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 147c 

Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and 

Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

72 (98.6) 0 5 (6.8 ) 18 (24.7) 49 (67.1) 

Blood and lymphatic system disorders      

  -Total 49 (67.1) 3 (4.1 ) 5 (6.8 ) 29 (39.7) 12 (16.4) 

  Anaemia 22 (30.1) 3 (4.1 ) 3 (4.1 ) 16 (21.9) 0 

  Febrile neutropenia 19 (26.0) 1 (1.4 ) 1 (1.4 ) 16 (21.9) 1 (1.4 ) 

  Neutropenia 16 (21.9) 2 (2.7 ) 1 (1.4 ) 5 (6.8 ) 8 (11.0) 

  Thrombocytopenia 13 (17.8) 0 5 (6.8 ) 3 (4.1 ) 5 (6.8 ) 

  Bone marrow failure 6 (8.2 ) 0 1 (1.4 ) 5 (6.8 ) 0 

  Disseminated intravascular 
coagulation 

3 (4.1 ) 0 2 (2.7 ) 1 (1.4 ) 0 

  B-cell aplasia 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Coagulation factor deficiency 1 (1.4 ) 0 0 1 (1.4 ) 0 



  

  

1474 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Febrile bone marrow aplasia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Leukocytosis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Leukopenia 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Lymphadenopathy 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Lymphopenia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Pancytopenia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Splenomegaly 1 (1.4 ) 1 (1.4 ) 0 0 0 

Cardiac disorders      

  -Total 20 (27.4) 10 (13.7) 6 (8.2 ) 3 (4.1 ) 1 (1.4 ) 

  Tachycardia 11 (15.1) 6 (8.2 ) 4 (5.5 ) 1 (1.4 ) 0 

  Sinus tachycardia 6 (8.2 ) 5 (6.8 ) 1 (1.4 ) 0 0 

  Sinus bradycardia 5 (6.8 ) 5 (6.8 ) 0 0 0 

  Bradycardia 3 (4.1 ) 1 (1.4 ) 2 (2.7 ) 0 0 

  Left ventricular dysfunction 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Pericardial effusion 2 (2.7 ) 0 1 (1.4 ) 0 1 (1.4 ) 

  Bundle branch block left 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Cardiac discomfort 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Cardiac hypertrophy 1 (1.4 ) 0 1 (1.4 ) 0 0 



  

  

1475 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Coronary artery dilatation 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Diastolic dysfunction 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Pericarditis 1 (1.4 ) 0 1 (1.4 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase 
deficiency 

1 (1.4 ) 1 (1.4 ) 0 0 0 

  Talipes 1 (1.4 ) 1 (1.4 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 4 (5.5 ) 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 

  Ear pain 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Vertigo 1 (1.4 ) 0 0 1 (1.4 ) 0 

Endocrine disorders      

  -Total 3 (4.1 ) 1 (1.4 ) 2 (2.7 ) 0 0 

  Cushingoid 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Adrenal insufficiency 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Hypothyroidism 1 (1.4 ) 0 1 (1.4 ) 0 0 



  

  

1476 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Inappropriate antidiuretic hormone 
secretion 

1 (1.4 ) 1 (1.4 ) 0 0 0 

  Precocious puberty 1 (1.4 ) 1 (1.4 ) 0 0 0 

Eye disorders      

  -Total 14 (19.2) 8 (11.0) 4 (5.5 ) 2 (2.7 ) 0 

  Conjunctival haemorrhage 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Dry eye 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Eye pain 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Ocular hyperaemia 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Amaurosis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Astigmatism 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blepharitis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blepharospasm 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blindness unilateral 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Conjunctivitis allergic 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Diplopia 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Erythema of eyelid 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Eye pruritus 1 (1.4 ) 1 (1.4 ) 0 0 0 



  

  

1477 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypermetropia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Keratitis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Lacrimation increased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Ocular hypertension 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Optic atrophy 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Periorbital disorder 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Vision blurred 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Visual impairment 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Vitreous opacities 1 (1.4 ) 1 (1.4 ) 0 0 0 

Gastrointestinal disorders      

  -Total 53 (72.6) 16 (21.9) 25 (34.2) 11 (15.1) 1 (1.4 ) 

  Nausea 29 (39.7) 12 (16.4) 16 (21.9) 1 (1.4 ) 0 

  Diarrhoea 21 (28.8) 13 (17.8) 6 (8.2 ) 2 (2.7 ) 0 

  Vomiting 17 (23.3) 13 (17.8) 4 (5.5 ) 0 0 

  Constipation 16 (21.9) 11 (15.1) 4 (5.5 ) 1 (1.4 ) 0 

  Stomatitis 13 (17.8) 5 (6.8 ) 6 (8.2 ) 2 (2.7 ) 0 

  Abdominal pain 12 (16.4) 5 (6.8 ) 6 (8.2 ) 1 (1.4 ) 0 

  Abdominal distension 6 (8.2 ) 3 (4.1 ) 3 (4.1 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal pain upper 5 (6.8 ) 2 (2.7 ) 3 (4.1 ) 0 0 

  Dental caries 5 (6.8 ) 3 (4.1 ) 1 (1.4 ) 1 (1.4 ) 0 

  Gingival bleeding 5 (6.8 ) 3 (4.1 ) 2 (2.7 ) 0 0 

  Oral pain 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 0 0 

  Anal fissure 3 (4.1 ) 0 2 (2.7 ) 1 (1.4 ) 0 

  Anal fistula 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Gastrointestinal haemorrhage 2 (2.7 ) 0 0 1 (1.4 ) 1 (1.4 ) 

  Hypoaesthesia oral 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Lip dry 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Paraesthesia oral 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Proctalgia 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Rectal haemorrhage 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Toothache 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Abdominal discomfort 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Abdominal pain lower 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Abdominal tenderness 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Anal haemorrhage 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Anal incontinence 1 (1.4 ) 1 (1.4 ) 0 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal pruritus 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Aphthous ulcer 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Dyspepsia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Gastrointestinal motility disorder 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Gastrointestinal pain 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Gingival swelling 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Hyperaesthesia teeth 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Lip haemorrhage 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Lip pain 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Lip swelling 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Mouth ulceration 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Oral mucosal erythema 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Periodontal disease 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Rectal ulcer 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Retching 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Subileus 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Upper gastrointestinal haemorrhage 1 (1.4 ) 1 (1.4 ) 0 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

     

  -Total 56 (76.7) 20 (27.4) 23 (31.5) 12 (16.4) 1 (1.4 ) 

  Pyrexia 42 (57.5) 14 (19.2) 18 (24.7) 10 (13.7) 0 

  Fatigue 16 (21.9) 10 (13.7) 6 (8.2 ) 0 0 

  Pain 8 (11.0) 3 (4.1 ) 4 (5.5 ) 1 (1.4 ) 0 

  Face oedema 6 (8.2 ) 5 (6.8 ) 0 1 (1.4 ) 0 

  Oedema peripheral 6 (8.2 ) 5 (6.8 ) 1 (1.4 ) 0 0 

  Asthenia 4 (5.5 ) 4 (5.5 ) 0 0 0 

  Chills 4 (5.5 ) 1 (1.4 ) 3 (4.1 ) 0 0 

  Localised oedema 4 (5.5 ) 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 

  Malaise 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 0 0 

  Catheter site erythema 3 (4.1 ) 3 (4.1 ) 0 0 0 

  Catheter site haemorrhage 3 (4.1 ) 1 (1.4 ) 1 (1.4 ) 1 (1.4 ) 0 

  Catheter site pain 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Facial pain 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Gait disturbance 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Generalised oedema 2 (2.7 ) 0 2 (2.7 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Non-cardiac chest pain 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Axillary pain 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Catheter site pruritus 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Drug withdrawal syndrome 1 (1.4 ) 0 0 1 (1.4 ) 0 

  General physical health deterioration 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Mucosal inflammation 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Multiple organ dysfunction syndrome 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Oedema 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Vessel puncture site erythema 1 (1.4 ) 0 1 (1.4 ) 0 0 

Hepatobiliary disorders      

  -Total 12 (16.4) 3 (4.1 ) 2 (2.7 ) 5 (6.8 ) 2 (2.7 ) 

  Hepatocellular injury 4 (5.5 ) 0 0 4 (5.5 ) 0 

  Hepatotoxicity 2 (2.7 ) 0 1 (1.4 ) 0 1 (1.4 ) 

  Cholestasis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Gallbladder oedema 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hepatic failure 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Hepatic steatosis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hepatosplenomegaly 1 (1.4 ) 0 0 0 1 (1.4 ) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Jaundice 1 (1.4 ) 1 (1.4 ) 0 0 0 

Immune system disorders      

  -Total 53 (72.6) 8 (11.0) 20 (27.4) 12 (16.4) 13 (17.8) 

  Cytokine release syndrome 46 (63.0) 12 (16.4) 13 (17.8) 8 (11.0) 13 (17.8) 

  Hypogammaglobulinaemia 21 (28.8) 6 (8.2 ) 13 (17.8) 2 (2.7 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

6 (8.2 ) 0 2 (2.7 ) 4 (5.5 ) 0 

  Allergy to immunoglobulin therapy 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 0 0 

  Drug hypersensitivity 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 0 0 

  Anaphylactic reaction 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Atopy 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Cell-mediated immune deficiency 1 (1.4 ) 0 0 1 (1.4 ) 0 

Infections and infestations      

  -Total 54 (74.0) 4 (5.5 ) 11 (15.1) 29 (39.7) 10 (13.7) 

  Nasopharyngitis 9 (12.3) 8 (11.0) 1 (1.4 ) 0 0 

  Pneumonia 8 (11.0) 1 (1.4 ) 1 (1.4 ) 5 (6.8 ) 1 (1.4 ) 

  Upper respiratory tract infection 8 (11.0) 2 (2.7 ) 6 (8.2 ) 0 0 

  Device related infection 6 (8.2 ) 0 2 (2.7 ) 4 (5.5 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Herpes zoster 6 (8.2 ) 0 5 (6.8 ) 1 (1.4 ) 0 

  Rhinitis 6 (8.2 ) 4 (5.5 ) 2 (2.7 ) 0 0 

  Sepsis 6 (8.2 ) 0 0 2 (2.7 ) 4 (5.5 ) 

  Oral herpes 4 (5.5 ) 1 (1.4 ) 3 (4.1 ) 0 0 

  Rash pustular 4 (5.5 ) 4 (5.5 ) 0 0 0 

  Bacterial infection 3 (4.1 ) 0 1 (1.4 ) 2 (2.7 ) 0 

  Bronchopulmonary aspergillosis 3 (4.1 ) 0 2 (2.7 ) 1 (1.4 ) 0 

  Candida infection 3 (4.1 ) 1 (1.4 ) 0 2 (2.7 ) 0 

  Cellulitis 3 (4.1 ) 0 2 (2.7 ) 1 (1.4 ) 0 

  Enterovirus infection 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Gastroenteritis 3 (4.1 ) 3 (4.1 ) 0 0 0 

  Neutropenic infection 3 (4.1 ) 0 0 3 (4.1 ) 0 

  Otitis externa 3 (4.1 ) 1 (1.4 ) 1 (1.4 ) 1 (1.4 ) 0 

  Otitis media 3 (4.1 ) 3 (4.1 ) 0 0 0 

  Rhinovirus infection 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Septic shock 3 (4.1 ) 0 0 1 (1.4 ) 2 (2.7 ) 

  Sinusitis 3 (4.1 ) 0 1 (1.4 ) 2 (2.7 ) 0 

  Aspergillus infection 2 (2.7 ) 0 0 2 (2.7 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacteraemia 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Bronchitis 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Central nervous system infection 2 (2.7 ) 0 0 0 2 (2.7 ) 

  Infection 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Influenza 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

  Paronychia 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Parotitis 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

  Periorbital cellulitis 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Respiratory syncytial virus infection 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Staphylococcal infection 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Vascular device infection 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Viral upper respiratory tract infection 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Alternaria infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Anal fistula infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Atypical pneumonia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Bacterial pyelonephritis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Body tinea 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Catheter site infection 1 (1.4 ) 0 1 (1.4 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis orbital 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Cerebral fungal infection 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Clostridium difficile infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Conjunctivitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Conjunctivitis viral 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Croup infectious 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Cystitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Cytomegalovirus infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Enterococcal bacteraemia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Enterococcal infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Escherichia bacteraemia 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Escherichia sepsis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Escherichia urinary tract infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Eye infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Folliculitis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Gastrointestinal infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Helminthic infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Herpes simplex 1 (1.4 ) 1 (1.4 ) 0 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Human herpesvirus 6 infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Impetigo 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Laryngitis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Listeria sepsis 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Meningitis aseptic 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Molluscum contagiosum 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Mucosal infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Nail infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Oral candidiasis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Oral fungal infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Oral infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Otitis media acute 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Parainfluenzae virus infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Pharyngitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Pneumonia fungal 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Pneumonia haemophilus 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Pneumonia viral 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Post procedural infection 1 (1.4 ) 0 0 1 (1.4 ) 0 



  

  

1487 
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All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pseudomembranous colitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Pseudomonas infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Respiratory tract infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Rotavirus infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Skin infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Staphylococcal bacteraemia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Streptococcal bacteraemia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Systemic infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Tinea pedis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Tonsillitis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Tooth abscess 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Tooth infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Urinary tract infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Urinary tract infection viral 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Varicella 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Vulvitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

Injury, poisoning and procedural 
complications 
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All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 18 (24.7) 6 (8.2 ) 8 (11.0) 4 (5.5 ) 0 

  Contusion 6 (8.2 ) 6 (8.2 ) 0 0 0 

  Allergic transfusion reaction 3 (4.1 ) 0 2 (2.7 ) 1 (1.4 ) 0 

  Procedural pain 3 (4.1 ) 1 (1.4 ) 2 (2.7 ) 0 0 

  Fall 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Infusion related reaction 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Delayed serologic transfusion 
reaction 

1 (1.4 ) 0 1 (1.4 ) 0 0 

  Eye contusion 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Femoral neck fracture 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Gastrostomy tube site complication 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Ligament sprain 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Periorbital haematoma 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Post procedural haemorrhage 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Skin abrasion 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Splinter 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Stoma site erythema 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Stoma site haemorrhage 1 (1.4 ) 1 (1.4 ) 0 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Subcutaneous haematoma 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Thermal burn 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Toxicity to various agents 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Transfusion reaction 1 (1.4 ) 1 (1.4 ) 0 0 0 

Investigations      

  -Total 43 (58.9) 5 (6.8 ) 5 (6.8 ) 9 (12.3) 24 (32.9) 

  White blood cell count decreased 20 (27.4) 0 0 2 (2.7 ) 18 (24.7) 

  Platelet count decreased 17 (23.3) 1 (1.4 ) 2 (2.7 ) 3 (4.1 ) 11 (15.1) 

  Neutrophil count decreased 16 (21.9) 0 0 1 (1.4 ) 15 (20.5) 

  Alanine aminotransferase increased 10 (13.7) 3 (4.1 ) 2 (2.7 ) 4 (5.5 ) 1 (1.4 ) 

  Aspartate aminotransferase 
increased 

8 (11.0) 3 (4.1 ) 2 (2.7 ) 2 (2.7 ) 1 (1.4 ) 

  Lymphocyte count decreased 7 (9.6 ) 1 (1.4 ) 0 4 (5.5 ) 2 (2.7 ) 

  Blood bilirubin increased 5 (6.8 ) 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 1 (1.4 ) 

  Blood fibrinogen decreased 5 (6.8 ) 0 2 (2.7 ) 3 (4.1 ) 0 

  C-reactive protein increased 5 (6.8 ) 1 (1.4 ) 2 (2.7 ) 2 (2.7 ) 0 

  Activated partial thromboplastin time 
prolonged 

4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Blood creatinine increased 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 0 0 
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All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Immunoglobulins decreased 4 (5.5 ) 0 1 (1.4 ) 2 (2.7 ) 1 (1.4 ) 

  Weight decreased 4 (5.5 ) 1 (1.4 ) 3 (4.1 ) 0 0 

  Gamma-glutamyltransferase 
increased 

3 (4.1 ) 0 2 (2.7 ) 1 (1.4 ) 0 

  Prothrombin time prolonged 3 (4.1 ) 3 (4.1 ) 0 0 0 

  Serum ferritin increased 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Antithrombin iii decreased 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Blood alkaline phosphatase 
increased 

2 (2.7 ) 2 (2.7 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  International normalised ratio 
increased 

2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Oxygen saturation decreased 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Ammonia increased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blood chloride increased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blood creatine phosphokinase 
increased 

1 (1.4 ) 0 0 0 1 (1.4 ) 

  Blood fibrinogen increased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blood magnesium increased 1 (1.4 ) 0 0 1 (1.4 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood potassium decreased 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Blood pressure increased 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Blood urea decreased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blood urea increased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blood uric acid increased 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Blood urine present 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Cardiac murmur 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Chest x-ray abnormal 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Chlamydia test positive 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Clostridium test positive 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Cytomegalovirus test positive 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Ejection fraction decreased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (1.4 ) 1 (1.4 ) 0 0 0 

  Fungal test positive 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Haemoglobin decreased 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Heart sounds abnormal 1 (1.4 ) 1 (1.4 ) 0 0 0 
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All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Human rhinovirus test positive 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Influenza a virus test positive 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Lipase increased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Lymph node palpable 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Monocyte count decreased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Protein total decreased 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Urine output decreased 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Vitamin d decreased 1 (1.4 ) 1 (1.4 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 36 (49.3) 11 (15.1) 9 (12.3) 14 (19.2) 2 (2.7 ) 

  Hypokalaemia 17 (23.3) 7 (9.6 ) 1 (1.4 ) 9 (12.3) 0 

  Decreased appetite 14 (19.2) 11 (15.1) 1 (1.4 ) 2 (2.7 ) 0 

  Hypophosphataemia 12 (16.4) 7 (9.6 ) 2 (2.7 ) 3 (4.1 ) 0 

  Hypocalcaemia 10 (13.7) 3 (4.1 ) 3 (4.1 ) 2 (2.7 ) 2 (2.7 ) 

  Hypoalbuminaemia 9 (12.3) 3 (4.1 ) 5 (6.8 ) 1 (1.4 ) 0 

  Hypomagnesaemia 9 (12.3) 7 (9.6 ) 2 (2.7 ) 0 0 

  Hyperuricaemia 8 (11.0) 8 (11.0) 0 0 0 

  Hyperglycaemia 6 (8.2 ) 3 (4.1 ) 0 3 (4.1 ) 0 
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All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperkalaemia 6 (8.2 ) 4 (5.5 ) 2 (2.7 ) 0 0 

  Dehydration 4 (5.5 ) 1 (1.4 ) 1 (1.4 ) 2 (2.7 ) 0 

  Tumour lysis syndrome 3 (4.1 ) 1 (1.4 ) 0 1 (1.4 ) 1 (1.4 ) 

  Fluid overload 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Fluid retention 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Hypercalcaemia 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Hyperferritinaemia 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Hypernatraemia 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Hyperphosphataemia 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Hyponatraemia 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

  Hypermagnesaemia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hypertriglyceridaemia 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Iron overload 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Lactic acidosis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Obesity 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Vitamin d deficiency 1 (1.4 ) 1 (1.4 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 
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All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 29 (39.7) 10 (13.7) 14 (19.2) 5 (6.8 ) 0 

  Pain in extremity 12 (16.4) 5 (6.8 ) 7 (9.6 ) 0 0 

  Arthralgia 11 (15.1) 0 9 (12.3) 2 (2.7 ) 0 

  Myalgia 9 (12.3) 8 (11.0) 1 (1.4 ) 0 0 

  Back pain 8 (11.0) 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 

  Muscular weakness 5 (6.8 ) 2 (2.7 ) 2 (2.7 ) 1 (1.4 ) 0 

  Bone pain 4 (5.5 ) 1 (1.4 ) 3 (4.1 ) 0 0 

  Neck pain 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Osteopenia 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Joint effusion 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Joint stiffness 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Osteonecrosis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Osteoporosis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Pain in jaw 1 (1.4 ) 1 (1.4 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 10 (13.7) 0 0 4 (5.5 ) 6 (8.2 ) 

  Acute lymphocytic leukaemia 
recurrent 

4 (5.5 ) 0 0 2 (2.7 ) 2 (2.7 ) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 3 (4.1 ) 0 0 1 (1.4 ) 2 (2.7 ) 

  B precursor type acute leukaemia 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Leukaemia 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Neoplasm of orbit 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Neoplasm progression 1 (1.4 ) 0 0 1 (1.4 ) 0 

Nervous system disorders      

  -Total 39 (53.4) 9 (12.3) 17 (23.3) 11 (15.1) 2 (2.7 ) 

  Headache 19 (26.0) 8 (11.0) 9 (12.3) 2 (2.7 ) 0 

  Seizure 9 (12.3) 2 (2.7 ) 5 (6.8 ) 2 (2.7 ) 0 

  Somnolence 6 (8.2 ) 2 (2.7 ) 1 (1.4 ) 3 (4.1 ) 0 

  Tremor 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Dizziness 3 (4.1 ) 3 (4.1 ) 0 0 0 

  Encephalopathy 3 (4.1 ) 0 0 2 (2.7 ) 1 (1.4 ) 

  Lethargy 3 (4.1 ) 1 (1.4 ) 2 (2.7 ) 0 0 

  Neuralgia 3 (4.1 ) 0 3 (4.1 ) 0 0 

  Depressed level of consciousness 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Dyskinesia 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

  Intention tremor 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Intracranial pressure increased 2 (2.7 ) 1 (1.4 ) 0 0 1 (1.4 ) 

  Neuropathy peripheral 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Cerebral atrophy 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Cerebral haemorrhage 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Cerebral venous sinus thrombosis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Cranial nerve disorder 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Dysarthria 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Dysgeusia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Facial paralysis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Head discomfort 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hemiparesis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Hyperkinesia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hypoaesthesia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Nervous system disorder 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Neurological decompensation 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Neurological symptom 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Paraesthesia 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Partial seizures 1 (1.4 ) 1 (1.4 ) 0 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Peripheral motor neuropathy 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Peripheral sensory neuropathy 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (1.4 ) 0 0 1 (1.4 ) 0 

  Speech disorder 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Status epilepticus 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Subdural hygroma 1 (1.4 ) 0 1 (1.4 ) 0 0 

Product issues      

  -Total 2 (2.7 ) 0 1 (1.4 ) 0 1 (1.4 ) 

  Device occlusion 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Manufacturing product shipping issue 1 (1.4 ) 0 0 0 1 (1.4 ) 

Psychiatric disorders      

  -Total 21 (28.8) 9 (12.3) 9 (12.3) 3 (4.1 ) 0 

  Insomnia 7 (9.6 ) 3 (4.1 ) 4 (5.5 ) 0 0 

  Anxiety 6 (8.2 ) 2 (2.7 ) 4 (5.5 ) 0 0 

  Agitation 5 (6.8 ) 0 4 (5.5 ) 1 (1.4 ) 0 

  Confusional state 4 (5.5 ) 1 (1.4 ) 1 (1.4 ) 2 (2.7 ) 0 

  Delirium 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Disorientation 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Irritability 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Abnormal behaviour 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Depression 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Hallucination 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Initial insomnia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Restlessness 1 (1.4 ) 0 1 (1.4 ) 0 0 

Renal and urinary disorders      

  -Total 23 (31.5) 10 (13.7) 7 (9.6 ) 5 (6.8 ) 1 (1.4 ) 

  Haematuria 11 (15.1) 8 (11.0) 1 (1.4 ) 2 (2.7 ) 0 

  Acute kidney injury 4 (5.5 ) 0 1 (1.4 ) 2 (2.7 ) 1 (1.4 ) 

  Dysuria 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Urinary retention 3 (4.1 ) 1 (1.4 ) 2 (2.7 ) 0 0 

  Polyuria 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Proteinuria 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Renal impairment 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Urinary incontinence 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Urinary tract disorder 2 (2.7 ) 0 2 (2.7 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Chromaturia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Haemoglobinuria 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Nephropathy 1 (1.4 ) 1 (1.4 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 7 (9.6 ) 5 (6.8 ) 1 (1.4 ) 1 (1.4 ) 0 

  Metrorrhagia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Ovarian failure 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Perineal pain 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Perineal rash 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Scrotal oedema 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Vulvovaginal dryness 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Vulvovaginal pain 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Vulvovaginal pruritus 1 (1.4 ) 1 (1.4 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 32 (43.8) 10 (13.7) 11 (15.1) 9 (12.3) 2 (2.7 ) 

  Cough 17 (23.3) 12 (16.4) 5 (6.8 ) 0 0 

  Epistaxis 14 (19.2) 7 (9.6 ) 5 (6.8 ) 2 (2.7 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoxia 11 (15.1) 3 (4.1 ) 2 (2.7 ) 5 (6.8 ) 1 (1.4 ) 

  Oropharyngeal pain 8 (11.0) 4 (5.5 ) 4 (5.5 ) 0 0 

  Tachypnoea 6 (8.2 ) 3 (4.1 ) 3 (4.1 ) 0 0 

  Nasal congestion 4 (5.5 ) 4 (5.5 ) 0 0 0 

  Pleural effusion 4 (5.5 ) 1 (1.4 ) 3 (4.1 ) 0 0 

  Rhinorrhoea 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 0 0 

  Dyspnoea 3 (4.1 ) 1 (1.4 ) 2 (2.7 ) 0 0 

  Pharyngeal erythema 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Apnoea 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Atelectasis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Dyspnoea exertional 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Haemoptysis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Increased upper airway secretion 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Lung disorder 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Nasal septum perforation 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Orthopnoea 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Pneumonia aspiration 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Pneumothorax 1 (1.4 ) 1 (1.4 ) 0 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Productive cough 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Pulmonary granuloma 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Rhinalgia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Rhonchi 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Sinus pain 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Stridor 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Wheezing 1 (1.4 ) 0 1 (1.4 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 40 (54.8) 25 (34.2) 12 (16.4) 3 (4.1 ) 0 

  Rash 14 (19.2) 10 (13.7) 3 (4.1 ) 1 (1.4 ) 0 

  Pruritus 8 (11.0) 7 (9.6 ) 1 (1.4 ) 0 0 

  Dry skin 7 (9.6 ) 6 (8.2 ) 1 (1.4 ) 0 0 

  Erythema 7 (9.6 ) 6 (8.2 ) 1 (1.4 ) 0 0 

  Petechiae 7 (9.6 ) 6 (8.2 ) 1 (1.4 ) 0 0 

  Ingrowing nail 6 (8.2 ) 3 (4.1 ) 3 (4.1 ) 0 0 

  Urticaria 4 (5.5 ) 1 (1.4 ) 3 (4.1 ) 0 0 

  Alopecia 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Eczema 3 (4.1 ) 1 (1.4 ) 2 (2.7 ) 0 0 

  Dermatitis 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Hangnail 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Papule 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Rash maculo-papular 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

  Skin lesion 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Toxic skin eruption 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Acne 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Decubitus ulcer 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Dermatitis acneiform 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Dermatitis bullous 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hyperhidrosis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Scab 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Skin discolouration 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Skin exfoliation 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Skin oedema 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Skin ulcer 1 (1.4 ) 1 (1.4 ) 0 0 0 

Vascular disorders      



  

  

1503 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 26 (35.6) 10 (13.7) 8 (11.0) 7 (9.6 ) 1 (1.4 ) 

  Hypertension 12 (16.4) 5 (6.8 ) 5 (6.8 ) 2 (2.7 ) 0 

  Hypotension 11 (15.1) 7 (9.6 ) 0 3 (4.1 ) 1 (1.4 ) 

  Pallor 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Capillary leak syndrome 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Embolism 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Flushing 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hot flush 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Jugular vein thrombosis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Lymphoedema 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Vascular occlusion 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Venous thrombosis limb 1 (1.4 ) 0 1 (1.4 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t147_gd_b2001x.sas@@/main/1 25JUN21:16:40                                        Final 
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Tabl e 147d => Adverse events at anyti me post- enr ollment by pri mar y system organ cl ass, pr eferred term, maximum CTC grade and Region ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                       
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 147d 

Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and 

Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

52 (98.1) 0 4 (7.5 ) 17 (32.1) 31 (58.5) 

Blood and lymphatic system disorders      

  -Total 30 (56.6) 3 (5.7 ) 3 (5.7 ) 20 (37.7) 4 (7.5 ) 

  Febrile neutropenia 9 (17.0) 0 0 9 (17.0) 0 

  Neutropenia 9 (17.0) 2 (3.8 ) 1 (1.9 ) 3 (5.7 ) 3 (5.7 ) 

  Anaemia 7 (13.2) 3 (5.7 ) 2 (3.8 ) 2 (3.8 ) 0 

  Bone marrow failure 6 (11.3) 0 1 (1.9 ) 5 (9.4 ) 0 

  Thrombocytopenia 4 (7.5 ) 0 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 

  B-cell aplasia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Coagulation factor deficiency 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Disseminated intravascular 
coagulation 

1 (1.9 ) 0 0 1 (1.9 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Febrile bone marrow aplasia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Leukopenia 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Lymphopenia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Pancytopenia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Splenomegaly 1 (1.9 ) 1 (1.9 ) 0 0 0 

Cardiac disorders      

  -Total 9 (17.0) 5 (9.4 ) 2 (3.8 ) 2 (3.8 ) 0 

  Tachycardia 5 (9.4 ) 3 (5.7 ) 1 (1.9 ) 1 (1.9 ) 0 

  Bradycardia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Cardiac hypertrophy 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Coronary artery dilatation 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Diastolic dysfunction 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Left ventricular dysfunction 1 (1.9 ) 0 0 1 (1.9 ) 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Talipes 1 (1.9 ) 1 (1.9 ) 0 0 0 

Ear and labyrinth disorders      
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Vertigo 1 (1.9 ) 0 0 1 (1.9 ) 0 

Endocrine disorders      

  -Total 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Hypothyroidism 1 (1.9 ) 0 1 (1.9 ) 0 0 

Eye disorders      

  -Total 6 (11.3) 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 0 

  Amaurosis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Astigmatism 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Conjunctival haemorrhage 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Conjunctivitis allergic 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Dry eye 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Hypermetropia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Keratitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Optic atrophy 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Vitreous opacities 1 (1.9 ) 1 (1.9 ) 0 0 0 

Gastrointestinal disorders      

  -Total 33 (62.3) 12 (22.6) 14 (26.4) 6 (11.3) 1 (1.9 ) 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nausea 15 (28.3) 6 (11.3) 8 (15.1) 1 (1.9 ) 0 

  Diarrhoea 10 (18.9) 6 (11.3) 3 (5.7 ) 1 (1.9 ) 0 

  Vomiting 9 (17.0) 7 (13.2) 2 (3.8 ) 0 0 

  Stomatitis 7 (13.2) 3 (5.7 ) 2 (3.8 ) 2 (3.8 ) 0 

  Constipation 6 (11.3) 4 (7.5 ) 1 (1.9 ) 1 (1.9 ) 0 

  Abdominal pain upper 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 0 0 

  Dental caries 3 (5.7 ) 1 (1.9 ) 1 (1.9 ) 1 (1.9 ) 0 

  Toothache 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Abdominal pain 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Anal fissure 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Anal pruritus 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Aphthous ulcer 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Dyspepsia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Gastrointestinal pain 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Gingival swelling 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Lip pain 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Rectal haemorrhage 1 (1.9 ) 0 0 1 (1.9 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Subileus 1 (1.9 ) 0 1 (1.9 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 35 (66.0) 15 (28.3) 13 (24.5) 6 (11.3) 1 (1.9 ) 

  Pyrexia 26 (49.1) 12 (22.6) 9 (17.0) 5 (9.4 ) 0 

  Fatigue 4 (7.5 ) 2 (3.8 ) 2 (3.8 ) 0 0 

  Catheter site erythema 3 (5.7 ) 3 (5.7 ) 0 0 0 

  Pain 3 (5.7 ) 0 2 (3.8 ) 1 (1.9 ) 0 

  Asthenia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Catheter site haemorrhage 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Chills 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Drug withdrawal syndrome 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Face oedema 1 (1.9 ) 0 0 1 (1.9 ) 0 

  General physical health deterioration 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Localised oedema 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Multiple organ dysfunction syndrome 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Oedema 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Oedema peripheral 1 (1.9 ) 1 (1.9 ) 0 0 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vessel puncture site erythema 1 (1.9 ) 0 1 (1.9 ) 0 0 

Hepatobiliary disorders      

  -Total 8 (15.1) 1 (1.9 ) 2 (3.8 ) 5 (9.4 ) 0 

  Hepatocellular injury 4 (7.5 ) 0 0 4 (7.5 ) 0 

  Cholestasis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Hepatic failure 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Hepatic steatosis 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Hepatotoxicity 1 (1.9 ) 0 1 (1.9 ) 0 0 

Immune system disorders      

  -Total 36 (67.9) 5 (9.4 ) 14 (26.4) 7 (13.2) 10 (18.9) 

  Cytokine release syndrome 31 (58.5) 6 (11.3) 9 (17.0) 6 (11.3) 10 (18.9) 

  Hypogammaglobulinaemia 18 (34.0) 6 (11.3) 12 (22.6) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

4 (7.5 ) 0 1 (1.9 ) 3 (5.7 ) 0 

  Atopy 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Cell-mediated immune deficiency 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Drug hypersensitivity 1 (1.9 ) 0 1 (1.9 ) 0 0 

Infections and infestations      
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 38 (71.7) 3 (5.7 ) 9 (17.0) 19 (35.8) 7 (13.2) 

  Nasopharyngitis 7 (13.2) 6 (11.3) 1 (1.9 ) 0 0 

  Herpes zoster 6 (11.3) 0 5 (9.4 ) 1 (1.9 ) 0 

  Device related infection 4 (7.5 ) 0 2 (3.8 ) 2 (3.8 ) 0 

  Pneumonia 4 (7.5 ) 0 1 (1.9 ) 2 (3.8 ) 1 (1.9 ) 

  Rhinitis 4 (7.5 ) 2 (3.8 ) 2 (3.8 ) 0 0 

  Gastroenteritis 3 (5.7 ) 3 (5.7 ) 0 0 0 

  Neutropenic infection 3 (5.7 ) 0 0 3 (5.7 ) 0 

  Sepsis 3 (5.7 ) 0 0 1 (1.9 ) 2 (3.8 ) 

  Septic shock 3 (5.7 ) 0 0 1 (1.9 ) 2 (3.8 ) 

  Upper respiratory tract infection 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 0 0 

  Bacteraemia 2 (3.8 ) 0 0 2 (3.8 ) 0 

  Bronchitis 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Bronchopulmonary aspergillosis 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Candida infection 2 (3.8 ) 1 (1.9 ) 0 1 (1.9 ) 0 

  Central nervous system infection 2 (3.8 ) 0 0 0 2 (3.8 ) 

  Oral herpes 2 (3.8 ) 0 2 (3.8 ) 0 0 

  Otitis externa 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Otitis media 2 (3.8 ) 2 (3.8 ) 0 0 0 

  Sinusitis 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Aspergillus infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Bacterial infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Cellulitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Cellulitis orbital 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Cerebral fungal infection 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Cystitis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Cytomegalovirus infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Enterococcal bacteraemia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Escherichia sepsis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Escherichia urinary tract infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Eye infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Gastrointestinal infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Helminthic infection 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Human herpesvirus 6 infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Impetigo 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Infection 1 (1.9 ) 0 1 (1.9 ) 0 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Influenza 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Laryngitis 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Molluscum contagiosum 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Otitis media acute 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Paronychia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Parotitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Pneumonia haemophilus 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Pneumonia viral 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Post procedural infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Pseudomembranous colitis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Pseudomonas infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Respiratory syncytial virus infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Respiratory tract infection 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Rotavirus infection 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Staphylococcal bacteraemia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Staphylococcal infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Streptococcal bacteraemia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Systemic infection 1 (1.9 ) 0 0 1 (1.9 ) 0 



  

  

1514 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tinea pedis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Tonsillitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Tooth abscess 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Tooth infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Urinary tract infection 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Varicella 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Vascular device infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Vulvitis 1 (1.9 ) 0 1 (1.9 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 8 (15.1) 3 (5.7 ) 3 (5.7 ) 2 (3.8 ) 0 

  Allergic transfusion reaction 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Contusion 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Fall 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Femoral neck fracture 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Ligament sprain 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Periorbital haematoma 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Procedural pain 1 (1.9 ) 0 1 (1.9 ) 0 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Thermal burn 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Toxicity to various agents 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Transfusion reaction 1 (1.9 ) 1 (1.9 ) 0 0 0 

Investigations      

  -Total 24 (45.3) 3 (5.7 ) 4 (7.5 ) 7 (13.2) 10 (18.9) 

  White blood cell count decreased 9 (17.0) 0 0 0 9 (17.0) 

  Neutrophil count decreased 7 (13.2) 0 0 0 7 (13.2) 

  Platelet count decreased 7 (13.2) 1 (1.9 ) 2 (3.8 ) 3 (5.7 ) 1 (1.9 ) 

  Alanine aminotransferase increased 5 (9.4 ) 2 (3.8 ) 0 2 (3.8 ) 1 (1.9 ) 

  Aspartate aminotransferase 
increased 

5 (9.4 ) 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 1 (1.9 ) 

  C-reactive protein increased 5 (9.4 ) 0 3 (5.7 ) 2 (3.8 ) 0 

  Immunoglobulins decreased 5 (9.4 ) 0 2 (3.8 ) 2 (3.8 ) 1 (1.9 ) 

  Prothrombin time prolonged 3 (5.7 ) 3 (5.7 ) 0 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (1.9 ) 1 (1.9 ) 0 0 0 

  Antithrombin iii decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Blood bilirubin increased 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Blood creatinine increased 1 (1.9 ) 0 1 (1.9 ) 0 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood fibrinogen decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Blood magnesium increased 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Blood potassium decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Blood uric acid increased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Chest x-ray abnormal 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Clostridium test positive 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Cytomegalovirus test positive 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (1.9 ) 1 (1.9 ) 0 0 0 

  Haemoglobin decreased 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Lymph node palpable 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Lymphocyte count decreased 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Protein total decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Urine output decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Vitamin d decreased 1 (1.9 ) 1 (1.9 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 19 (35.8) 8 (15.1) 5 (9.4 ) 6 (11.3) 0 

  Hypokalaemia 6 (11.3) 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Decreased appetite 5 (9.4 ) 4 (7.5 ) 0 1 (1.9 ) 0 

  Hypoalbuminaemia 5 (9.4 ) 2 (3.8 ) 2 (3.8 ) 1 (1.9 ) 0 

  Hypophosphataemia 4 (7.5 ) 4 (7.5 ) 0 0 0 

  Hypocalcaemia 3 (5.7 ) 0 1 (1.9 ) 2 (3.8 ) 0 

  Dehydration 2 (3.8 ) 0 0 2 (3.8 ) 0 

  Fluid retention 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Hypomagnesaemia 2 (3.8 ) 2 (3.8 ) 0 0 0 

  Hyperferritinaemia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Hyperglycaemia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Hypernatraemia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Hyponatraemia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Tumour lysis syndrome 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Vitamin d deficiency 1 (1.9 ) 1 (1.9 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 14 (26.4) 7 (13.2) 6 (11.3) 1 (1.9 ) 0 

  Myalgia 4 (7.5 ) 3 (5.7 ) 1 (1.9 ) 0 0 

  Arthralgia 3 (5.7 ) 0 3 (5.7 ) 0 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bone pain 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 0 0 

  Back pain 2 (3.8 ) 2 (3.8 ) 0 0 0 

  Pain in extremity 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Joint effusion 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Joint stiffness 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Muscular weakness 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Osteonecrosis 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Osteopenia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Osteoporosis 1 (1.9 ) 0 1 (1.9 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 6 (11.3) 0 0 3 (5.7 ) 3 (5.7 ) 

  Acute lymphocytic leukaemia 3 (5.7 ) 0 0 1 (1.9 ) 2 (3.8 ) 

  Acute lymphocytic leukaemia 
recurrent 

3 (5.7 ) 0 0 2 (3.8 ) 1 (1.9 ) 

Nervous system disorders      

  -Total 25 (47.2) 7 (13.2) 11 (20.8) 6 (11.3) 1 (1.9 ) 

  Seizure 9 (17.0) 2 (3.8 ) 5 (9.4 ) 2 (3.8 ) 0 

  Headache 8 (15.1) 3 (5.7 ) 4 (7.5 ) 1 (1.9 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neuralgia 3 (5.7 ) 0 3 (5.7 ) 0 0 

  Somnolence 3 (5.7 ) 0 0 3 (5.7 ) 0 

  Tremor 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Cerebral atrophy 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Cerebral venous sinus thrombosis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Dysgeusia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Encephalopathy 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Hyperkinesia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Intention tremor 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Leukoencephalopathy 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Neurological decompensation 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Neuropathy peripheral 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Peripheral sensory neuropathy 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (1.9 ) 0 0 1 (1.9 ) 0 

  Status epilepticus 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Subdural hygroma 1 (1.9 ) 0 1 (1.9 ) 0 0 

Product issues      
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Device occlusion 1 (1.9 ) 0 1 (1.9 ) 0 0 

Psychiatric disorders      

  -Total 9 (17.0) 5 (9.4 ) 3 (5.7 ) 1 (1.9 ) 0 

  Insomnia 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 0 0 

  Disorientation 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Anxiety 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Delirium 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Depression 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Hallucination 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Initial insomnia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Irritability 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Restlessness 1 (1.9 ) 0 1 (1.9 ) 0 0 

Renal and urinary disorders      

  -Total 8 (15.1) 2 (3.8 ) 5 (9.4 ) 1 (1.9 ) 0 

  Dysuria 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Haematuria 2 (3.8 ) 1 (1.9 ) 0 1 (1.9 ) 0 

  Polyuria 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urinary tract disorder 2 (3.8 ) 0 2 (3.8 ) 0 0 

  Nephropathy 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Renal impairment 1 (1.9 ) 0 1 (1.9 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 3 (5.7 ) 2 (3.8 ) 0 1 (1.9 ) 0 

  Metrorrhagia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Ovarian failure 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Vulvovaginal pruritus 1 (1.9 ) 1 (1.9 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 15 (28.3) 8 (15.1) 4 (7.5 ) 2 (3.8 ) 1 (1.9 ) 

  Cough 5 (9.4 ) 3 (5.7 ) 2 (3.8 ) 0 0 

  Oropharyngeal pain 4 (7.5 ) 2 (3.8 ) 2 (3.8 ) 0 0 

  Hypoxia 3 (5.7 ) 2 (3.8 ) 0 1 (1.9 ) 0 

  Epistaxis 2 (3.8 ) 2 (3.8 ) 0 0 0 

  Dyspnoea 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Increased upper airway secretion 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Lung disorder 1 (1.9 ) 0 0 1 (1.9 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pharyngeal erythema 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Pleural effusion 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Pneumonia aspiration 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Pulmonary granuloma 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Stridor 1 (1.9 ) 0 1 (1.9 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 22 (41.5) 13 (24.5) 7 (13.2) 2 (3.8 ) 0 

  Rash 9 (17.0) 7 (13.2) 2 (3.8 ) 0 0 

  Erythema 5 (9.4 ) 4 (7.5 ) 1 (1.9 ) 0 0 

  Pruritus 4 (7.5 ) 3 (5.7 ) 1 (1.9 ) 0 0 

  Eczema 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 0 0 

  Hangnail 2 (3.8 ) 2 (3.8 ) 0 0 0 

  Ingrowing nail 2 (3.8 ) 0 2 (3.8 ) 0 0 

  Papule 2 (3.8 ) 2 (3.8 ) 0 0 0 

  Petechiae 2 (3.8 ) 2 (3.8 ) 0 0 0 

  Rash maculo-papular 2 (3.8 ) 1 (1.9 ) 0 1 (1.9 ) 0 

  Toxic skin eruption 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Decubitus ulcer 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Dermatitis 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Dermatitis acneiform 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Dry skin 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Skin discolouration 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Skin lesion 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Urticaria 1 (1.9 ) 0 1 (1.9 ) 0 0 

Vascular disorders      

  -Total 12 (22.6) 4 (7.5 ) 3 (5.7 ) 5 (9.4 ) 0 

  Hypertension 8 (15.1) 3 (5.7 ) 2 (3.8 ) 3 (5.7 ) 0 

  Hypotension 3 (5.7 ) 1 (1.9 ) 0 2 (3.8 ) 0 

  Hot flush 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Vascular occlusion 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Venous thrombosis limb 1 (1.9 ) 0 1 (1.9 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 



  

  

1524 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t147_gd_b2001x.sas@@/main/1 25JUN21:16:40                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 147d 

Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and 

Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

18 (100) 0 1 (5.6 ) 2 (11.1) 15 (83.3) 

Blood and lymphatic system disorders      

  -Total 17 (94.4) 0 2 (11.1) 8 (44.4) 7 (38.9) 

  Anaemia 13 (72.2) 0 1 (5.6 ) 12 (66.7) 0 

  Thrombocytopenia 9 (50.0) 0 3 (16.7) 2 (11.1) 4 (22.2) 

  Febrile neutropenia 8 (44.4) 1 (5.6 ) 1 (5.6 ) 5 (27.8) 1 (5.6 ) 

  Neutropenia 6 (33.3) 0 0 2 (11.1) 4 (22.2) 

  B-cell aplasia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Leukocytosis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Lymphadenopathy 1 (5.6 ) 0 1 (5.6 ) 0 0 

Cardiac disorders      

  -Total 11 (61.1) 5 (27.8) 4 (22.2) 1 (5.6 ) 1 (5.6 ) 



  

  

1527 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus tachycardia 6 (33.3) 5 (27.8) 1 (5.6 ) 0 0 

  Tachycardia 6 (33.3) 3 (16.7) 3 (16.7) 0 0 

  Sinus bradycardia 5 (27.8) 5 (27.8) 0 0 0 

  Bradycardia 2 (11.1) 0 2 (11.1) 0 0 

  Pericardial effusion 2 (11.1) 0 1 (5.6 ) 0 1 (5.6 ) 

  Bundle branch block left 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Cardiac discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Left ventricular dysfunction 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pericarditis 1 (5.6 ) 0 1 (5.6 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase 
deficiency 

1 (5.6 ) 1 (5.6 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Ear pain 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Endocrine disorders      

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cushingoid 2 (11.1) 2 (11.1) 0 0 0 

  Adrenal insufficiency 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Precocious puberty 1 (5.6 ) 1 (5.6 ) 0 0 0 

Eye disorders      

  -Total 7 (38.9) 5 (27.8) 2 (11.1) 0 0 

  Eye pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Ocular hyperaemia 2 (11.1) 2 (11.1) 0 0 0 

  Blepharospasm 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blindness unilateral 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Conjunctival haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Diplopia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Erythema of eyelid 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Eye pruritus 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lacrimation increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Periorbital disorder 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vision blurred 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Visual impairment 1 (5.6 ) 1 (5.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 18 (100) 4 (22.2) 9 (50.0) 5 (27.8) 0 

  Nausea 12 (66.7) 6 (33.3) 6 (33.3) 0 0 

  Abdominal pain 11 (61.1) 5 (27.8) 5 (27.8) 1 (5.6 ) 0 

  Diarrhoea 10 (55.6) 6 (33.3) 3 (16.7) 1 (5.6 ) 0 

  Constipation 9 (50.0) 6 (33.3) 3 (16.7) 0 0 

  Vomiting 9 (50.0) 6 (33.3) 3 (16.7) 0 0 

  Abdominal distension 6 (33.3) 3 (16.7) 3 (16.7) 0 0 

  Gingival bleeding 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Stomatitis 5 (27.8) 2 (11.1) 3 (16.7) 0 0 

  Oral pain 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Abdominal pain upper 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Anal fissure 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Anal fistula 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Dental caries 2 (11.1) 2 (11.1) 0 0 0 

  Hypoaesthesia oral 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Lip dry 2 (11.1) 2 (11.1) 0 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Paraesthesia oral 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Proctalgia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Abdominal discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Abdominal pain lower 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Abdominal tenderness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Anal haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Anal incontinence 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyspepsia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Gastrointestinal motility disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hyperaesthesia teeth 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lip haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lip swelling 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Mouth ulceration 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral mucosal erythema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Periodontal disease 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rectal haemorrhage 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Rectal ulcer 1 (5.6 ) 0 0 1 (5.6 ) 0 



  

  

1531 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Retching 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Upper gastrointestinal haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 18 (100) 4 (22.2) 10 (55.6) 4 (22.2) 0 

  Pyrexia 13 (72.2) 1 (5.6 ) 9 (50.0) 3 (16.7) 0 

  Fatigue 12 (66.7) 8 (44.4) 4 (22.2) 0 0 

  Face oedema 5 (27.8) 5 (27.8) 0 0 0 

  Oedema peripheral 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Pain 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Malaise 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Asthenia 3 (16.7) 3 (16.7) 0 0 0 

  Catheter site pain 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Chills 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Localised oedema 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Catheter site haemorrhage 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Facial pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Gait disturbance 2 (11.1) 2 (11.1) 0 0 0 



  

  

1532 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Generalised oedema 2 (11.1) 0 2 (11.1) 0 0 

  Non-cardiac chest pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Axillary pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Catheter site pruritus 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Mucosal inflammation 1 (5.6 ) 0 0 1 (5.6 ) 0 

Hepatobiliary disorders      

  -Total 3 (16.7) 2 (11.1) 0 0 1 (5.6 ) 

  Gallbladder oedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hepatosplenomegaly 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Jaundice 1 (5.6 ) 1 (5.6 ) 0 0 0 

Immune system disorders      

  -Total 15 (83.3) 3 (16.7) 6 (33.3) 5 (27.8) 1 (5.6 ) 

  Cytokine release syndrome 13 (72.2) 6 (33.3) 3 (16.7) 3 (16.7) 1 (5.6 ) 

  Allergy to immunoglobulin therapy 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Drug hypersensitivity 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Hypogammaglobulinaemia 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 



  

  

1533 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

  -Total 14 (77.8) 1 (5.6 ) 2 (11.1) 8 (44.4) 3 (16.7) 

  Pneumonia 4 (22.2) 1 (5.6 ) 0 3 (16.7) 0 

  Rash pustular 4 (22.2) 4 (22.2) 0 0 0 

  Enterovirus infection 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Rhinovirus infection 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Sepsis 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Upper respiratory tract infection 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Bacterial infection 2 (11.1) 0 0 2 (11.1) 0 

  Cellulitis 2 (11.1) 0 2 (11.1) 0 0 

  Device related infection 2 (11.1) 0 0 2 (11.1) 0 

  Nasopharyngitis 2 (11.1) 2 (11.1) 0 0 0 

  Oral herpes 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Periorbital cellulitis 2 (11.1) 0 0 2 (11.1) 0 

  Viral upper respiratory tract infection 2 (11.1) 0 2 (11.1) 0 0 

  Alternaria infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Anal fistula infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Aspergillus infection 1 (5.6 ) 0 0 1 (5.6 ) 0 



  

  

1534 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Atypical pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Bacterial pyelonephritis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Body tinea 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Candida infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Catheter site infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Clostridium difficile infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Conjunctivitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Conjunctivitis viral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Enterococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Escherichia bacteraemia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Folliculitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Herpes simplex 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Influenza 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Listeria sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Meningitis aseptic 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Mucosal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Nail infection 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

1535 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oral candidiasis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Oral fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Oral infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Otitis media 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Parainfluenzae virus infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Paronychia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pneumonia fungal 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Respiratory syncytial virus infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Rhinitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sinusitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Skin infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Staphylococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Urinary tract infection viral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vascular device infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 10 (55.6) 4 (22.2) 5 (27.8) 1 (5.6 ) 0 

  Contusion 5 (27.8) 5 (27.8) 0 0 0 



  

  

1536 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fall 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Infusion related reaction 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Procedural pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Allergic transfusion reaction 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Delayed serologic transfusion 
reaction 

1 (5.6 ) 0 1 (5.6 ) 0 0 

  Eye contusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gastrostomy tube site complication 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Post procedural haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Skin abrasion 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Splinter 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Stoma site erythema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Stoma site haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Subcutaneous haematoma 1 (5.6 ) 1 (5.6 ) 0 0 0 

Investigations      

  -Total 17 (94.4) 2 (11.1) 2 (11.1) 2 (11.1) 11 (61.1) 

  White blood cell count decreased 10 (55.6) 0 0 2 (11.1) 8 (44.4) 

  Platelet count decreased 8 (44.4) 0 0 0 8 (44.4) 



  

  

1537 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphocyte count decreased 6 (33.3) 0 0 4 (22.2) 2 (11.1) 

  Neutrophil count decreased 6 (33.3) 0 0 1 (5.6 ) 5 (27.8) 

  Alanine aminotransferase increased 5 (27.8) 1 (5.6 ) 2 (11.1) 2 (11.1) 0 

  Blood bilirubin increased 4 (22.2) 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 

  Activated partial thromboplastin time 
prolonged 

3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Aspartate aminotransferase 
increased 

3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Blood creatinine increased 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Gamma-glutamyltransferase 
increased 

3 (16.7) 0 2 (11.1) 1 (5.6 ) 0 

  Serum ferritin increased 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Weight decreased 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Blood alkaline phosphatase 
increased 

2 (11.1) 2 (11.1) 0 0 0 

  Blood fibrinogen decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Blood lactate dehydrogenase 
increased 

2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  International normalised ratio 
increased 

2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 



  

  

1538 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oxygen saturation decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Ammonia increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood chloride increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood fibrinogen increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood pressure increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood urea decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood urea increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood urine present 1 (5.6 ) 0 1 (5.6 ) 0 0 

  C-reactive protein increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Cardiac murmur 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Chlamydia test positive 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Ejection fraction decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Fungal test positive 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Heart sounds abnormal 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Human rhinovirus test positive 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Influenza a virus test positive 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Lipase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

1539 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Monocyte count decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 16 (88.9) 3 (16.7) 5 (27.8) 8 (44.4) 0 

  Hypokalaemia 10 (55.6) 4 (22.2) 0 6 (33.3) 0 

  Decreased appetite 9 (50.0) 7 (38.9) 1 (5.6 ) 1 (5.6 ) 0 

  Hypomagnesaemia 7 (38.9) 5 (27.8) 2 (11.1) 0 0 

  Hypophosphataemia 7 (38.9) 3 (16.7) 2 (11.1) 2 (11.1) 0 

  Hyperkalaemia 6 (33.3) 4 (22.2) 2 (11.1) 0 0 

  Hyperuricaemia 6 (33.3) 6 (33.3) 0 0 0 

  Hyperglycaemia 5 (27.8) 3 (16.7) 0 2 (11.1) 0 

  Hypocalcaemia 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Dehydration 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Fluid overload 2 (11.1) 0 2 (11.1) 0 0 

  Hypercalcaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hyperphosphataemia 2 (11.1) 2 (11.1) 0 0 0 

  Hypoalbuminaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hyperferritinaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypermagnesaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

1540 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypernatraemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypertriglyceridaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hyponatraemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Iron overload 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Lactic acidosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Obesity 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Tumour lysis syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 14 (77.8) 2 (11.1) 8 (44.4) 4 (22.2) 0 

  Pain in extremity 10 (55.6) 4 (22.2) 6 (33.3) 0 0 

  Arthralgia 8 (44.4) 0 6 (33.3) 2 (11.1) 0 

  Back pain 6 (33.3) 2 (11.1) 3 (16.7) 1 (5.6 ) 0 

  Muscular weakness 4 (22.2) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 0 

  Myalgia 4 (22.2) 4 (22.2) 0 0 0 

  Neck pain 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Bone pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Osteopenia 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

1541 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain in jaw 1 (5.6 ) 1 (5.6 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 4 (22.2) 0 0 1 (5.6 ) 3 (16.7) 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 0 0 0 1 (5.6 ) 

  B precursor type acute leukaemia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Leukaemia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Neoplasm of orbit 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Neoplasm progression 1 (5.6 ) 0 0 1 (5.6 ) 0 

Nervous system disorders      

  -Total 14 (77.8) 2 (11.1) 6 (33.3) 5 (27.8) 1 (5.6 ) 

  Headache 10 (55.6) 4 (22.2) 5 (27.8) 1 (5.6 ) 0 

  Dizziness 3 (16.7) 3 (16.7) 0 0 0 

  Lethargy 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Somnolence 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Depressed level of consciousness 2 (11.1) 0 0 2 (11.1) 0 

  Dyskinesia 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Encephalopathy 2 (11.1) 0 0 2 (11.1) 0 



  

  

1542 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Intracranial pressure increased 2 (11.1) 1 (5.6 ) 0 0 1 (5.6 ) 

  Tremor 2 (11.1) 2 (11.1) 0 0 0 

  Cerebral haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Cranial nerve disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Dysarthria 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Facial paralysis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Head discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hemiparesis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypoaesthesia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Intention tremor 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Nervous system disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Neurological symptom 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Neuropathy peripheral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Paraesthesia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Partial seizures 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Peripheral motor neuropathy 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Speech disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

Product issues      



  

  

1543 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Manufacturing product shipping issue 1 (5.6 ) 0 0 0 1 (5.6 ) 

Psychiatric disorders      

  -Total 11 (61.1) 3 (16.7) 6 (33.3) 2 (11.1) 0 

  Agitation 5 (27.8) 0 4 (22.2) 1 (5.6 ) 0 

  Anxiety 5 (27.8) 2 (11.1) 3 (16.7) 0 0 

  Confusional state 4 (22.2) 1 (5.6 ) 1 (5.6 ) 2 (11.1) 0 

  Insomnia 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Abnormal behaviour 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Delirium 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Irritability 1 (5.6 ) 1 (5.6 ) 0 0 0 

Renal and urinary disorders      

  -Total 13 (72.2) 7 (38.9) 2 (11.1) 4 (22.2) 0 

  Haematuria 8 (44.4) 6 (33.3) 1 (5.6 ) 1 (5.6 ) 0 

  Acute kidney injury 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Urinary retention 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Dysuria 2 (11.1) 2 (11.1) 0 0 0 

  Proteinuria 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 



  

  

1544 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urinary incontinence 2 (11.1) 2 (11.1) 0 0 0 

  Chromaturia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Haemoglobinuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Renal impairment 1 (5.6 ) 0 0 1 (5.6 ) 0 

Reproductive system and breast 
disorders 

     

  -Total 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Perineal pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Perineal rash 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Scrotal oedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vulvovaginal dryness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vulvovaginal pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 15 (83.3) 2 (11.1) 7 (38.9) 6 (33.3) 0 

  Epistaxis 12 (66.7) 5 (27.8) 5 (27.8) 2 (11.1) 0 

  Cough 11 (61.1) 9 (50.0) 2 (11.1) 0 0 

  Hypoxia 6 (33.3) 1 (5.6 ) 2 (11.1) 3 (16.7) 0 

  Tachypnoea 6 (33.3) 3 (16.7) 3 (16.7) 0 0 



  

  

1545 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nasal congestion 4 (22.2) 4 (22.2) 0 0 0 

  Oropharyngeal pain 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Rhinorrhoea 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Pleural effusion 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Dyspnoea 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Apnoea 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Atelectasis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyspnoea exertional 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Haemoptysis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Nasal septum perforation 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Orthopnoea 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pharyngeal erythema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pneumothorax 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Productive cough 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rhinalgia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rhonchi 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sinus pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Wheezing 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

1546 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Skin and subcutaneous tissue 
disorders 

     

  -Total 17 (94.4) 12 (66.7) 5 (27.8) 0 0 

  Dry skin 6 (33.3) 5 (27.8) 1 (5.6 ) 0 0 

  Petechiae 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Rash 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Ingrowing nail 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Alopecia 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Erythema 3 (16.7) 3 (16.7) 0 0 0 

  Pruritus 3 (16.7) 3 (16.7) 0 0 0 

  Urticaria 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Acne 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dermatitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dermatitis bullous 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyperhidrosis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Scab 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Skin lesion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Skin oedema 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

1547 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Skin ulcer 1 (5.6 ) 1 (5.6 ) 0 0 0 

Vascular disorders      

  -Total 14 (77.8) 6 (33.3) 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Hypotension 8 (44.4) 6 (33.3) 0 1 (5.6 ) 1 (5.6 ) 

  Hypertension 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Pallor 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Capillary leak syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Embolism 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Flushing 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Jugular vein thrombosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Lymphoedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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1549 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 147d 

Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and 

Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

3 (100) 0 0 0 3 (100) 

Blood and lymphatic system disorders      

  -Total 3 (100) 0 0 2 (66.7) 1 (33.3) 

  Febrile neutropenia 3 (100) 0 0 3 (100) 0 

  Anaemia 2 (66.7) 0 0 2 (66.7) 0 

  Disseminated intravascular 
coagulation 

2 (66.7) 0 2 (66.7) 0 0 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

Eye disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Blepharitis 1 (33.3) 1 (33.3) 0 0 0 



  

  

1550 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Dry eye 1 (33.3) 1 (33.3) 0 0 0 

  Ocular hypertension 1 (33.3) 0 1 (33.3) 0 0 

Gastrointestinal disorders      

  -Total 3 (100) 0 3 (100) 0 0 

  Nausea 2 (66.7) 0 2 (66.7) 0 0 

  Stomatitis 2 (66.7) 0 2 (66.7) 0 0 

  Constipation 1 (33.3) 1 (33.3) 0 0 0 

  Diarrhoea 1 (33.3) 1 (33.3) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 3 (100) 1 (33.3) 0 2 (66.7) 0 

  Pyrexia 3 (100) 1 (33.3) 0 2 (66.7) 0 

Hepatobiliary disorders      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Hepatotoxicity 1 (33.3) 0 0 0 1 (33.3) 

Immune system disorders      

  -Total 3 (100) 0 0 1 (33.3) 2 (66.7) 

  Cytokine release syndrome 3 (100) 0 1 (33.3) 0 2 (66.7) 



  

  

1551 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Anaphylactic reaction 1 (33.3) 0 0 1 (33.3) 0 

Infections and infestations      

  -Total 3 (100) 0 1 (33.3) 2 (66.7) 0 

  Upper respiratory tract infection 2 (66.7) 0 2 (66.7) 0 0 

  Bronchopulmonary aspergillosis 1 (33.3) 0 1 (33.3) 0 0 

  Croup infectious 1 (33.3) 0 0 1 (33.3) 0 

  Otitis externa 1 (33.3) 0 0 1 (33.3) 0 

  Paronychia 1 (33.3) 0 1 (33.3) 0 0 

  Parotitis 1 (33.3) 1 (33.3) 0 0 0 

  Pharyngitis 1 (33.3) 0 1 (33.3) 0 0 

  Rhinitis 1 (33.3) 1 (33.3) 0 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Allergic transfusion reaction 1 (33.3) 0 0 1 (33.3) 0 

Investigations      

  -Total 3 (100) 0 0 0 3 (100) 

  Neutrophil count decreased 3 (100) 0 0 0 3 (100) 



  

  

1552 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Blood fibrinogen decreased 2 (66.7) 0 0 2 (66.7) 0 

  Platelet count decreased 2 (66.7) 0 0 0 2 (66.7) 

  Antithrombin iii decreased 1 (33.3) 0 1 (33.3) 0 0 

  Blood creatine phosphokinase 
increased 

1 (33.3) 0 0 0 1 (33.3) 

  Urine output decreased 1 (33.3) 0 1 (33.3) 0 0 

  Weight decreased 1 (33.3) 0 1 (33.3) 0 0 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 2 (66.7) 0 0 0 2 (66.7) 

  Hyperuricaemia 2 (66.7) 2 (66.7) 0 0 0 

  Hypoalbuminaemia 2 (66.7) 0 2 (66.7) 0 0 

  Hypocalcaemia 2 (66.7) 0 0 0 2 (66.7) 

  Hypokalaemia 2 (66.7) 0 0 2 (66.7) 0 

  Hyponatraemia 1 (33.3) 0 0 1 (33.3) 0 

  Hypophosphataemia 1 (33.3) 0 0 1 (33.3) 0 

  Tumour lysis syndrome 1 (33.3) 0 0 0 1 (33.3) 

Musculoskeletal and connective tissue 
disorders 

     



  

  

1553 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Myalgia 1 (33.3) 1 (33.3) 0 0 0 

Nervous system disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Headache 1 (33.3) 1 (33.3) 0 0 0 

Psychiatric disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Insomnia 1 (33.3) 1 (33.3) 0 0 0 

Renal and urinary disorders      

  -Total 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Acute kidney injury 1 (33.3) 0 0 0 1 (33.3) 

  Haematuria 1 (33.3) 1 (33.3) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (66.7) 0 0 1 (33.3) 1 (33.3) 

  Hypoxia 2 (66.7) 0 0 1 (33.3) 1 (33.3) 

  Cough 1 (33.3) 0 1 (33.3) 0 0 

Skin and subcutaneous tissue 
disorders 

     



  

  

1554 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 2 (66.7) 1 (33.3) 0 1 (33.3) 0 

  Pruritus 1 (33.3) 1 (33.3) 0 0 0 

  Rash 1 (33.3) 0 0 1 (33.3) 0 

  Skin exfoliation 1 (33.3) 1 (33.3) 0 0 0 

Vascular disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypertension 1 (33.3) 0 1 (33.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 147e => Adverse events at anyti me post- enr ollment by pri mar y system organ cl ass, pr eferred term, maximum CTC grade and Prior  SCT  ther apy (Enrolled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                            
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 147e 

Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and 

Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

44 (97.8) 0 4 (8.9 ) 9 (20.0) 31 (68.9) 

Blood and lymphatic system disorders      

  -Total 30 (66.7) 3 (6.7 ) 3 (6.7 ) 17 (37.8) 7 (15.6) 

  Anaemia 13 (28.9) 3 (6.7 ) 1 (2.2 ) 9 (20.0) 0 

  Febrile neutropenia 10 (22.2) 1 (2.2 ) 0 8 (17.8) 1 (2.2 ) 

  Neutropenia 10 (22.2) 1 (2.2 ) 1 (2.2 ) 4 (8.9 ) 4 (8.9 ) 

  Thrombocytopenia 9 (20.0) 0 4 (8.9 ) 2 (4.4 ) 3 (6.7 ) 

  B-cell aplasia 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Bone marrow failure 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Leukopenia 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Lymphadenopathy 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Lymphopenia 1 (2.2 ) 0 0 1 (2.2 ) 0 



  

  

1556 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pancytopenia 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Splenomegaly 1 (2.2 ) 1 (2.2 ) 0 0 0 

Cardiac disorders      

  -Total 12 (26.7) 8 (17.8) 3 (6.7 ) 0 1 (2.2 ) 

  Tachycardia 6 (13.3) 4 (8.9 ) 2 (4.4 ) 0 0 

  Bradycardia 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 0 0 

  Sinus bradycardia 3 (6.7 ) 3 (6.7 ) 0 0 0 

  Sinus tachycardia 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Bundle branch block left 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Cardiac discomfort 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Diastolic dysfunction 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pericardial effusion 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Pericarditis 1 (2.2 ) 0 1 (2.2 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase 
deficiency 

1 (2.2 ) 1 (2.2 ) 0 0 0 

Ear and labyrinth disorders      



  

  

1557 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Ear pain 1 (2.2 ) 1 (2.2 ) 0 0 0 

Endocrine disorders      

  -Total 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Cushingoid 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hypothyroidism 1 (2.2 ) 0 1 (2.2 ) 0 0 

Eye disorders      

  -Total 7 (15.6) 5 (11.1) 1 (2.2 ) 1 (2.2 ) 0 

  Astigmatism 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Blepharospasm 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Blindness unilateral 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Dry eye 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Erythema of eyelid 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Eye pain 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Eye pruritus 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hypermetropia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Keratitis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Lacrimation increased 1 (2.2 ) 1 (2.2 ) 0 0 0 



  

  

1558 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ocular hyperaemia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Vision blurred 1 (2.2 ) 1 (2.2 ) 0 0 0 

Gastrointestinal disorders      

  -Total 31 (68.9) 9 (20.0) 18 (40.0) 3 (6.7 ) 1 (2.2 ) 

  Nausea 16 (35.6) 8 (17.8) 8 (17.8) 0 0 

  Constipation 12 (26.7) 9 (20.0) 3 (6.7 ) 0 0 

  Diarrhoea 10 (22.2) 7 (15.6) 3 (6.7 ) 0 0 

  Vomiting 10 (22.2) 8 (17.8) 2 (4.4 ) 0 0 

  Abdominal pain 8 (17.8) 4 (8.9 ) 4 (8.9 ) 0 0 

  Stomatitis 7 (15.6) 2 (4.4 ) 4 (8.9 ) 1 (2.2 ) 0 

  Abdominal pain upper 4 (8.9 ) 1 (2.2 ) 3 (6.7 ) 0 0 

  Abdominal distension 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Gingival bleeding 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Anal fissure 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Gastrointestinal haemorrhage 2 (4.4 ) 0 0 1 (2.2 ) 1 (2.2 ) 

  Oral pain 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Toothache 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Abdominal discomfort 1 (2.2 ) 1 (2.2 ) 0 0 0 



  

  

1559 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal pain lower 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Abdominal tenderness 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Anal fistula 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Anal pruritus 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Aphthous ulcer 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Dental caries 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Dyspepsia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Gastrointestinal motility disorder 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Hyperaesthesia teeth 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hypoaesthesia oral 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Lip dry 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Lip haemorrhage 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Mouth ulceration 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Oral mucosal erythema 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Paraesthesia oral 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Retching 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Subileus 1 (2.2 ) 0 1 (2.2 ) 0 0 



  

  

1560 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

     

  -Total 35 (77.8) 16 (35.6) 13 (28.9) 5 (11.1) 1 (2.2 ) 

  Pyrexia 26 (57.8) 11 (24.4) 9 (20.0) 6 (13.3) 0 

  Fatigue 11 (24.4) 6 (13.3) 5 (11.1) 0 0 

  Asthenia 4 (8.9 ) 4 (8.9 ) 0 0 0 

  Oedema peripheral 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 0 0 

  Pain 4 (8.9 ) 1 (2.2 ) 2 (4.4 ) 1 (2.2 ) 0 

  Catheter site haemorrhage 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 1 (2.2 ) 0 

  Chills 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 0 0 

  Catheter site erythema 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Face oedema 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Malaise 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Axillary pain 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Catheter site pain 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Facial pain 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Gait disturbance 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Generalised oedema 1 (2.2 ) 0 1 (2.2 ) 0 0 



  

  

1561 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Multiple organ dysfunction syndrome 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Vessel puncture site erythema 1 (2.2 ) 0 1 (2.2 ) 0 0 

Hepatobiliary disorders      

  -Total 5 (11.1) 1 (2.2 ) 1 (2.2 ) 3 (6.7 ) 0 

  Hepatocellular injury 3 (6.7 ) 0 0 3 (6.7 ) 0 

  Hepatic failure 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Jaundice 1 (2.2 ) 1 (2.2 ) 0 0 0 

Immune system disorders      

  -Total 30 (66.7) 3 (6.7 ) 16 (35.6) 6 (13.3) 5 (11.1) 

  Cytokine release syndrome 26 (57.8) 7 (15.6) 10 (22.2) 4 (8.9 ) 5 (11.1) 

  Hypogammaglobulinaemia 17 (37.8) 5 (11.1) 11 (24.4) 1 (2.2 ) 0 

  Allergy to immunoglobulin therapy 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Anaphylactic reaction 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Atopy 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Drug hypersensitivity 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.2 ) 0 1 (2.2 ) 0 0 

Infections and infestations      



  

  

1562 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 35 (77.8) 3 (6.7 ) 7 (15.6) 18 (40.0) 7 (15.6) 

  Nasopharyngitis 6 (13.3) 5 (11.1) 1 (2.2 ) 0 0 

  Pneumonia 6 (13.3) 1 (2.2 ) 1 (2.2 ) 4 (8.9 ) 0 

  Rhinitis 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 0 

  Upper respiratory tract infection 5 (11.1) 2 (4.4 ) 3 (6.7 ) 0 0 

  Sepsis 4 (8.9 ) 0 0 2 (4.4 ) 2 (4.4 ) 

  Device related infection 3 (6.7 ) 0 1 (2.2 ) 2 (4.4 ) 0 

  Herpes zoster 3 (6.7 ) 0 3 (6.7 ) 0 0 

  Otitis externa 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 1 (2.2 ) 0 

  Otitis media 3 (6.7 ) 3 (6.7 ) 0 0 0 

  Rash pustular 3 (6.7 ) 3 (6.7 ) 0 0 0 

  Bacterial infection 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Bronchitis 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Bronchopulmonary aspergillosis 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Cellulitis 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Central nervous system infection 2 (4.4 ) 0 0 0 2 (4.4 ) 

  Enterovirus infection 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Gastroenteritis 2 (4.4 ) 2 (4.4 ) 0 0 0 



  

  

1563 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Infection 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Neutropenic infection 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Oral herpes 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Periorbital cellulitis 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Septic shock 2 (4.4 ) 0 0 0 2 (4.4 ) 

  Atypical pneumonia 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Bacterial pyelonephritis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Candida infection 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Cerebral fungal infection 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Clostridium difficile infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Conjunctivitis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Conjunctivitis viral 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Cystitis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Cytomegalovirus infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Escherichia sepsis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Escherichia urinary tract infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Folliculitis 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Gastrointestinal infection 1 (2.2 ) 0 0 1 (2.2 ) 0 



  

  

1564 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Helminthic infection 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Herpes simplex 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Impetigo 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Laryngitis 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Listeria sepsis 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Molluscum contagiosum 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Oral candidiasis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Oral fungal infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Otitis media acute 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Paronychia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Parotitis 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pneumonia fungal 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Pneumonia haemophilus 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Pseudomembranous colitis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Respiratory syncytial virus infection 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Rhinovirus infection 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Sinusitis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Skin infection 1 (2.2 ) 1 (2.2 ) 0 0 0 



  

  

1565 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Staphylococcal infection 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Tinea pedis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Tooth abscess 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Tooth infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Urinary tract infection 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Varicella 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Viral upper respiratory tract infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Vulvitis 1 (2.2 ) 0 1 (2.2 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 9 (20.0) 4 (8.9 ) 4 (8.9 ) 1 (2.2 ) 0 

  Contusion 4 (8.9 ) 4 (8.9 ) 0 0 0 

  Procedural pain 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Allergic transfusion reaction 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Fall 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Ligament sprain 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Splinter 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Stoma site erythema 1 (2.2 ) 0 1 (2.2 ) 0 0 



  

  

1566 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Stoma site haemorrhage 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Subcutaneous haematoma 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Thermal burn 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Toxicity to various agents 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Transfusion reaction 1 (2.2 ) 1 (2.2 ) 0 0 0 

Investigations      

  -Total 27 (60.0) 3 (6.7 ) 2 (4.4 ) 5 (11.1) 17 (37.8) 

  White blood cell count decreased 13 (28.9) 0 0 0 13 (28.9) 

  Platelet count decreased 11 (24.4) 1 (2.2 ) 2 (4.4 ) 2 (4.4 ) 6 (13.3) 

  Neutrophil count decreased 10 (22.2) 0 0 0 10 (22.2) 

  Alanine aminotransferase increased 7 (15.6) 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 1 (2.2 ) 

  Aspartate aminotransferase 
increased 

6 (13.3) 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 1 (2.2 ) 

  C-reactive protein increased 4 (8.9 ) 1 (2.2 ) 1 (2.2 ) 2 (4.4 ) 0 

  Lymphocyte count decreased 4 (8.9 ) 1 (2.2 ) 0 2 (4.4 ) 1 (2.2 ) 

  Prothrombin time prolonged 3 (6.7 ) 3 (6.7 ) 0 0 0 

  Blood bilirubin increased 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Blood creatinine increased 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 



  

  

1567 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gamma-glutamyltransferase 
increased 

2 (4.4 ) 0 2 (4.4 ) 0 0 

  Immunoglobulins decreased 2 (4.4 ) 0 0 1 (2.2 ) 1 (2.2 ) 

  International normalised ratio 
increased 

2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Oxygen saturation decreased 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Weight decreased 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (2.2 ) 0 1 (2.2 ) 0 0 

  Blood alkaline phosphatase 
increased 

1 (2.2 ) 1 (2.2 ) 0 0 0 

  Blood fibrinogen increased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Blood pressure increased 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Blood urea decreased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Blood urea increased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Blood urine present 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Clostridium test positive 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Electrocardiogram qt prolonged 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Fungal test positive 1 (2.2 ) 0 0 1 (2.2 ) 0 



  

  

1568 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haemoglobin decreased 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Influenza a virus test positive 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Lipase increased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Monocyte count decreased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Serum ferritin increased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Vitamin d decreased 1 (2.2 ) 1 (2.2 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 19 (42.2) 7 (15.6) 5 (11.1) 7 (15.6) 0 

  Hypokalaemia 8 (17.8) 4 (8.9 ) 0 4 (8.9 ) 0 

  Decreased appetite 6 (13.3) 6 (13.3) 0 0 0 

  Hypophosphataemia 5 (11.1) 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 0 

  Hyperkalaemia 4 (8.9 ) 2 (4.4 ) 2 (4.4 ) 0 0 

  Hypomagnesaemia 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 0 0 

  Dehydration 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 1 (2.2 ) 0 

  Hyperglycaemia 3 (6.7 ) 2 (4.4 ) 0 1 (2.2 ) 0 

  Hyperuricaemia 3 (6.7 ) 3 (6.7 ) 0 0 0 

  Hypoalbuminaemia 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Hypocalcaemia 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 1 (2.2 ) 0 



  

  

1569 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tumour lysis syndrome 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 

  Fluid overload 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Fluid retention 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Hypermagnesaemia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hyperphosphataemia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hypertriglyceridaemia 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Hyponatraemia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Iron overload 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Vitamin d deficiency 1 (2.2 ) 1 (2.2 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 18 (40.0) 7 (15.6) 9 (20.0) 2 (4.4 ) 0 

  Pain in extremity 8 (17.8) 4 (8.9 ) 4 (8.9 ) 0 0 

  Arthralgia 5 (11.1) 0 4 (8.9 ) 1 (2.2 ) 0 

  Back pain 4 (8.9 ) 4 (8.9 ) 0 0 0 

  Myalgia 4 (8.9 ) 4 (8.9 ) 0 0 0 

  Bone pain 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 0 0 

  Muscular weakness 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 



  

  

1570 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Joint effusion 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Joint stiffness 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Neck pain 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Osteoporosis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Pain in jaw 1 (2.2 ) 1 (2.2 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 6 (13.3) 0 0 4 (8.9 ) 2 (4.4 ) 

  Acute lymphocytic leukaemia 
recurrent 

3 (6.7 ) 0 0 2 (4.4 ) 1 (2.2 ) 

  Acute lymphocytic leukaemia 1 (2.2 ) 0 0 1 (2.2 ) 0 

  B precursor type acute leukaemia 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Neoplasm progression 1 (2.2 ) 0 0 1 (2.2 ) 0 

Nervous system disorders      

  -Total 22 (48.9) 6 (13.3) 9 (20.0) 5 (11.1) 2 (4.4 ) 

  Headache 10 (22.2) 4 (8.9 ) 6 (13.3) 0 0 

  Somnolence 6 (13.3) 2 (4.4 ) 1 (2.2 ) 3 (6.7 ) 0 

  Seizure 5 (11.1) 1 (2.2 ) 2 (4.4 ) 2 (4.4 ) 0 

  Dizziness 2 (4.4 ) 2 (4.4 ) 0 0 0 



  

  

1571 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Encephalopathy 2 (4.4 ) 0 0 1 (2.2 ) 1 (2.2 ) 

  Intention tremor 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Neuralgia 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Depressed level of consciousness 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Dysgeusia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Head discomfort 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hemiparesis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Hyperkinesia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hypoaesthesia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Intracranial pressure increased 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Lethargy 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Partial seizures 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Peripheral motor neuropathy 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Peripheral sensory neuropathy 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Speech disorder 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Subdural hygroma 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Tremor 1 (2.2 ) 1 (2.2 ) 0 0 0 

Product issues      



  

  

1572 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (4.4 ) 0 1 (2.2 ) 0 1 (2.2 ) 

  Device occlusion 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Manufacturing product shipping issue 1 (2.2 ) 0 0 0 1 (2.2 ) 

Psychiatric disorders      

  -Total 10 (22.2) 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 

  Insomnia 5 (11.1) 2 (4.4 ) 3 (6.7 ) 0 0 

  Agitation 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Anxiety 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Confusional state 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 

  Delirium 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Abnormal behaviour 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Disorientation 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Restlessness 1 (2.2 ) 0 1 (2.2 ) 0 0 

Renal and urinary disorders      

  -Total 14 (31.1) 6 (13.3) 4 (8.9 ) 4 (8.9 ) 0 

  Haematuria 5 (11.1) 4 (8.9 ) 0 1 (2.2 ) 0 

  Dysuria 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 0 0 

  Acute kidney injury 2 (4.4 ) 0 0 2 (4.4 ) 0 



  

  

1573 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Polyuria 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Renal impairment 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Chromaturia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Haemoglobinuria 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Nephropathy 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Urinary incontinence 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Urinary retention 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Urinary tract disorder 1 (2.2 ) 0 1 (2.2 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 3 (6.7 ) 2 (4.4 ) 0 1 (2.2 ) 0 

  Ovarian failure 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Vulvovaginal dryness 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Vulvovaginal pruritus 1 (2.2 ) 1 (2.2 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 19 (42.2) 6 (13.3) 9 (20.0) 3 (6.7 ) 1 (2.2 ) 

  Epistaxis 10 (22.2) 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 

  Cough 9 (20.0) 6 (13.3) 3 (6.7 ) 0 0 



  

  

1574 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oropharyngeal pain 6 (13.3) 4 (8.9 ) 2 (4.4 ) 0 0 

  Hypoxia 5 (11.1) 1 (2.2 ) 2 (4.4 ) 2 (4.4 ) 0 

  Tachypnoea 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 0 0 

  Pleural effusion 3 (6.7 ) 0 3 (6.7 ) 0 0 

  Nasal congestion 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Pharyngeal erythema 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Rhinorrhoea 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Atelectasis 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Dyspnoea 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Dyspnoea exertional 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Haemoptysis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Increased upper airway secretion 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Orthopnoea 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pneumonia aspiration 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Pneumothorax 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Rhonchi 1 (2.2 ) 1 (2.2 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     



  

  

1575 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 22 (48.9) 13 (28.9) 8 (17.8) 1 (2.2 ) 0 

  Rash 9 (20.0) 7 (15.6) 2 (4.4 ) 0 0 

  Dry skin 6 (13.3) 5 (11.1) 1 (2.2 ) 0 0 

  Erythema 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 0 

  Petechiae 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 0 

  Ingrowing nail 4 (8.9 ) 2 (4.4 ) 2 (4.4 ) 0 0 

  Pruritus 4 (8.9 ) 4 (8.9 ) 0 0 0 

  Alopecia 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Urticaria 3 (6.7 ) 0 3 (6.7 ) 0 0 

  Eczema 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Hangnail 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Rash maculo-papular 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 

  Skin lesion 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Acne 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Decubitus ulcer 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Dermatitis 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Papule 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Skin discolouration 1 (2.2 ) 1 (2.2 ) 0 0 0 



  

  

1576 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Skin oedema 1 (2.2 ) 1 (2.2 ) 0 0 0 

Vascular disorders      

  -Total 14 (31.1) 4 (8.9 ) 4 (8.9 ) 5 (11.1) 1 (2.2 ) 

  Hypertension 6 (13.3) 3 (6.7 ) 3 (6.7 ) 0 0 

  Hypotension 6 (13.3) 2 (4.4 ) 0 3 (6.7 ) 1 (2.2 ) 

  Pallor 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 0 0 

  Capillary leak syndrome 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Jugular vein thrombosis 1 (2.2 ) 0 0 1 (2.2 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t147_gd_b2001x.sas@@/main/1 25JUN21:16:40                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 147e 

Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and 

Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

29 (100) 0 1 (3.4 ) 10 (34.5) 18 (62.1) 

Blood and lymphatic system disorders      

  -Total 20 (69.0) 0 2 (6.9 ) 13 (44.8) 5 (17.2) 

  Febrile neutropenia 10 (34.5) 0 1 (3.4 ) 9 (31.0) 0 

  Anaemia 9 (31.0) 0 2 (6.9 ) 7 (24.1) 0 

  Neutropenia 6 (20.7) 1 (3.4 ) 0 1 (3.4 ) 4 (13.8) 

  Bone marrow failure 4 (13.8) 0 1 (3.4 ) 3 (10.3) 0 

  Thrombocytopenia 4 (13.8) 0 1 (3.4 ) 1 (3.4 ) 2 (6.9 ) 

  Disseminated intravascular 
coagulation 

3 (10.3) 0 2 (6.9 ) 1 (3.4 ) 0 

  Coagulation factor deficiency 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Febrile bone marrow aplasia 1 (3.4 ) 0 0 1 (3.4 ) 0 



  

  

1579 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Leukocytosis 1 (3.4 ) 0 1 (3.4 ) 0 0 

Cardiac disorders      

  -Total 8 (27.6) 2 (6.9 ) 3 (10.3) 3 (10.3) 0 

  Tachycardia 5 (17.2) 2 (6.9 ) 2 (6.9 ) 1 (3.4 ) 0 

  Sinus tachycardia 3 (10.3) 3 (10.3) 0 0 0 

  Left ventricular dysfunction 2 (6.9 ) 0 0 2 (6.9 ) 0 

  Sinus bradycardia 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Cardiac hypertrophy 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Coronary artery dilatation 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Pericardial effusion 1 (3.4 ) 0 1 (3.4 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Talipes 1 (3.4 ) 1 (3.4 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 3 (10.3) 1 (3.4 ) 1 (3.4 ) 1 (3.4 ) 0 

  Ear pain 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Vertigo 1 (3.4 ) 0 0 1 (3.4 ) 0 



  

  

1580 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Endocrine disorders      

  -Total 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Adrenal insufficiency 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cushingoid 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (3.4 ) 1 (3.4 ) 0 0 0 

  Precocious puberty 1 (3.4 ) 1 (3.4 ) 0 0 0 

Eye disorders      

  -Total 7 (24.1) 3 (10.3) 3 (10.3) 1 (3.4 ) 0 

  Conjunctival haemorrhage 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Amaurosis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Blepharitis 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Conjunctivitis allergic 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Diplopia 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Dry eye 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Eye pain 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Ocular hyperaemia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Ocular hypertension 1 (3.4 ) 0 1 (3.4 ) 0 0 



  

  

1581 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Optic atrophy 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Periorbital disorder 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Visual impairment 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Vitreous opacities 1 (3.4 ) 1 (3.4 ) 0 0 0 

Gastrointestinal disorders      

  -Total 23 (79.3) 7 (24.1) 8 (27.6) 8 (27.6) 0 

  Nausea 13 (44.8) 4 (13.8) 8 (27.6) 1 (3.4 ) 0 

  Diarrhoea 11 (37.9) 6 (20.7) 3 (10.3) 2 (6.9 ) 0 

  Vomiting 8 (27.6) 5 (17.2) 3 (10.3) 0 0 

  Stomatitis 7 (24.1) 3 (10.3) 3 (10.3) 1 (3.4 ) 0 

  Abdominal pain 4 (13.8) 1 (3.4 ) 2 (6.9 ) 1 (3.4 ) 0 

  Constipation 4 (13.8) 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 

  Dental caries 4 (13.8) 3 (10.3) 0 1 (3.4 ) 0 

  Abdominal distension 3 (10.3) 1 (3.4 ) 2 (6.9 ) 0 0 

  Gingival bleeding 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Oral pain 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Proctalgia 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Rectal haemorrhage 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 



  

  

1582 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal pain upper 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Anal fissure 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Anal fistula 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Anal haemorrhage 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Anal incontinence 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Dyspepsia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Gastrointestinal pain 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Gingival swelling 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Hypoaesthesia oral 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Lip dry 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Lip pain 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Lip swelling 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Paraesthesia oral 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Periodontal disease 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Rectal ulcer 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Upper gastrointestinal haemorrhage 1 (3.4 ) 1 (3.4 ) 0 0 0 

General disorders and administration 
site conditions 

     



  

  

1583 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 21 (72.4) 4 (13.8) 10 (34.5) 7 (24.1) 0 

  Pyrexia 16 (55.2) 3 (10.3) 9 (31.0) 4 (13.8) 0 

  Fatigue 5 (17.2) 4 (13.8) 1 (3.4 ) 0 0 

  Face oedema 4 (13.8) 3 (10.3) 0 1 (3.4 ) 0 

  Localised oedema 4 (13.8) 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 

  Pain 4 (13.8) 2 (6.9 ) 2 (6.9 ) 0 0 

  Catheter site pain 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Malaise 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Non-cardiac chest pain 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Oedema peripheral 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Catheter site erythema 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Catheter site pruritus 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Chills 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Drug withdrawal syndrome 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Facial pain 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Gait disturbance 1 (3.4 ) 1 (3.4 ) 0 0 0 

  General physical health deterioration 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Generalised oedema 1 (3.4 ) 0 1 (3.4 ) 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Mucosal inflammation 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Oedema 1 (3.4 ) 0 1 (3.4 ) 0 0 

Hepatobiliary disorders      

  -Total 7 (24.1) 2 (6.9 ) 1 (3.4 ) 2 (6.9 ) 2 (6.9 ) 

  Hepatotoxicity 2 (6.9 ) 0 1 (3.4 ) 0 1 (3.4 ) 

  Cholestasis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Gallbladder oedema 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Hepatic steatosis 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Hepatocellular injury 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Hepatosplenomegaly 1 (3.4 ) 0 0 0 1 (3.4 ) 

Immune system disorders      

  -Total 24 (82.8) 5 (17.2) 4 (13.8) 7 (24.1) 8 (27.6) 

  Cytokine release syndrome 21 (72.4) 5 (17.2) 3 (10.3) 5 (17.2) 8 (27.6) 

  Haemophagocytic 
lymphohistiocytosis 

5 (17.2) 0 1 (3.4 ) 4 (13.8) 0 

  Hypogammaglobulinaemia 4 (13.8) 1 (3.4 ) 2 (6.9 ) 1 (3.4 ) 0 

  Drug hypersensitivity 3 (10.3) 1 (3.4 ) 2 (6.9 ) 0 0 

  Allergy to immunoglobulin therapy 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 



  

  

1585 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cell-mediated immune deficiency 1 (3.4 ) 0 0 1 (3.4 ) 0 

Infections and infestations      

  -Total 20 (69.0) 1 (3.4 ) 5 (17.2) 11 (37.9) 3 (10.3) 

  Device related infection 3 (10.3) 0 1 (3.4 ) 2 (6.9 ) 0 

  Herpes zoster 3 (10.3) 0 2 (6.9 ) 1 (3.4 ) 0 

  Nasopharyngitis 3 (10.3) 3 (10.3) 0 0 0 

  Upper respiratory tract infection 3 (10.3) 0 3 (10.3) 0 0 

  Aspergillus infection 2 (6.9 ) 0 0 2 (6.9 ) 0 

  Bacteraemia 2 (6.9 ) 0 0 2 (6.9 ) 0 

  Candida infection 2 (6.9 ) 0 0 2 (6.9 ) 0 

  Influenza 2 (6.9 ) 1 (3.4 ) 0 1 (3.4 ) 0 

  Oral herpes 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Paronychia 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Pneumonia 2 (6.9 ) 0 0 1 (3.4 ) 1 (3.4 ) 

  Rhinovirus infection 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Sepsis 2 (6.9 ) 0 0 0 2 (6.9 ) 

  Sinusitis 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Vascular device infection 2 (6.9 ) 0 0 2 (6.9 ) 0 



  

  

1586 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alternaria infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Anal fistula infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Bacterial infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Body tinea 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Bronchopulmonary aspergillosis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Catheter site infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cellulitis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cellulitis orbital 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Croup infectious 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Enterococcal bacteraemia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Enterococcal infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Enterovirus infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Escherichia bacteraemia 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Eye infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Gastroenteritis 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Human herpesvirus 6 infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Meningitis aseptic 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Mucosal infection 1 (3.4 ) 0 1 (3.4 ) 0 0 



  

  

1587 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nail infection 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Neutropenic infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Oral infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Parainfluenzae virus infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Parotitis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Pharyngitis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Pneumonia viral 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Post procedural infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Pseudomonas infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Rash pustular 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Respiratory syncytial virus infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Respiratory tract infection 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Rhinitis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Rotavirus infection 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Septic shock 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Staphylococcal bacteraemia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Staphylococcal infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Streptococcal bacteraemia 1 (3.4 ) 0 0 1 (3.4 ) 0 



  

  

1588 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Systemic infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Tonsillitis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Urinary tract infection viral 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Viral upper respiratory tract infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 10 (34.5) 3 (10.3) 4 (13.8) 3 (10.3) 0 

  Allergic transfusion reaction 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Contusion 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Fall 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Infusion related reaction 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Delayed serologic transfusion 
reaction 

1 (3.4 ) 0 1 (3.4 ) 0 0 

  Eye contusion 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Femoral neck fracture 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Gastrostomy tube site complication 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Periorbital haematoma 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Post procedural haemorrhage 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Procedural pain 1 (3.4 ) 1 (3.4 ) 0 0 0 



  

  

1589 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Skin abrasion 1 (3.4 ) 0 1 (3.4 ) 0 0 

Investigations      

  -Total 17 (58.6) 2 (6.9 ) 4 (13.8) 4 (13.8) 7 (24.1) 

  White blood cell count decreased 7 (24.1) 0 0 2 (6.9 ) 5 (17.2) 

  Neutrophil count decreased 6 (20.7) 0 0 1 (3.4 ) 5 (17.2) 

  Platelet count decreased 6 (20.7) 0 0 1 (3.4 ) 5 (17.2) 

  Blood fibrinogen decreased 5 (17.2) 0 2 (6.9 ) 3 (10.3) 0 

  Activated partial thromboplastin time 
prolonged 

3 (10.3) 3 (10.3) 0 0 0 

  Alanine aminotransferase increased 3 (10.3) 0 1 (3.4 ) 2 (6.9 ) 0 

  Blood bilirubin increased 3 (10.3) 0 1 (3.4 ) 1 (3.4 ) 1 (3.4 ) 

  Immunoglobulins decreased 3 (10.3) 0 2 (6.9 ) 1 (3.4 ) 0 

  Lymphocyte count decreased 3 (10.3) 0 0 2 (6.9 ) 1 (3.4 ) 

  Antithrombin iii decreased 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Aspartate aminotransferase 
increased 

2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Blood creatinine increased 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Blood lactate dehydrogenase 
increased 

2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 



  

  

1590 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  C-reactive protein increased 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Serum ferritin increased 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Urine output decreased 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Weight decreased 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Ammonia increased 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Blood alkaline phosphatase 
increased 

1 (3.4 ) 1 (3.4 ) 0 0 0 

  Blood chloride increased 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Blood creatine phosphokinase 
increased 

1 (3.4 ) 0 0 0 1 (3.4 ) 

  Blood magnesium increased 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Blood potassium decreased 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Blood uric acid increased 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cardiac murmur 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Chest x-ray abnormal 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Chlamydia test positive 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cytomegalovirus test positive 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Ejection fraction decreased 1 (3.4 ) 1 (3.4 ) 0 0 0 



  

  

1591 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Electrocardiogram repolarisation 
abnormality 

1 (3.4 ) 1 (3.4 ) 0 0 0 

  Gamma-glutamyltransferase 
increased 

1 (3.4 ) 0 0 1 (3.4 ) 0 

  Heart sounds abnormal 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Human rhinovirus test positive 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Lymph node palpable 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Protein total decreased 1 (3.4 ) 0 1 (3.4 ) 0 0 

Metabolism and nutrition disorders      

  -Total 18 (62.1) 4 (13.8) 5 (17.2) 7 (24.1) 2 (6.9 ) 

  Hypokalaemia 10 (34.5) 3 (10.3) 2 (6.9 ) 5 (17.2) 0 

  Decreased appetite 8 (27.6) 5 (17.2) 1 (3.4 ) 2 (6.9 ) 0 

  Hypocalcaemia 7 (24.1) 2 (6.9 ) 2 (6.9 ) 1 (3.4 ) 2 (6.9 ) 

  Hypophosphataemia 7 (24.1) 4 (13.8) 1 (3.4 ) 2 (6.9 ) 0 

  Hypoalbuminaemia 6 (20.7) 1 (3.4 ) 4 (13.8) 1 (3.4 ) 0 

  Hyperuricaemia 5 (17.2) 5 (17.2) 0 0 0 

  Hypomagnesaemia 5 (17.2) 4 (13.8) 1 (3.4 ) 0 0 

  Hyperglycaemia 3 (10.3) 1 (3.4 ) 0 2 (6.9 ) 0 

  Hypercalcaemia 2 (6.9 ) 2 (6.9 ) 0 0 0 



  

  

1592 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperferritinaemia 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Hyperkalaemia 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Hypernatraemia 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Hyponatraemia 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Dehydration 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Fluid overload 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Fluid retention 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Hyperphosphataemia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Lactic acidosis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Obesity 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Tumour lysis syndrome 1 (3.4 ) 0 0 0 1 (3.4 ) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 11 (37.9) 3 (10.3) 5 (17.2) 3 (10.3) 0 

  Arthralgia 6 (20.7) 0 5 (17.2) 1 (3.4 ) 0 

  Myalgia 5 (17.2) 4 (13.8) 1 (3.4 ) 0 0 

  Back pain 4 (13.8) 0 3 (10.3) 1 (3.4 ) 0 

  Pain in extremity 4 (13.8) 1 (3.4 ) 3 (10.3) 0 0 



  

  

1593 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Muscular weakness 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Neck pain 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Osteopenia 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Bone pain 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Osteonecrosis 1 (3.4 ) 1 (3.4 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 4 (13.8) 0 0 0 4 (13.8) 

  Acute lymphocytic leukaemia 2 (6.9 ) 0 0 0 2 (6.9 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.4 ) 0 0 0 1 (3.4 ) 

  Leukaemia 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Neoplasm of orbit 1 (3.4 ) 0 0 0 1 (3.4 ) 

Nervous system disorders      

  -Total 18 (62.1) 4 (13.8) 8 (27.6) 6 (20.7) 0 

  Headache 9 (31.0) 4 (13.8) 3 (10.3) 2 (6.9 ) 0 

  Seizure 4 (13.8) 1 (3.4 ) 3 (10.3) 0 0 

  Tremor 3 (10.3) 2 (6.9 ) 1 (3.4 ) 0 0 

  Dyskinesia 2 (6.9 ) 1 (3.4 ) 0 1 (3.4 ) 0 



  

  

1594 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lethargy 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Neuropathy peripheral 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Cerebral atrophy 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Cerebral haemorrhage 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Cerebral venous sinus thrombosis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cranial nerve disorder 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Depressed level of consciousness 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Dizziness 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Dysarthria 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Encephalopathy 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Facial paralysis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Intracranial pressure increased 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Leukoencephalopathy 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Nervous system disorder 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Neuralgia 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Neurological decompensation 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Neurological symptom 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Paraesthesia 1 (3.4 ) 0 1 (3.4 ) 0 0 



  

  

1595 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Posterior reversible encephalopathy 
syndrome 

1 (3.4 ) 0 0 1 (3.4 ) 0 

  Status epilepticus 1 (3.4 ) 0 1 (3.4 ) 0 0 

Psychiatric disorders      

  -Total 11 (37.9) 4 (13.8) 5 (17.2) 2 (6.9 ) 0 

  Anxiety 4 (13.8) 1 (3.4 ) 3 (10.3) 0 0 

  Agitation 3 (10.3) 0 2 (6.9 ) 1 (3.4 ) 0 

  Confusional state 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Insomnia 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Irritability 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Depression 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Disorientation 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Hallucination 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Initial insomnia 1 (3.4 ) 1 (3.4 ) 0 0 0 

Renal and urinary disorders      

  -Total 9 (31.0) 4 (13.8) 3 (10.3) 1 (3.4 ) 1 (3.4 ) 

  Haematuria 6 (20.7) 4 (13.8) 1 (3.4 ) 1 (3.4 ) 0 

  Acute kidney injury 2 (6.9 ) 0 1 (3.4 ) 0 1 (3.4 ) 



  

  

1596 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Proteinuria 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Urinary retention 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Urinary incontinence 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Urinary tract disorder 1 (3.4 ) 0 1 (3.4 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 4 (13.8) 3 (10.3) 1 (3.4 ) 0 0 

  Metrorrhagia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Perineal pain 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Perineal rash 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Scrotal oedema 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Vulvovaginal pain 1 (3.4 ) 0 1 (3.4 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 13 (44.8) 4 (13.8) 2 (6.9 ) 6 (20.7) 1 (3.4 ) 

  Cough 8 (27.6) 6 (20.7) 2 (6.9 ) 0 0 

  Hypoxia 6 (20.7) 2 (6.9 ) 0 3 (10.3) 1 (3.4 ) 

  Epistaxis 4 (13.8) 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 

  Dyspnoea 2 (6.9 ) 0 2 (6.9 ) 0 0 



  

  

1597 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nasal congestion 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Oropharyngeal pain 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Rhinorrhoea 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Tachypnoea 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Apnoea 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Lung disorder 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Nasal septum perforation 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Pleural effusion 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Productive cough 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Pulmonary granuloma 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Rhinalgia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Sinus pain 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Stridor 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Wheezing 1 (3.4 ) 0 1 (3.4 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 19 (65.5) 13 (44.8) 4 (13.8) 2 (6.9 ) 0 

  Rash 6 (20.7) 4 (13.8) 1 (3.4 ) 1 (3.4 ) 0 



  

  

1598 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pruritus 4 (13.8) 3 (10.3) 1 (3.4 ) 0 0 

  Erythema 3 (10.3) 3 (10.3) 0 0 0 

  Ingrowing nail 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Petechiae 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Toxic skin eruption 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Dermatitis 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Dermatitis acneiform 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Dermatitis bullous 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Dry skin 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Eczema 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Hyperhidrosis 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Papule 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Scab 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Skin exfoliation 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Skin ulcer 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Urticaria 1 (3.4 ) 1 (3.4 ) 0 0 0 

Vascular disorders      

  -Total 13 (44.8) 6 (20.7) 4 (13.8) 3 (10.3) 0 



  

  

1599 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypertension 7 (24.1) 2 (6.9 ) 2 (6.9 ) 3 (10.3) 0 

  Hypotension 5 (17.2) 5 (17.2) 0 0 0 

  Embolism 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Flushing 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Hot flush 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Lymphoedema 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Vascular occlusion 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Venous thrombosis limb 1 (3.4 ) 0 1 (3.4 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 147f 

Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and 

Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

27 (100) 0 2 (7.4 ) 10 (37.0) 15 (55.6) 

Blood and lymphatic system disorders      

  -Total 17 (63.0) 1 (3.7 ) 3 (11.1) 12 (44.4) 1 (3.7 ) 

  Anaemia 7 (25.9) 1 (3.7 ) 2 (7.4 ) 4 (14.8) 0 

  Febrile neutropenia 7 (25.9) 0 0 7 (25.9) 0 

  Neutropenia 5 (18.5) 1 (3.7 ) 1 (3.7 ) 3 (11.1) 0 

  Thrombocytopenia 3 (11.1) 0 2 (7.4 ) 0 1 (3.7 ) 

  Bone marrow failure 2 (7.4 ) 0 0 2 (7.4 ) 0 

  B-cell aplasia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Pancytopenia 1 (3.7 ) 0 0 1 (3.7 ) 0 

Cardiac disorders      

  -Total 6 (22.2) 4 (14.8) 1 (3.7 ) 1 (3.7 ) 0 



  

  

1601 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachycardia 3 (11.1) 2 (7.4 ) 0 1 (3.7 ) 0 

  Sinus bradycardia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Bradycardia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Cardiac discomfort 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Sinus tachycardia 1 (3.7 ) 1 (3.7 ) 0 0 0 

Eye disorders      

  -Total 4 (14.8) 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 

  Astigmatism 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Conjunctivitis allergic 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Dry eye 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypermetropia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Keratitis 1 (3.7 ) 0 0 1 (3.7 ) 0 

Gastrointestinal disorders      

  -Total 19 (70.4) 6 (22.2) 11 (40.7) 1 (3.7 ) 1 (3.7 ) 

  Nausea 10 (37.0) 4 (14.8) 6 (22.2) 0 0 

  Diarrhoea 6 (22.2) 2 (7.4 ) 3 (11.1) 1 (3.7 ) 0 

  Vomiting 6 (22.2) 3 (11.1) 3 (11.1) 0 0 

  Abdominal pain 5 (18.5) 2 (7.4 ) 3 (11.1) 0 0 



  

  

1602 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Stomatitis 4 (14.8) 2 (7.4 ) 2 (7.4 ) 0 0 

  Abdominal pain upper 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 

  Constipation 3 (11.1) 3 (11.1) 0 0 0 

  Gingival bleeding 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Abdominal discomfort 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Abdominal distension 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Abdominal pain lower 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Abdominal tenderness 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Aphthous ulcer 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dental caries 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Gastrointestinal haemorrhage 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Gastrointestinal motility disorder 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Gastrointestinal pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypoaesthesia oral 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lip haemorrhage 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lip pain 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Paraesthesia oral 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Subileus 1 (3.7 ) 0 1 (3.7 ) 0 0 



  

  

1603 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Toothache 1 (3.7 ) 1 (3.7 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 22 (81.5) 11 (40.7) 9 (33.3) 2 (7.4 ) 0 

  Pyrexia 15 (55.6) 7 (25.9) 7 (25.9) 1 (3.7 ) 0 

  Fatigue 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 

  Catheter site erythema 3 (11.1) 3 (11.1) 0 0 0 

  Chills 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 

  Pain 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Asthenia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Oedema peripheral 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Axillary pain 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Catheter site haemorrhage 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Catheter site pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Face oedema 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Gait disturbance 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Localised oedema 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Malaise 1 (3.7 ) 1 (3.7 ) 0 0 0 



  

  

1604 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vessel puncture site erythema 1 (3.7 ) 0 1 (3.7 ) 0 0 

Hepatobiliary disorders      

  -Total 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Cholestasis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Hepatocellular injury 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Hepatotoxicity 1 (3.7 ) 0 1 (3.7 ) 0 0 

Immune system disorders      

  -Total 19 (70.4) 3 (11.1) 9 (33.3) 3 (11.1) 4 (14.8) 

  Cytokine release syndrome 15 (55.6) 3 (11.1) 6 (22.2) 2 (7.4 ) 4 (14.8) 

  Hypogammaglobulinaemia 10 (37.0) 4 (14.8) 6 (22.2) 0 0 

  Allergy to immunoglobulin therapy 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Anaphylactic reaction 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Drug hypersensitivity 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.7 ) 0 0 1 (3.7 ) 0 

Infections and infestations      

  -Total 18 (66.7) 0 3 (11.1) 14 (51.9) 1 (3.7 ) 

  Device related infection 5 (18.5) 0 2 (7.4 ) 3 (11.1) 0 



  

  

1605 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Herpes zoster 4 (14.8) 0 3 (11.1) 1 (3.7 ) 0 

  Upper respiratory tract infection 4 (14.8) 1 (3.7 ) 3 (11.1) 0 0 

  Pneumonia 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Gastroenteritis 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Influenza 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Nasopharyngitis 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Otitis externa 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Otitis media 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Sepsis 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Bacteraemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Body tinea 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Bronchitis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Cellulitis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Enterococcal bacteraemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Escherichia sepsis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Eye infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Laryngitis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Meningitis aseptic 1 (3.7 ) 0 0 1 (3.7 ) 0 



  

  

1606 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nail infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Oral fungal infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Oral herpes 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Otitis media acute 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Parainfluenzae virus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Parotitis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Pneumonia haemophilus 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Rash pustular 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Respiratory syncytial virus infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Respiratory tract infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rhinitis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rhinovirus infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Skin infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Staphylococcal bacteraemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Streptococcal bacteraemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Tinea pedis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Tonsillitis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Tooth abscess 1 (3.7 ) 0 0 1 (3.7 ) 0 



  

  

1607 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tooth infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Vulvitis 1 (3.7 ) 0 1 (3.7 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 7 (25.9) 3 (11.1) 2 (7.4 ) 2 (7.4 ) 0 

  Contusion 3 (11.1) 3 (11.1) 0 0 0 

  Allergic transfusion reaction 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Fall 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Ligament sprain 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Periorbital haematoma 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Procedural pain 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Subcutaneous haematoma 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Thermal burn 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Toxicity to various agents 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Transfusion reaction 1 (3.7 ) 1 (3.7 ) 0 0 0 

Investigations      

  -Total 17 (63.0) 3 (11.1) 2 (7.4 ) 3 (11.1) 9 (33.3) 

  Alanine aminotransferase increased 6 (22.2) 3 (11.1) 0 2 (7.4 ) 1 (3.7 ) 



  

  

1608 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 6 (22.2) 0 0 0 6 (22.2) 

  Platelet count decreased 6 (22.2) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 3 (11.1) 

  White blood cell count decreased 6 (22.2) 0 0 0 6 (22.2) 

  Aspartate aminotransferase 
increased 

5 (18.5) 2 (7.4 ) 2 (7.4 ) 0 1 (3.7 ) 

  Immunoglobulins decreased 3 (11.1) 0 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 

  C-reactive protein increased 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Lymphocyte count decreased 2 (7.4 ) 1 (3.7 ) 0 0 1 (3.7 ) 

  Prothrombin time prolonged 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (3.7 ) 0 1 (3.7 ) 0 0 

  Antithrombin iii decreased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Blood bilirubin increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood creatinine increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood urea increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Cytomegalovirus test positive 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Fungal test positive 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Gamma-glutamyltransferase 
increased 

1 (3.7 ) 0 1 (3.7 ) 0 0 



  

  

1609 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haemoglobin decreased 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Human rhinovirus test positive 1 (3.7 ) 1 (3.7 ) 0 0 0 

  International normalised ratio 
increased 

1 (3.7 ) 0 1 (3.7 ) 0 0 

  Lymph node palpable 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Serum ferritin increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Vitamin d decreased 1 (3.7 ) 1 (3.7 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 14 (51.9) 8 (29.6) 4 (14.8) 2 (7.4 ) 0 

  Decreased appetite 5 (18.5) 4 (14.8) 0 1 (3.7 ) 0 

  Hypokalaemia 5 (18.5) 4 (14.8) 0 1 (3.7 ) 0 

  Hypoalbuminaemia 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

  Hypomagnesaemia 3 (11.1) 3 (11.1) 0 0 0 

  Hyperglycaemia 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Hypophosphataemia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Dehydration 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Fluid overload 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Fluid retention 1 (3.7 ) 0 1 (3.7 ) 0 0 



  

  

1610 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperferritinaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hyperkalaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypermagnesaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hyperphosphataemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypertriglyceridaemia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hyperuricaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypocalcaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hyponatraemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Tumour lysis syndrome 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Vitamin d deficiency 1 (3.7 ) 1 (3.7 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 12 (44.4) 4 (14.8) 7 (25.9) 1 (3.7 ) 0 

  Pain in extremity 4 (14.8) 1 (3.7 ) 3 (11.1) 0 0 

  Arthralgia 3 (11.1) 0 3 (11.1) 0 0 

  Myalgia 3 (11.1) 3 (11.1) 0 0 0 

  Back pain 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Bone pain 1 (3.7 ) 0 1 (3.7 ) 0 0 



  

  

1611 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Joint effusion 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Muscular weakness 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Neck pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Pain in jaw 1 (3.7 ) 1 (3.7 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 3 (11.1) 0 0 3 (11.1) 0 

  Acute lymphocytic leukaemia 
recurrent 

2 (7.4 ) 0 0 2 (7.4 ) 0 

  Acute lymphocytic leukaemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

Nervous system disorders      

  -Total 13 (48.1) 3 (11.1) 5 (18.5) 4 (14.8) 1 (3.7 ) 

  Headache 7 (25.9) 4 (14.8) 3 (11.1) 0 0 

  Seizure 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Somnolence 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

  Intracranial pressure increased 2 (7.4 ) 1 (3.7 ) 0 0 1 (3.7 ) 

  Depressed level of consciousness 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Dizziness 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dysgeusia 1 (3.7 ) 1 (3.7 ) 0 0 0 



  

  

1612 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dyskinesia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Encephalopathy 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Hemiparesis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hypoaesthesia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Intention tremor 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lethargy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Neuropathy peripheral 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Peripheral sensory neuropathy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Speech disorder 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Tremor 1 (3.7 ) 1 (3.7 ) 0 0 0 

Product issues      

  -Total 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Device occlusion 1 (3.7 ) 0 1 (3.7 ) 0 0 

Psychiatric disorders      

  -Total 9 (33.3) 3 (11.1) 4 (14.8) 2 (7.4 ) 0 

  Insomnia 3 (11.1) 0 3 (11.1) 0 0 

  Agitation 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Confusional state 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 



  

  

1613 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Delirium 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Abnormal behaviour 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Anxiety 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Depression 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Initial insomnia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Irritability 1 (3.7 ) 1 (3.7 ) 0 0 0 

Renal and urinary disorders      

  -Total 6 (22.2) 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 

  Urinary incontinence 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Acute kidney injury 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Chromaturia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dysuria 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Nephropathy 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Polyuria 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Urinary tract disorder 1 (3.7 ) 0 1 (3.7 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (3.7 ) 1 (3.7 ) 0 0 0 



  

  

1614 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vulvovaginal pruritus 1 (3.7 ) 1 (3.7 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 12 (44.4) 6 (22.2) 2 (7.4 ) 3 (11.1) 1 (3.7 ) 

  Cough 5 (18.5) 4 (14.8) 1 (3.7 ) 0 0 

  Oropharyngeal pain 5 (18.5) 3 (11.1) 2 (7.4 ) 0 0 

  Epistaxis 4 (14.8) 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 

  Hypoxia 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Dyspnoea 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Rhinorrhoea 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Increased upper airway secretion 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Pneumonia aspiration 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Pulmonary granuloma 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Stridor 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Tachypnoea 1 (3.7 ) 0 1 (3.7 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 13 (48.1) 8 (29.6) 5 (18.5) 0 0 

  Rash 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 



  

  

1615 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Erythema 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Ingrowing nail 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Dermatitis 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Dry skin 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Hangnail 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Papule 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Pruritus 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Urticaria 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Acne 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Alopecia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Eczema 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Petechiae 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rash maculo-papular 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Skin oedema 1 (3.7 ) 1 (3.7 ) 0 0 0 

Vascular disorders      

  -Total 8 (29.6) 3 (11.1) 2 (7.4 ) 3 (11.1) 0 

  Hypertension 4 (14.8) 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 

  Hypotension 3 (11.1) 2 (7.4 ) 0 1 (3.7 ) 0 



  

  

1616 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Capillary leak syndrome 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Venous thrombosis limb 1 (3.7 ) 0 1 (3.7 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t147_gd_b2001x.sas@@/main/1 25JUN21:16:41                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 147f 

Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and 

Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

43 (97.7) 0 3 (6.8 ) 8 (18.2) 32 (72.7) 

Blood and lymphatic system disorders      

  -Total 32 (72.7) 2 (4.5 ) 2 (4.5 ) 18 (40.9) 10 (22.7) 

  Anaemia 14 (31.8) 2 (4.5 ) 1 (2.3 ) 11 (25.0) 0 

  Febrile neutropenia 12 (27.3) 0 1 (2.3 ) 10 (22.7) 1 (2.3 ) 

  Neutropenia 10 (22.7) 1 (2.3 ) 0 2 (4.5 ) 7 (15.9) 

  Thrombocytopenia 9 (20.5) 0 2 (4.5 ) 3 (6.8 ) 4 (9.1 ) 

  Bone marrow failure 4 (9.1 ) 0 1 (2.3 ) 3 (6.8 ) 0 

  Disseminated intravascular 
coagulation 

3 (6.8 ) 0 2 (4.5 ) 1 (2.3 ) 0 

  B-cell aplasia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Coagulation factor deficiency 1 (2.3 ) 0 0 1 (2.3 ) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Febrile bone marrow aplasia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Leukocytosis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Leukopenia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Lymphadenopathy 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Lymphopenia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Splenomegaly 1 (2.3 ) 1 (2.3 ) 0 0 0 

Cardiac disorders      

  -Total 13 (29.5) 5 (11.4) 5 (11.4) 2 (4.5 ) 1 (2.3 ) 

  Tachycardia 7 (15.9) 3 (6.8 ) 4 (9.1 ) 0 0 

  Sinus tachycardia 5 (11.4) 4 (9.1 ) 1 (2.3 ) 0 0 

  Sinus bradycardia 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Bradycardia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Left ventricular dysfunction 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Pericardial effusion 2 (4.5 ) 0 1 (2.3 ) 0 1 (2.3 ) 

  Bundle branch block left 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Cardiac hypertrophy 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Coronary artery dilatation 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Diastolic dysfunction 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

1620 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pericarditis 1 (2.3 ) 0 1 (2.3 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase 
deficiency 

1 (2.3 ) 1 (2.3 ) 0 0 0 

  Talipes 1 (2.3 ) 1 (2.3 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 4 (9.1 ) 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 

  Ear pain 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Vertigo 1 (2.3 ) 0 0 1 (2.3 ) 0 

Endocrine disorders      

  -Total 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Cushingoid 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Adrenal insufficiency 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hypothyroidism 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (2.3 ) 1 (2.3 ) 0 0 0 

  Precocious puberty 1 (2.3 ) 1 (2.3 ) 0 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Eye disorders      

  -Total 10 (22.7) 6 (13.6) 3 (6.8 ) 1 (2.3 ) 0 

  Conjunctival haemorrhage 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Eye pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Ocular hyperaemia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Amaurosis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Blepharitis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blepharospasm 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blindness unilateral 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Diplopia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Dry eye 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Erythema of eyelid 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Eye pruritus 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Lacrimation increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Ocular hypertension 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Optic atrophy 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Periorbital disorder 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Vision blurred 1 (2.3 ) 1 (2.3 ) 0 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Visual impairment 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Vitreous opacities 1 (2.3 ) 1 (2.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 33 (75.0) 10 (22.7) 14 (31.8) 9 (20.5) 0 

  Nausea 17 (38.6) 8 (18.2) 8 (18.2) 1 (2.3 ) 0 

  Diarrhoea 15 (34.1) 11 (25.0) 3 (6.8 ) 1 (2.3 ) 0 

  Constipation 12 (27.3) 8 (18.2) 3 (6.8 ) 1 (2.3 ) 0 

  Vomiting 11 (25.0) 9 (20.5) 2 (4.5 ) 0 0 

  Stomatitis 10 (22.7) 3 (6.8 ) 5 (11.4) 2 (4.5 ) 0 

  Abdominal pain 7 (15.9) 3 (6.8 ) 3 (6.8 ) 1 (2.3 ) 0 

  Abdominal distension 4 (9.1 ) 2 (4.5 ) 2 (4.5 ) 0 0 

  Dental caries 4 (9.1 ) 3 (6.8 ) 0 1 (2.3 ) 0 

  Oral pain 4 (9.1 ) 2 (4.5 ) 2 (4.5 ) 0 0 

  Anal fissure 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Dyspepsia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Lip dry 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Proctalgia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Rectal haemorrhage 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal pain upper 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Anal fistula 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Anal haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Anal incontinence 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Anal pruritus 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gastrointestinal haemorrhage 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Gingival bleeding 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gingival swelling 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hyperaesthesia teeth 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hypoaesthesia oral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Lip swelling 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Mouth ulceration 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Oral mucosal erythema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Paraesthesia oral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Periodontal disease 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Rectal ulcer 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Retching 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Toothache 1 (2.3 ) 0 1 (2.3 ) 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Upper gastrointestinal haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 31 (70.5) 7 (15.9) 14 (31.8) 9 (20.5) 1 (2.3 ) 

  Pyrexia 24 (54.5) 5 (11.4) 11 (25.0) 8 (18.2) 0 

  Fatigue 11 (25.0) 6 (13.6) 5 (11.4) 0 0 

  Face oedema 4 (9.1 ) 4 (9.1 ) 0 0 0 

  Oedema peripheral 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Pain 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 0 0 

  Localised oedema 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Malaise 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Catheter site pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Facial pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Generalised oedema 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Non-cardiac chest pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Asthenia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Catheter site haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Catheter site pruritus 1 (2.3 ) 1 (2.3 ) 0 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Chills 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Drug withdrawal syndrome 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Gait disturbance 1 (2.3 ) 1 (2.3 ) 0 0 0 

  General physical health deterioration 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Mucosal inflammation 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Multiple organ dysfunction syndrome 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Oedema 1 (2.3 ) 0 1 (2.3 ) 0 0 

Hepatobiliary disorders      

  -Total 8 (18.2) 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 2 (4.5 ) 

  Hepatocellular injury 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Gallbladder oedema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hepatic failure 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hepatic steatosis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hepatosplenomegaly 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Hepatotoxicity 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Jaundice 1 (2.3 ) 1 (2.3 ) 0 0 0 

Immune system disorders      

  -Total 33 (75.0) 5 (11.4) 10 (22.7) 10 (22.7) 8 (18.2) 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cytokine release syndrome 30 (68.2) 8 (18.2) 7 (15.9) 7 (15.9) 8 (18.2) 

  Hypogammaglobulinaemia 11 (25.0) 2 (4.5 ) 7 (15.9) 2 (4.5 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

5 (11.4) 0 2 (4.5 ) 3 (6.8 ) 0 

  Drug hypersensitivity 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Allergy to immunoglobulin therapy 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Atopy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Cell-mediated immune deficiency 1 (2.3 ) 0 0 1 (2.3 ) 0 

Infections and infestations      

  -Total 34 (77.3) 4 (9.1 ) 8 (18.2) 13 (29.5) 9 (20.5) 

  Nasopharyngitis 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

  Rhinitis 5 (11.4) 3 (6.8 ) 2 (4.5 ) 0 0 

  Pneumonia 4 (9.1 ) 0 0 3 (6.8 ) 1 (2.3 ) 

  Sepsis 4 (9.1 ) 0 0 1 (2.3 ) 3 (6.8 ) 

  Upper respiratory tract infection 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 0 0 

  Bacterial infection 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Bronchopulmonary aspergillosis 3 (6.8 ) 0 2 (4.5 ) 1 (2.3 ) 0 

  Candida infection 3 (6.8 ) 1 (2.3 ) 0 2 (4.5 ) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Enterovirus infection 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Neutropenic infection 3 (6.8 ) 0 0 3 (6.8 ) 0 

  Oral herpes 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Paronychia 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Rash pustular 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Septic shock 3 (6.8 ) 0 0 1 (2.3 ) 2 (4.5 ) 

  Sinusitis 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Aspergillus infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Cellulitis 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Central nervous system infection 2 (4.5 ) 0 0 0 2 (4.5 ) 

  Herpes zoster 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Infection 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Periorbital cellulitis 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Rhinovirus infection 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Vascular device infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Viral upper respiratory tract infection 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Alternaria infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Anal fistula infection 1 (2.3 ) 0 1 (2.3 ) 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Atypical pneumonia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Bacterial pyelonephritis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Bronchitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Catheter site infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Cellulitis orbital 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Cerebral fungal infection 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Clostridium difficile infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Conjunctivitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Conjunctivitis viral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Croup infectious 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Cytomegalovirus infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Device related infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Enterococcal infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Escherichia bacteraemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Folliculitis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Gastroenteritis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Helminthic infection 1 (2.3 ) 1 (2.3 ) 0 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Herpes simplex 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Human herpesvirus 6 infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Impetigo 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Listeria sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Mucosal infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Oral infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Otitis externa 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Otitis media 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Parotitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Pharyngitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Pneumonia viral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Post procedural infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Pseudomonas infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Respiratory syncytial virus infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Rotavirus infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Staphylococcal infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Systemic infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Urinary tract infection 1 (2.3 ) 1 (2.3 ) 0 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urinary tract infection viral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Varicella 1 (2.3 ) 0 0 1 (2.3 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 11 (25.0) 3 (6.8 ) 6 (13.6) 2 (4.5 ) 0 

  Allergic transfusion reaction 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Contusion 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Fall 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Infusion related reaction 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Procedural pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Delayed serologic transfusion 
reaction 

1 (2.3 ) 0 1 (2.3 ) 0 0 

  Eye contusion 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Femoral neck fracture 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gastrostomy tube site complication 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Post procedural haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin abrasion 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Stoma site erythema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Stoma site haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations      

  -Total 25 (56.8) 2 (4.5 ) 3 (6.8 ) 6 (13.6) 14 (31.8) 

  White blood cell count decreased 13 (29.5) 0 0 2 (4.5 ) 11 (25.0) 

  Neutrophil count decreased 10 (22.7) 0 0 1 (2.3 ) 9 (20.5) 

  Platelet count decreased 10 (22.7) 0 1 (2.3 ) 2 (4.5 ) 7 (15.9) 

  Blood fibrinogen decreased 5 (11.4) 0 2 (4.5 ) 3 (6.8 ) 0 

  Lymphocyte count decreased 5 (11.4) 0 0 4 (9.1 ) 1 (2.3 ) 

  Alanine aminotransferase increased 4 (9.1 ) 0 2 (4.5 ) 2 (4.5 ) 0 

  Blood bilirubin increased 4 (9.1 ) 1 (2.3 ) 1 (2.3 ) 1 (2.3 ) 1 (2.3 ) 

  C-reactive protein increased 4 (9.1 ) 1 (2.3 ) 2 (4.5 ) 1 (2.3 ) 0 

  Weight decreased 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 0 0 

  Activated partial thromboplastin time 
prolonged 

3 (6.8 ) 3 (6.8 ) 0 0 0 

  Aspartate aminotransferase 
increased 

3 (6.8 ) 1 (2.3 ) 0 2 (4.5 ) 0 

  Blood alkaline phosphatase 
increased 

2 (4.5 ) 2 (4.5 ) 0 0 0 

  Blood creatinine increased 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood lactate dehydrogenase 
increased 

2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Gamma-glutamyltransferase 
increased 

2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Immunoglobulins decreased 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Serum ferritin increased 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Urine output decreased 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Ammonia increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Antithrombin iii decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood chloride increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood creatine phosphokinase 
increased 

1 (2.3 ) 0 0 0 1 (2.3 ) 

  Blood fibrinogen increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood magnesium increased 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Blood potassium decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood pressure increased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood urea decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood uric acid increased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood urine present 1 (2.3 ) 0 1 (2.3 ) 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cardiac murmur 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Chest x-ray abnormal 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Chlamydia test positive 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Ejection fraction decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (2.3 ) 1 (2.3 ) 0 0 0 

  Heart sounds abnormal 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Influenza a virus test positive 1 (2.3 ) 0 1 (2.3 ) 0 0 

  International normalised ratio 
increased 

1 (2.3 ) 1 (2.3 ) 0 0 0 

  Lipase increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Monocyte count decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Oxygen saturation decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Protein total decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Prothrombin time prolonged 1 (2.3 ) 1 (2.3 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 21 (47.7) 3 (6.8 ) 6 (13.6) 10 (22.7) 2 (4.5 ) 

  Hypokalaemia 12 (27.3) 3 (6.8 ) 2 (4.5 ) 7 (15.9) 0 
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Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypophosphataemia 10 (22.7) 5 (11.4) 2 (4.5 ) 3 (6.8 ) 0 

  Decreased appetite 9 (20.5) 7 (15.9) 1 (2.3 ) 1 (2.3 ) 0 

  Hypocalcaemia 9 (20.5) 2 (4.5 ) 3 (6.8 ) 2 (4.5 ) 2 (4.5 ) 

  Hyperuricaemia 7 (15.9) 7 (15.9) 0 0 0 

  Hypoalbuminaemia 6 (13.6) 2 (4.5 ) 4 (9.1 ) 0 0 

  Hypomagnesaemia 6 (13.6) 4 (9.1 ) 2 (4.5 ) 0 0 

  Hyperkalaemia 5 (11.4) 3 (6.8 ) 2 (4.5 ) 0 0 

  Hyperglycaemia 3 (6.8 ) 1 (2.3 ) 0 2 (4.5 ) 0 

  Dehydration 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Hypercalcaemia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Hypernatraemia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Hyponatraemia 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Tumour lysis syndrome 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

  Fluid overload 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Fluid retention 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hyperferritinaemia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hyperphosphataemia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Lactic acidosis 1 (2.3 ) 0 0 1 (2.3 ) 0 
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Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Obesity 1 (2.3 ) 1 (2.3 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 15 (34.1) 5 (11.4) 6 (13.6) 4 (9.1 ) 0 

  Pain in extremity 8 (18.2) 4 (9.1 ) 4 (9.1 ) 0 0 

  Arthralgia 7 (15.9) 0 5 (11.4) 2 (4.5 ) 0 

  Back pain 6 (13.6) 2 (4.5 ) 3 (6.8 ) 1 (2.3 ) 0 

  Myalgia 5 (11.4) 4 (9.1 ) 1 (2.3 ) 0 0 

  Muscular weakness 4 (9.1 ) 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 

  Bone pain 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Neck pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Osteopenia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Joint stiffness 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Osteonecrosis 1 (2.3 ) 1 (2.3 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 7 (15.9) 0 0 1 (2.3 ) 6 (13.6) 

  Acute lymphocytic leukaemia 2 (4.5 ) 0 0 0 2 (4.5 ) 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 
recurrent 

2 (4.5 ) 0 0 0 2 (4.5 ) 

  B precursor type acute leukaemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Leukaemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Neoplasm of orbit 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Neoplasm progression 1 (2.3 ) 0 0 1 (2.3 ) 0 

Nervous system disorders      

  -Total 25 (56.8) 7 (15.9) 11 (25.0) 7 (15.9) 0 

  Headache 11 (25.0) 4 (9.1 ) 5 (11.4) 2 (4.5 ) 0 

  Seizure 6 (13.6) 2 (4.5 ) 4 (9.1 ) 0 0 

  Tremor 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Dizziness 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Lethargy 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Neuralgia 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Somnolence 2 (4.5 ) 1 (2.3 ) 0 1 (2.3 ) 0 

  Cerebral atrophy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Cerebral haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Cerebral venous sinus thrombosis 1 (2.3 ) 0 1 (2.3 ) 0 0 



  

  

1637 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cranial nerve disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Depressed level of consciousness 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Dysarthria 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Dyskinesia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Encephalopathy 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Facial paralysis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Head discomfort 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hyperkinesia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Intention tremor 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Leukoencephalopathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Nervous system disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Neurological decompensation 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Neurological symptom 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Neuropathy peripheral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Paraesthesia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Partial seizures 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Peripheral motor neuropathy 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

1638 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Posterior reversible encephalopathy 
syndrome 

1 (2.3 ) 0 0 1 (2.3 ) 0 

  Status epilepticus 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Subdural hygroma 1 (2.3 ) 0 1 (2.3 ) 0 0 

Product issues      

  -Total 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Manufacturing product shipping issue 1 (2.3 ) 0 0 0 1 (2.3 ) 

Psychiatric disorders      

  -Total 11 (25.0) 6 (13.6) 4 (9.1 ) 1 (2.3 ) 0 

  Anxiety 4 (9.1 ) 2 (4.5 ) 2 (4.5 ) 0 0 

  Agitation 3 (6.8 ) 0 2 (4.5 ) 1 (2.3 ) 0 

  Insomnia 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Confusional state 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Disorientation 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Hallucination 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Irritability 1 (2.3 ) 1 (2.3 ) 0 0 0 

Renal and urinary disorders      

  -Total 16 (36.4) 6 (13.6) 5 (11.4) 4 (9.1 ) 1 (2.3 ) 



  

  

1639 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haematuria 10 (22.7) 7 (15.9) 1 (2.3 ) 2 (4.5 ) 0 

  Acute kidney injury 3 (6.8 ) 0 1 (2.3 ) 1 (2.3 ) 1 (2.3 ) 

  Dysuria 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Urinary retention 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Proteinuria 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Renal impairment 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Haemoglobinuria 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Polyuria 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Urinary tract disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 6 (13.6) 4 (9.1 ) 1 (2.3 ) 1 (2.3 ) 0 

  Metrorrhagia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Ovarian failure 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Perineal pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Perineal rash 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Scrotal oedema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Vulvovaginal dryness 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

1640 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vulvovaginal pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 18 (40.9) 4 (9.1 ) 7 (15.9) 6 (13.6) 1 (2.3 ) 

  Cough 11 (25.0) 7 (15.9) 4 (9.1 ) 0 0 

  Epistaxis 9 (20.5) 5 (11.4) 3 (6.8 ) 1 (2.3 ) 0 

  Hypoxia 8 (18.2) 3 (6.8 ) 1 (2.3 ) 3 (6.8 ) 1 (2.3 ) 

  Tachypnoea 5 (11.4) 3 (6.8 ) 2 (4.5 ) 0 0 

  Nasal congestion 4 (9.1 ) 4 (9.1 ) 0 0 0 

  Oropharyngeal pain 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Pleural effusion 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Pharyngeal erythema 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Rhinorrhoea 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Apnoea 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Atelectasis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dyspnoea 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Dyspnoea exertional 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Lung disorder 1 (2.3 ) 0 0 1 (2.3 ) 0 



  

  

1641 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nasal septum perforation 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Orthopnoea 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Productive cough 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Rhinalgia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Rhonchi 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Sinus pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Wheezing 1 (2.3 ) 0 1 (2.3 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 26 (59.1) 17 (38.6) 6 (13.6) 3 (6.8 ) 0 

  Rash 10 (22.7) 8 (18.2) 1 (2.3 ) 1 (2.3 ) 0 

  Petechiae 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

  Pruritus 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

  Dry skin 5 (11.4) 5 (11.4) 0 0 0 

  Erythema 5 (11.4) 5 (11.4) 0 0 0 

  Alopecia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Eczema 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Ingrowing nail 2 (4.5 ) 0 2 (4.5 ) 0 0 



  

  

1642 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Skin lesion 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Toxic skin eruption 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Urticaria 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Dermatitis acneiform 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dermatitis bullous 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hyperhidrosis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Rash maculo-papular 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Scab 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin discolouration 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin exfoliation 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin ulcer 1 (2.3 ) 1 (2.3 ) 0 0 0 

Vascular disorders      

  -Total 18 (40.9) 7 (15.9) 5 (11.4) 5 (11.4) 1 (2.3 ) 

  Hypertension 8 (18.2) 3 (6.8 ) 3 (6.8 ) 2 (4.5 ) 0 

  Hypotension 8 (18.2) 5 (11.4) 0 2 (4.5 ) 1 (2.3 ) 

  Pallor 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Embolism 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Flushing 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

1643 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hot flush 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Jugular vein thrombosis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Lymphoedema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Vascular occlusion 1 (2.3 ) 1 (2.3 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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1644 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 147f 

Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and 

Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100) 0 0 1 (33.3) 2 (66.7) 

Blood and lymphatic system disorders      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Anaemia 1 (33.3) 0 0 1 (33.3) 0 

  Febrile neutropenia 1 (33.3) 1 (33.3) 0 0 0 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

  Thrombocytopenia 1 (33.3) 0 1 (33.3) 0 0 

Cardiac disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Tachycardia 1 (33.3) 1 (33.3) 0 0 0 

Gastrointestinal disorders      



  

  

1645 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (66.7) 0 1 (33.3) 1 (33.3) 0 

  Nausea 2 (66.7) 0 2 (66.7) 0 0 

  Abdominal distension 1 (33.3) 0 1 (33.3) 0 0 

  Abdominal pain upper 1 (33.3) 1 (33.3) 0 0 0 

  Anal fissure 1 (33.3) 0 0 1 (33.3) 0 

  Anal fistula 1 (33.3) 0 0 1 (33.3) 0 

  Constipation 1 (33.3) 0 1 (33.3) 0 0 

  Gingival bleeding 1 (33.3) 1 (33.3) 0 0 0 

  Vomiting 1 (33.3) 1 (33.3) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 3 (100) 2 (66.7) 0 1 (33.3) 0 

  Pyrexia 3 (100) 2 (66.7) 0 1 (33.3) 0 

  Asthenia 1 (33.3) 1 (33.3) 0 0 0 

  Catheter site haemorrhage 1 (33.3) 0 0 1 (33.3) 0 

  Face oedema 1 (33.3) 1 (33.3) 0 0 0 

  Fatigue 1 (33.3) 1 (33.3) 0 0 0 

  Pain 1 (33.3) 0 0 1 (33.3) 0 



  

  

1646 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Hepatocellular injury 1 (33.3) 0 0 1 (33.3) 0 

Immune system disorders      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Cytokine release syndrome 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Allergy to immunoglobulin therapy 1 (33.3) 0 1 (33.3) 0 0 

Infections and infestations      

  -Total 3 (100) 0 1 (33.3) 2 (66.7) 0 

  Cystitis 1 (33.3) 0 1 (33.3) 0 0 

  Escherichia urinary tract infection 1 (33.3) 0 1 (33.3) 0 0 

  Gastrointestinal infection 1 (33.3) 0 0 1 (33.3) 0 

  Molluscum contagiosum 1 (33.3) 1 (33.3) 0 0 0 

  Nasopharyngitis 1 (33.3) 1 (33.3) 0 0 0 

  Oral candidiasis 1 (33.3) 0 1 (33.3) 0 0 

  Pneumonia 1 (33.3) 1 (33.3) 0 0 0 

  Pneumonia fungal 1 (33.3) 0 0 1 (33.3) 0 

  Pseudomembranous colitis 1 (33.3) 0 1 (33.3) 0 0 



  

  

1647 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Staphylococcal infection 1 (33.3) 0 0 1 (33.3) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Contusion 1 (33.3) 1 (33.3) 0 0 0 

  Splinter 1 (33.3) 1 (33.3) 0 0 0 

Investigations      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Blood creatinine increased 1 (33.3) 0 1 (33.3) 0 0 

  Clostridium test positive 1 (33.3) 0 1 (33.3) 0 0 

  Oxygen saturation decreased 1 (33.3) 0 0 1 (33.3) 0 

  Platelet count decreased 1 (33.3) 0 0 0 1 (33.3) 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 2 (66.7) 0 0 2 (66.7) 0 

  Dehydration 1 (33.3) 0 0 1 (33.3) 0 

  Hyperglycaemia 1 (33.3) 1 (33.3) 0 0 0 

  Hypokalaemia 1 (33.3) 0 0 1 (33.3) 0 



  

  

1648 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Iron overload 1 (33.3) 0 1 (33.3) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 0 0 

  Arthralgia 1 (33.3) 0 1 (33.3) 0 0 

  Myalgia 1 (33.3) 1 (33.3) 0 0 0 

  Osteoporosis 1 (33.3) 0 1 (33.3) 0 0 

Nervous system disorders      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Encephalopathy 1 (33.3) 0 0 0 1 (33.3) 

  Headache 1 (33.3) 0 1 (33.3) 0 0 

  Neuralgia 1 (33.3) 0 1 (33.3) 0 0 

  Somnolence 1 (33.3) 0 0 1 (33.3) 0 

Psychiatric disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Anxiety 1 (33.3) 0 1 (33.3) 0 0 

  Insomnia 1 (33.3) 0 1 (33.3) 0 0 

  Restlessness 1 (33.3) 0 1 (33.3) 0 0 



  

  

1649 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Renal and urinary disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Haematuria 1 (33.3) 1 (33.3) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (66.7) 0 2 (66.7) 0 0 

  Cough 1 (33.3) 1 (33.3) 0 0 0 

  Epistaxis 1 (33.3) 0 1 (33.3) 0 0 

  Haemoptysis 1 (33.3) 0 1 (33.3) 0 0 

  Pleural effusion 1 (33.3) 0 1 (33.3) 0 0 

  Pneumothorax 1 (33.3) 1 (33.3) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 0 0 

  Decubitus ulcer 1 (33.3) 0 1 (33.3) 0 0 

  Ingrowing nail 1 (33.3) 1 (33.3) 0 0 0 

  Rash 1 (33.3) 0 1 (33.3) 0 0 

Vascular disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 



  

  

1650 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypertension 1 (33.3) 0 1 (33.3) 0 0 

  Pallor 1 (33.3) 1 (33.3) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 147g => Adverse events at anyti me post- enr ollment by pri mar y system organ cl ass, pr eferred term, maximum CTC grade and Number of previ ous  rel apses  (Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                  
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 147g 

Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and 

Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

6 (85.7) 0 0 2 (28.6) 4 (57.1) 

Blood and lymphatic system disorders      

  -Total 6 (85.7) 0 0 4 (57.1) 2 (28.6) 

  Neutropenia 4 (57.1) 0 0 2 (28.6) 2 (28.6) 

  Febrile neutropenia 2 (28.6) 0 0 2 (28.6) 0 

  Thrombocytopenia 2 (28.6) 0 1 (14.3) 0 1 (14.3) 

  Anaemia 1 (14.3) 0 0 1 (14.3) 0 

  Bone marrow failure 1 (14.3) 0 1 (14.3) 0 0 

  Coagulation factor deficiency 1 (14.3) 0 0 1 (14.3) 0 

  Leukocytosis 1 (14.3) 0 1 (14.3) 0 0 

Cardiac disorders      

  -Total 2 (28.6) 1 (14.3) 1 (14.3) 0 0 



  

  

1652 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Tachycardia 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Sinus bradycardia 1 (14.3) 1 (14.3) 0 0 0 

  Sinus tachycardia 1 (14.3) 1 (14.3) 0 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Talipes 1 (14.3) 1 (14.3) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Ear pain 1 (14.3) 1 (14.3) 0 0 0 

Endocrine disorders      

  -Total 1 (14.3) 0 1 (14.3) 0 0 

  Adrenal insufficiency 1 (14.3) 0 1 (14.3) 0 0 

  Cushingoid 1 (14.3) 1 (14.3) 0 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (14.3) 1 (14.3) 0 0 0 

  Precocious puberty 1 (14.3) 1 (14.3) 0 0 0 

Eye disorders      

  -Total 2 (28.6) 1 (14.3) 0 1 (14.3) 0 



  

  

1653 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Amaurosis 1 (14.3) 0 0 1 (14.3) 0 

  Eye pain 1 (14.3) 1 (14.3) 0 0 0 

  Ocular hyperaemia 1 (14.3) 1 (14.3) 0 0 0 

  Optic atrophy 1 (14.3) 0 1 (14.3) 0 0 

  Visual impairment 1 (14.3) 1 (14.3) 0 0 0 

  Vitreous opacities 1 (14.3) 1 (14.3) 0 0 0 

Gastrointestinal disorders      

  -Total 5 (71.4) 0 3 (42.9) 2 (28.6) 0 

  Nausea 4 (57.1) 0 4 (57.1) 0 0 

  Vomiting 3 (42.9) 1 (14.3) 2 (28.6) 0 0 

  Abdominal pain 2 (28.6) 0 2 (28.6) 0 0 

  Constipation 2 (28.6) 1 (14.3) 0 1 (14.3) 0 

  Diarrhoea 2 (28.6) 1 (14.3) 0 1 (14.3) 0 

  Stomatitis 2 (28.6) 0 2 (28.6) 0 0 

  Abdominal distension 1 (14.3) 0 1 (14.3) 0 0 

  Dental caries 1 (14.3) 1 (14.3) 0 0 0 

  Dyspepsia 1 (14.3) 1 (14.3) 0 0 0 

  Gingival swelling 1 (14.3) 0 1 (14.3) 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Oral pain 1 (14.3) 0 1 (14.3) 0 0 

  Periodontal disease 1 (14.3) 1 (14.3) 0 0 0 

  Proctalgia 1 (14.3) 0 1 (14.3) 0 0 

General disorders and administration 
site conditions 

     

  -Total 4 (57.1) 0 2 (28.6) 1 (14.3) 1 (14.3) 

  Pyrexia 3 (42.9) 0 2 (28.6) 1 (14.3) 0 

  Face oedema 1 (14.3) 1 (14.3) 0 0 0 

  Facial pain 1 (14.3) 0 1 (14.3) 0 0 

  Fatigue 1 (14.3) 1 (14.3) 0 0 0 

  Generalised oedema 1 (14.3) 0 1 (14.3) 0 0 

  Localised oedema 1 (14.3) 1 (14.3) 0 0 0 

  Malaise 1 (14.3) 0 1 (14.3) 0 0 

  Mucosal inflammation 1 (14.3) 0 0 1 (14.3) 0 

  Multiple organ dysfunction syndrome 1 (14.3) 0 0 0 1 (14.3) 

  Non-cardiac chest pain 1 (14.3) 0 1 (14.3) 0 0 

  Oedema 1 (14.3) 0 1 (14.3) 0 0 

  Pain 1 (14.3) 0 1 (14.3) 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Vessel puncture site erythema 1 (14.3) 0 1 (14.3) 0 0 

Hepatobiliary disorders      

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Hepatic steatosis 1 (14.3) 1 (14.3) 0 0 0 

Immune system disorders      

  -Total 5 (71.4) 0 1 (14.3) 3 (42.9) 1 (14.3) 

  Cytokine release syndrome 5 (71.4) 1 (14.3) 2 (28.6) 1 (14.3) 1 (14.3) 

  Haemophagocytic 
lymphohistiocytosis 

2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Cell-mediated immune deficiency 1 (14.3) 0 0 1 (14.3) 0 

  Drug hypersensitivity 1 (14.3) 0 1 (14.3) 0 0 

  Hypogammaglobulinaemia 1 (14.3) 0 0 1 (14.3) 0 

Infections and infestations      

  -Total 4 (57.1) 0 1 (14.3) 2 (28.6) 1 (14.3) 

  Pneumonia 2 (28.6) 0 0 2 (28.6) 0 

  Alternaria infection 1 (14.3) 0 0 1 (14.3) 0 

  Aspergillus infection 1 (14.3) 0 0 1 (14.3) 0 

  Bacterial infection 1 (14.3) 0 0 1 (14.3) 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Candida infection 1 (14.3) 0 0 1 (14.3) 0 

  Catheter site infection 1 (14.3) 0 1 (14.3) 0 0 

  Central nervous system infection 1 (14.3) 0 0 0 1 (14.3) 

  Cytomegalovirus infection 1 (14.3) 0 1 (14.3) 0 0 

  Enterococcal infection 1 (14.3) 0 0 1 (14.3) 0 

  Enterovirus infection 1 (14.3) 0 1 (14.3) 0 0 

  Mucosal infection 1 (14.3) 0 1 (14.3) 0 0 

  Nasopharyngitis 1 (14.3) 1 (14.3) 0 0 0 

  Paronychia 1 (14.3) 0 1 (14.3) 0 0 

  Rash pustular 1 (14.3) 1 (14.3) 0 0 0 

  Rhinovirus infection 1 (14.3) 0 1 (14.3) 0 0 

  Sinusitis 1 (14.3) 0 0 1 (14.3) 0 

  Systemic infection 1 (14.3) 0 0 1 (14.3) 0 

  Upper respiratory tract infection 1 (14.3) 0 1 (14.3) 0 0 

  Vascular device infection 1 (14.3) 0 0 1 (14.3) 0 

  Viral upper respiratory tract infection 1 (14.3) 0 1 (14.3) 0 0 

Injury, poisoning and procedural 
complications 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 4 (57.1) 2 (28.6) 2 (28.6) 0 0 

  Contusion 1 (14.3) 1 (14.3) 0 0 0 

  Fall 1 (14.3) 1 (14.3) 0 0 0 

  Femoral neck fracture 1 (14.3) 0 1 (14.3) 0 0 

  Gastrostomy tube site complication 1 (14.3) 1 (14.3) 0 0 0 

  Skin abrasion 1 (14.3) 0 1 (14.3) 0 0 

  Transfusion reaction 1 (14.3) 1 (14.3) 0 0 0 

Investigations      

  -Total 4 (57.1) 0 1 (14.3) 3 (42.9) 0 

  C-reactive protein increased 2 (28.6) 0 2 (28.6) 0 0 

  Immunoglobulins decreased 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Blood potassium decreased 1 (14.3) 0 1 (14.3) 0 0 

  Blood uric acid increased 1 (14.3) 0 1 (14.3) 0 0 

  Ejection fraction decreased 1 (14.3) 1 (14.3) 0 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (14.3) 1 (14.3) 0 0 0 

  Haemoglobin decreased 1 (14.3) 0 0 1 (14.3) 0 

  Lymphocyte count decreased 1 (14.3) 0 0 1 (14.3) 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Neutrophil count decreased 1 (14.3) 0 0 1 (14.3) 0 

  Protein total decreased 1 (14.3) 0 1 (14.3) 0 0 

  Urine output decreased 1 (14.3) 0 1 (14.3) 0 0 

  White blood cell count decreased 1 (14.3) 0 0 1 (14.3) 0 

Metabolism and nutrition disorders      

  -Total 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Hypokalaemia 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Decreased appetite 1 (14.3) 0 1 (14.3) 0 0 

  Hyperglycaemia 1 (14.3) 0 0 1 (14.3) 0 

  Hyperkalaemia 1 (14.3) 1 (14.3) 0 0 0 

  Hypomagnesaemia 1 (14.3) 1 (14.3) 0 0 0 

  Hyponatraemia 1 (14.3) 0 1 (14.3) 0 0 

  Obesity 1 (14.3) 1 (14.3) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 4 (57.1) 1 (14.3) 2 (28.6) 1 (14.3) 0 

  Back pain 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Pain in extremity 2 (28.6) 0 2 (28.6) 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Arthralgia 1 (14.3) 0 1 (14.3) 0 0 

  Muscular weakness 1 (14.3) 0 0 1 (14.3) 0 

  Myalgia 1 (14.3) 0 1 (14.3) 0 0 

  Neck pain 1 (14.3) 1 (14.3) 0 0 0 

  Osteonecrosis 1 (14.3) 1 (14.3) 0 0 0 

  Osteopenia 1 (14.3) 1 (14.3) 0 0 0 

Nervous system disorders      

  -Total 6 (85.7) 1 (14.3) 4 (57.1) 1 (14.3) 0 

  Seizure 3 (42.9) 1 (14.3) 1 (14.3) 1 (14.3) 0 

  Headache 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Cerebral atrophy 1 (14.3) 1 (14.3) 0 0 0 

  Cerebral haemorrhage 1 (14.3) 1 (14.3) 0 0 0 

  Cerebral venous sinus thrombosis 1 (14.3) 0 1 (14.3) 0 0 

  Dysarthria 1 (14.3) 0 1 (14.3) 0 0 

  Facial paralysis 1 (14.3) 0 1 (14.3) 0 0 

  Lethargy 1 (14.3) 1 (14.3) 0 0 0 

  Leukoencephalopathy 1 (14.3) 1 (14.3) 0 0 0 

  Neurological decompensation 1 (14.3) 0 1 (14.3) 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Neuropathy peripheral 1 (14.3) 0 1 (14.3) 0 0 

  Tremor 1 (14.3) 0 1 (14.3) 0 0 

Psychiatric disorders      

  -Total 1 (14.3) 0 1 (14.3) 0 0 

  Agitation 1 (14.3) 0 1 (14.3) 0 0 

Renal and urinary disorders      

  -Total 3 (42.9) 0 2 (28.6) 1 (14.3) 0 

  Urinary tract disorder 2 (28.6) 0 2 (28.6) 0 0 

  Haematuria 1 (14.3) 0 0 1 (14.3) 0 

  Nephropathy 1 (14.3) 1 (14.3) 0 0 0 

  Proteinuria 1 (14.3) 0 1 (14.3) 0 0 

  Urinary retention 1 (14.3) 0 1 (14.3) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (14.3) 0 1 (14.3) 0 0 

  Perineal pain 1 (14.3) 1 (14.3) 0 0 0 

  Vulvovaginal pain 1 (14.3) 0 1 (14.3) 0 0 

Respiratory, thoracic and mediastinal 
disorders 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 2 (28.6) 1 (14.3) 0 1 (14.3) 0 

  Epistaxis 2 (28.6) 2 (28.6) 0 0 0 

  Oropharyngeal pain 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Cough 1 (14.3) 1 (14.3) 0 0 0 

  Dyspnoea 1 (14.3) 0 1 (14.3) 0 0 

  Hypoxia 1 (14.3) 0 0 1 (14.3) 0 

  Nasal congestion 1 (14.3) 1 (14.3) 0 0 0 

  Nasal septum perforation 1 (14.3) 0 1 (14.3) 0 0 

  Productive cough 1 (14.3) 1 (14.3) 0 0 0 

  Rhinalgia 1 (14.3) 1 (14.3) 0 0 0 

  Rhinorrhoea 1 (14.3) 0 1 (14.3) 0 0 

  Sinus pain 1 (14.3) 1 (14.3) 0 0 0 

  Tachypnoea 1 (14.3) 0 1 (14.3) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 5 (71.4) 4 (57.1) 1 (14.3) 0 0 

  Rash 3 (42.9) 3 (42.9) 0 0 0 

  Erythema 2 (28.6) 2 (28.6) 0 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Pruritus 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Dermatitis acneiform 1 (14.3) 1 (14.3) 0 0 0 

  Dermatitis bullous 1 (14.3) 1 (14.3) 0 0 0 

  Petechiae 1 (14.3) 1 (14.3) 0 0 0 

  Skin ulcer 1 (14.3) 1 (14.3) 0 0 0 

Vascular disorders      

  -Total 5 (71.4) 1 (14.3) 2 (28.6) 2 (28.6) 0 

  Hypertension 3 (42.9) 0 1 (14.3) 2 (28.6) 0 

  Embolism 1 (14.3) 0 1 (14.3) 0 0 

  Flushing 1 (14.3) 1 (14.3) 0 0 0 

  Hot flush 1 (14.3) 1 (14.3) 0 0 0 

  Vascular occlusion 1 (14.3) 1 (14.3) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 



  

  

1663 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 147g 

Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and 

Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

32 (100) 0 4 (12.5) 10 (31.3) 18 (56.3) 

Blood and lymphatic system disorders      

  -Total 19 (59.4) 0 3 (9.4 ) 14 (43.8) 2 (6.3 ) 

  Febrile neutropenia 7 (21.9) 0 0 7 (21.9) 0 

  Anaemia 6 (18.8) 0 1 (3.1 ) 5 (15.6) 0 

  Thrombocytopenia 6 (18.8) 0 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 

  Neutropenia 4 (12.5) 0 1 (3.1 ) 3 (9.4 ) 0 

  Bone marrow failure 2 (6.3 ) 0 0 2 (6.3 ) 0 

  B-cell aplasia 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Disseminated intravascular 
coagulation 

1 (3.1 ) 0 0 1 (3.1 ) 0 

  Febrile bone marrow aplasia 1 (3.1 ) 0 0 1 (3.1 ) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphopenia 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Pancytopenia 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Splenomegaly 1 (3.1 ) 1 (3.1 ) 0 0 0 

Cardiac disorders      

  -Total 8 (25.0) 3 (9.4 ) 3 (9.4 ) 1 (3.1 ) 1 (3.1 ) 

  Tachycardia 4 (12.5) 2 (6.3 ) 2 (6.3 ) 0 0 

  Sinus bradycardia 3 (9.4 ) 3 (9.4 ) 0 0 0 

  Sinus tachycardia 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Cardiac hypertrophy 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Coronary artery dilatation 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Left ventricular dysfunction 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Pericardial effusion 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Pericarditis 1 (3.1 ) 0 1 (3.1 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase 
deficiency 

1 (3.1 ) 1 (3.1 ) 0 0 0 

Ear and labyrinth disorders      
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Ear pain 1 (3.1 ) 0 1 (3.1 ) 0 0 

Endocrine disorders      

  -Total 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Hypothyroidism 1 (3.1 ) 0 1 (3.1 ) 0 0 

Eye disorders      

  -Total 4 (12.5) 3 (9.4 ) 1 (3.1 ) 0 0 

  Blepharospasm 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Blindness unilateral 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Conjunctival haemorrhage 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Erythema of eyelid 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Eye pain 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Lacrimation increased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Periorbital disorder 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Vision blurred 1 (3.1 ) 1 (3.1 ) 0 0 0 

Gastrointestinal disorders      

  -Total 25 (78.1) 9 (28.1) 12 (37.5) 4 (12.5) 0 

  Diarrhoea 10 (31.3) 6 (18.8) 4 (12.5) 0 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nausea 9 (28.1) 5 (15.6) 4 (12.5) 0 0 

  Vomiting 8 (25.0) 6 (18.8) 2 (6.3 ) 0 0 

  Stomatitis 6 (18.8) 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 

  Abdominal pain 5 (15.6) 2 (6.3 ) 2 (6.3 ) 1 (3.1 ) 0 

  Constipation 4 (12.5) 2 (6.3 ) 2 (6.3 ) 0 0 

  Dental caries 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Gingival bleeding 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Abdominal pain upper 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Hypoaesthesia oral 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Paraesthesia oral 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Rectal haemorrhage 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Abdominal distension 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Abdominal pain lower 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Anal incontinence 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Aphthous ulcer 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Gastrointestinal motility disorder 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Lip haemorrhage 1 (3.1 ) 1 (3.1 ) 0 0 0 



  

  

1669 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lip swelling 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Oral mucosal erythema 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Oral pain 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Subileus 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Toothache 1 (3.1 ) 0 1 (3.1 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 26 (81.3) 12 (37.5) 10 (31.3) 4 (12.5) 0 

  Pyrexia 19 (59.4) 9 (28.1) 7 (21.9) 3 (9.4 ) 0 

  Fatigue 6 (18.8) 2 (6.3 ) 4 (12.5) 0 0 

  Oedema peripheral 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Pain 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Chills 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Face oedema 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Gait disturbance 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Axillary pain 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Catheter site erythema 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Catheter site pain 1 (3.1 ) 1 (3.1 ) 0 0 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Drug withdrawal syndrome 1 (3.1 ) 0 0 1 (3.1 ) 0 

  General physical health deterioration 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Localised oedema 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Malaise 1 (3.1 ) 0 1 (3.1 ) 0 0 

Hepatobiliary disorders      

  -Total 5 (15.6) 0 1 (3.1 ) 3 (9.4 ) 1 (3.1 ) 

  Hepatocellular injury 2 (6.3 ) 0 0 2 (6.3 ) 0 

  Cholestasis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Hepatic failure 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Hepatosplenomegaly 1 (3.1 ) 0 0 0 1 (3.1 ) 

Immune system disorders      

  -Total 21 (65.6) 4 (12.5) 8 (25.0) 6 (18.8) 3 (9.4 ) 

  Cytokine release syndrome 17 (53.1) 5 (15.6) 3 (9.4 ) 6 (18.8) 3 (9.4 ) 

  Hypogammaglobulinaemia 8 (25.0) 3 (9.4 ) 5 (15.6) 0 0 

  Allergy to immunoglobulin therapy 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Drug hypersensitivity 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.1 ) 0 0 1 (3.1 ) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

  -Total 22 (68.8) 3 (9.4 ) 3 (9.4 ) 13 (40.6) 3 (9.4 ) 

  Nasopharyngitis 4 (12.5) 4 (12.5) 0 0 0 

  Device related infection 3 (9.4 ) 0 0 3 (9.4 ) 0 

  Sepsis 3 (9.4 ) 0 0 2 (6.3 ) 1 (3.1 ) 

  Bacterial infection 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Cellulitis 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Herpes zoster 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Oral herpes 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Otitis media 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Rash pustular 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Respiratory syncytial virus infection 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Rhinitis 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Septic shock 2 (6.3 ) 0 0 1 (3.1 ) 1 (3.1 ) 

  Sinusitis 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Aspergillus infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Atypical pneumonia 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Bacteraemia 1 (3.1 ) 0 0 1 (3.1 ) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacterial pyelonephritis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Body tinea 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Bronchopulmonary aspergillosis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Candida infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Cellulitis orbital 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Conjunctivitis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Enterovirus infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Escherichia sepsis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Folliculitis 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Gastroenteritis 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Gastrointestinal infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Human herpesvirus 6 infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Influenza 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Meningitis aseptic 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Molluscum contagiosum 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Nail infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Neutropenic infection 1 (3.1 ) 0 0 1 (3.1 ) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Otitis externa 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Parainfluenzae virus infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Paronychia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Parotitis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Periorbital cellulitis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Pneumonia 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Pneumonia viral 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Post procedural infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Pseudomonas infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Rhinovirus infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Rotavirus infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Skin infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Staphylococcal infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Upper respiratory tract infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Varicella 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Vascular device infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Viral upper respiratory tract infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Vulvitis 1 (3.1 ) 0 1 (3.1 ) 0 0 



  

  

1674 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural 
complications 

     

  -Total 5 (15.6) 1 (3.1 ) 3 (9.4 ) 1 (3.1 ) 0 

  Allergic transfusion reaction 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Contusion 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Eye contusion 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Fall 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Procedural pain 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Subcutaneous haematoma 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Toxicity to various agents 1 (3.1 ) 0 0 1 (3.1 ) 0 

Investigations      

  -Total 16 (50.0) 3 (9.4 ) 1 (3.1 ) 3 (9.4 ) 9 (28.1) 

  White blood cell count decreased 7 (21.9) 0 0 1 (3.1 ) 6 (18.8) 

  Platelet count decreased 5 (15.6) 0 0 2 (6.3 ) 3 (9.4 ) 

  Lymphocyte count decreased 4 (12.5) 1 (3.1 ) 0 2 (6.3 ) 1 (3.1 ) 

  Alanine aminotransferase increased 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 0 0 

  Aspartate aminotransferase 
increased 

3 (9.4 ) 2 (6.3 ) 0 1 (3.1 ) 0 

  Blood bilirubin increased 3 (9.4 ) 1 (3.1 ) 0 1 (3.1 ) 1 (3.1 ) 



  

  

1675 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 3 (9.4 ) 0 0 0 3 (9.4 ) 

  Serum ferritin increased 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Weight decreased 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 0 0 

  Activated partial thromboplastin time 
prolonged 

2 (6.3 ) 2 (6.3 ) 0 0 0 

  Blood alkaline phosphatase 
increased 

2 (6.3 ) 2 (6.3 ) 0 0 0 

  Blood creatinine increased 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Blood fibrinogen decreased 2 (6.3 ) 0 2 (6.3 ) 0 0 

  C-reactive protein increased 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Gamma-glutamyltransferase 
increased 

2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Ammonia increased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Blood fibrinogen increased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (3.1 ) 0 1 (3.1 ) 0 0 

  Blood magnesium increased 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Blood urea decreased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Blood urine present 1 (3.1 ) 0 1 (3.1 ) 0 0 



  

  

1676 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cardiac murmur 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Chest x-ray abnormal 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Chlamydia test positive 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Human rhinovirus test positive 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Immunoglobulins decreased 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Lipase increased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Monocyte count decreased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Oxygen saturation decreased 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Prothrombin time prolonged 1 (3.1 ) 1 (3.1 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 16 (50.0) 5 (15.6) 4 (12.5) 7 (21.9) 0 

  Hypokalaemia 9 (28.1) 4 (12.5) 1 (3.1 ) 4 (12.5) 0 

  Decreased appetite 6 (18.8) 6 (18.8) 0 0 0 

  Hypophosphataemia 6 (18.8) 4 (12.5) 1 (3.1 ) 1 (3.1 ) 0 

  Hypocalcaemia 5 (15.6) 2 (6.3 ) 1 (3.1 ) 2 (6.3 ) 0 

  Dehydration 3 (9.4 ) 1 (3.1 ) 1 (3.1 ) 1 (3.1 ) 0 

  Hyperkalaemia 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Hypernatraemia 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 



  

  

1677 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperuricaemia 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Hypoalbuminaemia 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Hypomagnesaemia 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Fluid overload 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Fluid retention 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hypercalcaemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hyperferritinaemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hyperphosphataemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Vitamin d deficiency 1 (3.1 ) 1 (3.1 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 9 (28.1) 2 (6.3 ) 4 (12.5) 3 (9.4 ) 0 

  Pain in extremity 5 (15.6) 2 (6.3 ) 3 (9.4 ) 0 0 

  Arthralgia 4 (12.5) 0 3 (9.4 ) 1 (3.1 ) 0 

  Back pain 3 (9.4 ) 1 (3.1 ) 1 (3.1 ) 1 (3.1 ) 0 

  Bone pain 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Joint effusion 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Joint stiffness 1 (3.1 ) 1 (3.1 ) 0 0 0 



  

  

1678 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Myalgia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Pain in jaw 1 (3.1 ) 1 (3.1 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 6 (18.8) 0 0 1 (3.1 ) 5 (15.6) 

  Acute lymphocytic leukaemia 3 (9.4 ) 0 0 1 (3.1 ) 2 (6.3 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.1 ) 0 0 0 1 (3.1 ) 

  B precursor type acute leukaemia 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Leukaemia 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Neoplasm of orbit 1 (3.1 ) 0 0 0 1 (3.1 ) 

Nervous system disorders      

  -Total 16 (50.0) 3 (9.4 ) 7 (21.9) 6 (18.8) 0 

  Headache 7 (21.9) 2 (6.3 ) 4 (12.5) 1 (3.1 ) 0 

  Dizziness 3 (9.4 ) 3 (9.4 ) 0 0 0 

  Somnolence 3 (9.4 ) 1 (3.1 ) 0 2 (6.3 ) 0 

  Dyskinesia 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Neuralgia 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Seizure 2 (6.3 ) 0 2 (6.3 ) 0 0 



  

  

1679 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tremor 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Cranial nerve disorder 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Head discomfort 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hemiparesis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Hypoaesthesia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Intracranial pressure increased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Neurological symptom 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Paraesthesia 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Peripheral sensory neuropathy 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (3.1 ) 0 0 1 (3.1 ) 0 

  Status epilepticus 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Subdural hygroma 1 (3.1 ) 0 1 (3.1 ) 0 0 

Psychiatric disorders      

  -Total 7 (21.9) 2 (6.3 ) 4 (12.5) 1 (3.1 ) 0 

  Agitation 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Anxiety 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Insomnia 2 (6.3 ) 0 2 (6.3 ) 0 0 



  

  

1680 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Irritability 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Confusional state 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Delirium 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Depression 1 (3.1 ) 0 0 1 (3.1 ) 0 

Renal and urinary disorders      

  -Total 9 (28.1) 5 (15.6) 2 (6.3 ) 2 (6.3 ) 0 

  Haematuria 5 (15.6) 3 (9.4 ) 1 (3.1 ) 1 (3.1 ) 0 

  Dysuria 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Acute kidney injury 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Haemoglobinuria 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Renal impairment 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Urinary incontinence 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Urinary retention 1 (3.1 ) 0 1 (3.1 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 5 (15.6) 4 (12.5) 0 1 (3.1 ) 0 

  Metrorrhagia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Ovarian failure 1 (3.1 ) 0 0 1 (3.1 ) 0 



  

  

1681 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Perineal rash 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Vulvovaginal dryness 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Vulvovaginal pruritus 1 (3.1 ) 1 (3.1 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 13 (40.6) 6 (18.8) 3 (9.4 ) 4 (12.5) 0 

  Cough 7 (21.9) 5 (15.6) 2 (6.3 ) 0 0 

  Epistaxis 5 (15.6) 3 (9.4 ) 1 (3.1 ) 1 (3.1 ) 0 

  Hypoxia 5 (15.6) 3 (9.4 ) 0 2 (6.3 ) 0 

  Oropharyngeal pain 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Tachypnoea 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Atelectasis 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Increased upper airway secretion 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Lung disorder 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Nasal congestion 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Pharyngeal erythema 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Pleural effusion 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Rhinorrhoea 1 (3.1 ) 1 (3.1 ) 0 0 0 



  

  

1682 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Wheezing 1 (3.1 ) 0 1 (3.1 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 14 (43.8) 9 (28.1) 4 (12.5) 1 (3.1 ) 0 

  Rash 5 (15.6) 4 (12.5) 1 (3.1 ) 0 0 

  Erythema 4 (12.5) 4 (12.5) 0 0 0 

  Ingrowing nail 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 0 0 

  Dry skin 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Petechiae 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Toxic skin eruption 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Alopecia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Dermatitis 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hyperhidrosis 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Papule 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Skin lesion 1 (3.1 ) 1 (3.1 ) 0 0 0 

Vascular disorders      

  -Total 10 (31.3) 6 (18.8) 1 (3.1 ) 3 (9.4 ) 0 

  Hypertension 5 (15.6) 4 (12.5) 1 (3.1 ) 0 0 



  

  

1683 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypotension 5 (15.6) 3 (9.4 ) 0 2 (6.3 ) 0 

  Jugular vein thrombosis 1 (3.1 ) 0 0 1 (3.1 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t147_gd_b2001x.sas@@/main/1 25JUN21:16:41                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 147g 

Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and 

Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

22 (100) 0 1 (4.5 ) 6 (27.3) 15 (68.2) 

Blood and lymphatic system disorders      

  -Total 15 (68.2) 1 (4.5 ) 1 (4.5 ) 7 (31.8) 6 (27.3) 

  Anaemia 9 (40.9) 0 1 (4.5 ) 8 (36.4) 0 

  Febrile neutropenia 8 (36.4) 1 (4.5 ) 0 6 (27.3) 1 (4.5 ) 

  Neutropenia 7 (31.8) 2 (9.1 ) 0 0 5 (22.7) 

  Thrombocytopenia 3 (13.6) 0 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 

  Bone marrow failure 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Disseminated intravascular 
coagulation 

2 (9.1 ) 0 2 (9.1 ) 0 0 

  Lymphadenopathy 1 (4.5 ) 0 1 (4.5 ) 0 0 



  

  

1685 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Cardiac disorders      

  -Total 7 (31.8) 4 (18.2) 1 (4.5 ) 2 (9.1 ) 0 

  Tachycardia 4 (18.2) 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 

  Sinus tachycardia 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Bradycardia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Bundle branch block left 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Cardiac discomfort 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Left ventricular dysfunction 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Pericardial effusion 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Sinus bradycardia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Ear pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Vertigo 1 (4.5 ) 0 0 1 (4.5 ) 0 

Endocrine disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Cushingoid 1 (4.5 ) 1 (4.5 ) 0 0 0 

Eye disorders      



  

  

1686 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 5 (22.7) 3 (13.6) 2 (9.1 ) 0 0 

  Astigmatism 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Blepharitis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Conjunctival haemorrhage 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Diplopia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Dry eye 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Eye pruritus 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hypermetropia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ocular hyperaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ocular hypertension 1 (4.5 ) 0 1 (4.5 ) 0 0 

Gastrointestinal disorders      

  -Total 15 (68.2) 3 (13.6) 8 (36.4) 4 (18.2) 0 

  Nausea 11 (50.0) 5 (22.7) 5 (22.7) 1 (4.5 ) 0 

  Constipation 8 (36.4) 6 (27.3) 2 (9.1 ) 0 0 

  Vomiting 6 (27.3) 5 (22.7) 1 (4.5 ) 0 0 

  Stomatitis 5 (22.7) 1 (4.5 ) 3 (13.6) 1 (4.5 ) 0 

  Abdominal distension 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Abdominal pain 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Diarrhoea 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Anal fissure 3 (13.6) 0 2 (9.1 ) 1 (4.5 ) 0 

  Anal fistula 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Lip dry 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Oral pain 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Abdominal discomfort 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Abdominal pain upper 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Abdominal tenderness 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Anal haemorrhage 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Anal pruritus 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Dental caries 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Dyspepsia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Gingival bleeding 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hyperaesthesia teeth 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Mouth ulceration 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Proctalgia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rectal ulcer 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Retching 1 (4.5 ) 1 (4.5 ) 0 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Upper gastrointestinal haemorrhage 1 (4.5 ) 1 (4.5 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 17 (77.3) 5 (22.7) 7 (31.8) 5 (22.7) 0 

  Pyrexia 15 (68.2) 4 (18.2) 6 (27.3) 5 (22.7) 0 

  Fatigue 6 (27.3) 4 (18.2) 2 (9.1 ) 0 0 

  Asthenia 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Catheter site erythema 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Catheter site haemorrhage 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Face oedema 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Malaise 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Oedema peripheral 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Pain 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Catheter site pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Chills 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Facial pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Generalised oedema 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Localised oedema 1 (4.5 ) 1 (4.5 ) 0 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Non-cardiac chest pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

Hepatobiliary disorders      

  -Total 5 (22.7) 2 (9.1 ) 0 2 (9.1 ) 1 (4.5 ) 

  Hepatocellular injury 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Gallbladder oedema 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hepatotoxicity 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Jaundice 1 (4.5 ) 1 (4.5 ) 0 0 0 

Immune system disorders      

  -Total 18 (81.8) 3 (13.6) 4 (18.2) 4 (18.2) 7 (31.8) 

  Cytokine release syndrome 16 (72.7) 5 (22.7) 2 (9.1 ) 2 (9.1 ) 7 (31.8) 

  Hypogammaglobulinaemia 6 (27.3) 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 

  Allergy to immunoglobulin therapy 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Drug hypersensitivity 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Anaphylactic reaction 1 (4.5 ) 0 0 1 (4.5 ) 0 

Infections and infestations      

  -Total 19 (86.4) 1 (4.5 ) 3 (13.6) 11 (50.0) 4 (18.2) 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Pneumonia 4 (18.2) 1 (4.5 ) 1 (4.5 ) 2 (9.1 ) 0 

  Rhinitis 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Upper respiratory tract infection 4 (18.2) 1 (4.5 ) 3 (13.6) 0 0 

  Nasopharyngitis 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Bronchopulmonary aspergillosis 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Device related infection 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Herpes zoster 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Neutropenic infection 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Anal fistula infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Candida infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Cellulitis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Central nervous system infection 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Cerebral fungal infection 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Clostridium difficile infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Conjunctivitis viral 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Croup infectious 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Enterovirus infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Escherichia bacteraemia 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Gastroenteritis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Helminthic infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Herpes simplex 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Influenza 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Laryngitis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Listeria sepsis 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Oral candidiasis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oral herpes 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oral infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Otitis externa 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Paronychia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Parotitis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Periorbital cellulitis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Pharyngitis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pneumonia fungal 1 (4.5 ) 0 0 1 (4.5 ) 0 



  

  

1692 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Rash pustular 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Respiratory tract infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rhinovirus infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Sepsis 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Septic shock 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Staphylococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Staphylococcal infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Streptococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Tonsillitis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Tooth abscess 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Urinary tract infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Urinary tract infection viral 1 (4.5 ) 0 1 (4.5 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 8 (36.4) 4 (18.2) 3 (13.6) 1 (4.5 ) 0 

  Contusion 4 (18.2) 4 (18.2) 0 0 0 

  Allergic transfusion reaction 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Delayed serologic transfusion 
reaction 

1 (4.5 ) 0 1 (4.5 ) 0 0 



  

  

1693 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Fall 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Infusion related reaction 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Ligament sprain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Post procedural haemorrhage 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Procedural pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Splinter 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Stoma site erythema 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Stoma site haemorrhage 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Thermal burn 1 (4.5 ) 0 1 (4.5 ) 0 0 

Investigations      

  -Total 15 (68.2) 2 (9.1 ) 1 (4.5 ) 3 (13.6) 9 (40.9) 

  Platelet count decreased 8 (36.4) 0 0 0 8 (36.4) 

  Neutrophil count decreased 7 (31.8) 0 0 0 7 (31.8) 

  White blood cell count decreased 6 (27.3) 0 0 0 6 (27.3) 

  Alanine aminotransferase increased 3 (13.6) 0 0 3 (13.6) 0 

  Blood fibrinogen decreased 3 (13.6) 0 0 3 (13.6) 0 

  C-reactive protein increased 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Immunoglobulins decreased 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 



  

  

1694 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Lymphocyte count decreased 2 (9.1 ) 0 0 1 (4.5 ) 1 (4.5 ) 

  Prothrombin time prolonged 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Antithrombin iii decreased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Aspartate aminotransferase 
increased 

1 (4.5 ) 0 1 (4.5 ) 0 0 

  Blood creatine phosphokinase 
increased 

1 (4.5 ) 0 0 0 1 (4.5 ) 

  Blood creatinine increased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Blood pressure increased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Electrocardiogram qt prolonged 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Heart sounds abnormal 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Influenza a virus test positive 1 (4.5 ) 0 1 (4.5 ) 0 0 

  International normalised ratio 
increased 

1 (4.5 ) 1 (4.5 ) 0 0 0 

  Oxygen saturation decreased 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Urine output decreased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Vitamin d decreased 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Weight decreased 1 (4.5 ) 0 1 (4.5 ) 0 0 

Metabolism and nutrition disorders      



  

  

1695 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 10 (45.5) 2 (9.1 ) 3 (13.6) 3 (13.6) 2 (9.1 ) 

  Hypokalaemia 6 (27.3) 2 (9.1 ) 0 4 (18.2) 0 

  Hyperuricaemia 5 (22.7) 5 (22.7) 0 0 0 

  Hypophosphataemia 5 (22.7) 2 (9.1 ) 1 (4.5 ) 2 (9.1 ) 0 

  Hypomagnesaemia 4 (18.2) 4 (18.2) 0 0 0 

  Hypoalbuminaemia 3 (13.6) 0 3 (13.6) 0 0 

  Decreased appetite 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Hyperglycaemia 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Hypocalcaemia 2 (9.1 ) 0 0 0 2 (9.1 ) 

  Tumour lysis syndrome 2 (9.1 ) 0 0 1 (4.5 ) 1 (4.5 ) 

  Fluid overload 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Fluid retention 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hyperferritinaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hyperkalaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hyponatraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Iron overload 1 (4.5 ) 0 1 (4.5 ) 0 0 

Musculoskeletal and connective tissue 
disorders 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 11 (50.0) 6 (27.3) 5 (22.7) 0 0 

  Myalgia 6 (27.3) 6 (27.3) 0 0 0 

  Arthralgia 4 (18.2) 0 4 (18.2) 0 0 

  Muscular weakness 4 (18.2) 2 (9.1 ) 2 (9.1 ) 0 0 

  Pain in extremity 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Back pain 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Bone pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Neck pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Osteopenia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 3 (13.6) 0 0 2 (9.1 ) 1 (4.5 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (9.1 ) 0 0 1 (4.5 ) 1 (4.5 ) 

  Neoplasm progression 1 (4.5 ) 0 0 1 (4.5 ) 0 

Nervous system disorders      

  -Total 13 (59.1) 4 (18.2) 5 (22.7) 4 (18.2) 0 

  Headache 8 (36.4) 4 (18.2) 3 (13.6) 1 (4.5 ) 0 

  Seizure 4 (18.2) 1 (4.5 ) 2 (9.1 ) 1 (4.5 ) 0 



  

  

1697 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Depressed level of consciousness 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Encephalopathy 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Intention tremor 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Lethargy 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Hyperkinesia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Nervous system disorder 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Neuropathy peripheral 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Partial seizures 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Peripheral motor neuropathy 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Somnolence 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Speech disorder 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Tremor 1 (4.5 ) 1 (4.5 ) 0 0 0 

Product issues      

  -Total 2 (9.1 ) 0 1 (4.5 ) 0 1 (4.5 ) 

  Device occlusion 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Manufacturing product shipping issue 1 (4.5 ) 0 0 0 1 (4.5 ) 

Psychiatric disorders      

  -Total 10 (45.5) 7 (31.8) 1 (4.5 ) 2 (9.1 ) 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Insomnia 3 (13.6) 3 (13.6) 0 0 0 

  Agitation 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Anxiety 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Confusional state 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Disorientation 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Abnormal behaviour 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Delirium 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hallucination 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Initial insomnia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Renal and urinary disorders      

  -Total 8 (36.4) 3 (13.6) 2 (9.1 ) 2 (9.1 ) 1 (4.5 ) 

  Haematuria 4 (18.2) 4 (18.2) 0 0 0 

  Acute kidney injury 3 (13.6) 0 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 

  Dysuria 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Polyuria 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Proteinuria 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Renal impairment 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Urinary incontinence 1 (4.5 ) 1 (4.5 ) 0 0 0 



  

  

1699 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Urinary retention 1 (4.5 ) 1 (4.5 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Scrotal oedema 1 (4.5 ) 1 (4.5 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 11 (50.0) 2 (9.1 ) 6 (27.3) 2 (9.1 ) 1 (4.5 ) 

  Cough 8 (36.4) 5 (22.7) 3 (13.6) 0 0 

  Epistaxis 5 (22.7) 2 (9.1 ) 3 (13.6) 0 0 

  Hypoxia 3 (13.6) 0 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 

  Oropharyngeal pain 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Nasal congestion 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Pleural effusion 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Tachypnoea 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Apnoea 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Dyspnoea exertional 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Haemoptysis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Orthopnoea 1 (4.5 ) 1 (4.5 ) 0 0 0 



  

  

1700 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Pharyngeal erythema 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pneumothorax 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rhinorrhoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Rhonchi 1 (4.5 ) 1 (4.5 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 14 (63.6) 9 (40.9) 3 (13.6) 2 (9.1 ) 0 

  Rash 6 (27.3) 4 (18.2) 1 (4.5 ) 1 (4.5 ) 0 

  Dry skin 4 (18.2) 4 (18.2) 0 0 0 

  Pruritus 4 (18.2) 4 (18.2) 0 0 0 

  Petechiae 3 (13.6) 3 (13.6) 0 0 0 

  Urticaria 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Alopecia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Eczema 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Ingrowing nail 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Papule 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rash maculo-papular 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Skin discolouration 1 (4.5 ) 1 (4.5 ) 0 0 0 



  

  

1701 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Skin exfoliation 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Skin oedema 1 (4.5 ) 1 (4.5 ) 0 0 0 

Vascular disorders      

  -Total 8 (36.4) 1 (4.5 ) 5 (22.7) 1 (4.5 ) 1 (4.5 ) 

  Hypertension 4 (18.2) 1 (4.5 ) 3 (13.6) 0 0 

  Hypotension 4 (18.2) 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 

  Pallor 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Lymphoedema 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Venous thrombosis limb 1 (4.5 ) 0 1 (4.5 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t147_gd_b2001x.sas@@/main/1 25JUN21:16:41                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 147g 

Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and 

Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

13 (100) 0 0 1 (7.7 ) 12 (92.3) 

Blood and lymphatic system disorders      

  -Total 10 (76.9) 2 (15.4) 1 (7.7 ) 5 (38.5) 2 (15.4) 

  Anaemia 6 (46.2) 3 (23.1) 1 (7.7 ) 2 (15.4) 0 

  Febrile neutropenia 3 (23.1) 0 1 (7.7 ) 2 (15.4) 0 

  Thrombocytopenia 2 (15.4) 0 0 1 (7.7 ) 1 (7.7 ) 

  B-cell aplasia 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Bone marrow failure 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Leukopenia 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Neutropenia 1 (7.7 ) 0 0 0 1 (7.7 ) 

Cardiac disorders      
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  -Total 3 (23.1) 2 (15.4) 1 (7.7 ) 0 0 

  Bradycardia 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Diastolic dysfunction 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Tachycardia 1 (7.7 ) 1 (7.7 ) 0 0 0 

Eye disorders      

  -Total 3 (23.1) 1 (7.7 ) 1 (7.7 ) 1 (7.7 ) 0 

  Conjunctivitis allergic 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Dry eye 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Keratitis 1 (7.7 ) 0 0 1 (7.7 ) 0 

Gastrointestinal disorders      

  -Total 9 (69.2) 4 (30.8) 3 (23.1) 1 (7.7 ) 1 (7.7 ) 

  Diarrhoea 5 (38.5) 3 (23.1) 1 (7.7 ) 1 (7.7 ) 0 

  Nausea 5 (38.5) 2 (15.4) 3 (23.1) 0 0 

  Abdominal pain upper 2 (15.4) 0 2 (15.4) 0 0 

  Constipation 2 (15.4) 2 (15.4) 0 0 0 

  Abdominal pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Gastrointestinal haemorrhage 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Gastrointestinal pain 1 (7.7 ) 1 (7.7 ) 0 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Gingival bleeding 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Lip pain 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Stomatitis 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Toothache 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Vomiting 1 (7.7 ) 1 (7.7 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 9 (69.2) 3 (23.1) 4 (30.8) 2 (15.4) 0 

  Pyrexia 5 (38.5) 1 (7.7 ) 3 (23.1) 1 (7.7 ) 0 

  Fatigue 3 (23.1) 3 (23.1) 0 0 0 

  Asthenia 2 (15.4) 2 (15.4) 0 0 0 

  Pain 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Catheter site haemorrhage 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Catheter site pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Catheter site pruritus 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Chills 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Face oedema 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Localised oedema 1 (7.7 ) 0 0 1 (7.7 ) 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Oedema peripheral 1 (7.7 ) 1 (7.7 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Hepatotoxicity 1 (7.7 ) 0 1 (7.7 ) 0 0 

Immune system disorders      

  -Total 10 (76.9) 1 (7.7 ) 7 (53.8) 0 2 (15.4) 

  Cytokine release syndrome 9 (69.2) 1 (7.7 ) 6 (46.2) 0 2 (15.4) 

  Hypogammaglobulinaemia 6 (46.2) 0 6 (46.2) 0 0 

  Atopy 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (7.7 ) 0 0 1 (7.7 ) 0 

Infections and infestations      

  -Total 10 (76.9) 0 5 (38.5) 3 (23.1) 2 (15.4) 

  Bronchitis 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Herpes zoster 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Sepsis 2 (15.4) 0 0 0 2 (15.4) 

  Upper respiratory tract infection 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Cystitis 1 (7.7 ) 0 1 (7.7 ) 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Device related infection 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Escherichia urinary tract infection 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Eye infection 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Gastroenteritis 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Impetigo 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Nasopharyngitis 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Oral fungal infection 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Oral herpes 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Otitis externa 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Otitis media 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Otitis media acute 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Pneumonia 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Pneumonia haemophilus 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Pseudomembranous colitis 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Tinea pedis 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Tooth infection 1 (7.7 ) 0 1 (7.7 ) 0 0 

Injury, poisoning and procedural 
complications 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  -Total 2 (15.4) 0 0 2 (15.4) 0 

  Infusion related reaction 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Periorbital haematoma 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Procedural pain 1 (7.7 ) 1 (7.7 ) 0 0 0 

Investigations      

  -Total 9 (69.2) 0 3 (23.1) 0 6 (46.2) 

  White blood cell count decreased 6 (46.2) 0 0 0 6 (46.2) 

  Neutrophil count decreased 5 (38.5) 0 0 0 5 (38.5) 

  Alanine aminotransferase increased 4 (30.8) 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 

  Aspartate aminotransferase 
increased 

4 (30.8) 1 (7.7 ) 1 (7.7 ) 1 (7.7 ) 1 (7.7 ) 

  Platelet count decreased 4 (30.8) 1 (7.7 ) 2 (15.4) 1 (7.7 ) 0 

  Activated partial thromboplastin time 
prolonged 

2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Blood bilirubin increased 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Antithrombin iii decreased 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Blood chloride increased 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Blood creatinine increased 1 (7.7 ) 1 (7.7 ) 0 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Blood lactate dehydrogenase 
increased 

1 (7.7 ) 1 (7.7 ) 0 0 0 

  Blood urea increased 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Clostridium test positive 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Cytomegalovirus test positive 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Fungal test positive 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Gamma-glutamyltransferase 
increased 

1 (7.7 ) 0 1 (7.7 ) 0 0 

  International normalised ratio 
increased 

1 (7.7 ) 0 1 (7.7 ) 0 0 

  Lymph node palpable 1 (7.7 ) 0 1 (7.7 ) 0 0 

Metabolism and nutrition disorders      

  -Total 9 (69.2) 4 (30.8) 2 (15.4) 3 (23.1) 0 

  Decreased appetite 5 (38.5) 4 (30.8) 0 1 (7.7 ) 0 

  Hypoalbuminaemia 4 (30.8) 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 

  Hyperglycaemia 3 (23.1) 2 (15.4) 0 1 (7.7 ) 0 

  Hypocalcaemia 3 (23.1) 1 (7.7 ) 2 (15.4) 0 0 

  Hyperkalaemia 2 (15.4) 2 (15.4) 0 0 0 

  Hypomagnesaemia 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 



  

  

1710 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Dehydration 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Hypercalcaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypermagnesaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hyperphosphataemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypertriglyceridaemia 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Hyperuricaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypokalaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hyponatraemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypophosphataemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Lactic acidosis 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Tumour lysis syndrome 1 (7.7 ) 1 (7.7 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 5 (38.5) 1 (7.7 ) 3 (23.1) 1 (7.7 ) 0 

  Arthralgia 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Back pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Bone pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Myalgia 1 (7.7 ) 1 (7.7 ) 0 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Neck pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Osteoporosis 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Pain in extremity 1 (7.7 ) 0 1 (7.7 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (7.7 ) 0 0 1 (7.7 ) 0 

Nervous system disorders      

  -Total 5 (38.5) 2 (15.4) 1 (7.7 ) 0 2 (15.4) 

  Headache 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Somnolence 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Dysgeusia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Encephalopathy 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Intracranial pressure increased 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Neuralgia 1 (7.7 ) 0 1 (7.7 ) 0 0 

Psychiatric disorders      

  -Total 3 (23.1) 0 3 (23.1) 0 0 

  Anxiety 2 (15.4) 0 2 (15.4) 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Insomnia 2 (15.4) 0 2 (15.4) 0 0 

  Confusional state 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Restlessness 1 (7.7 ) 0 1 (7.7 ) 0 0 

Renal and urinary disorders      

  -Total 3 (23.1) 2 (15.4) 1 (7.7 ) 0 0 

  Chromaturia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Dysuria 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Haematuria 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Polyuria 1 (7.7 ) 1 (7.7 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 6 (46.2) 1 (7.7 ) 2 (15.4) 2 (15.4) 1 (7.7 ) 

  Dyspnoea 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Epistaxis 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Hypoxia 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Cough 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Oropharyngeal pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Pleural effusion 1 (7.7 ) 0 1 (7.7 ) 0 0 



  

  

1713 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Pneumonia aspiration 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Pulmonary granuloma 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Rhinorrhoea 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Stridor 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Tachypnoea 1 (7.7 ) 0 1 (7.7 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 8 (61.5) 4 (30.8) 4 (30.8) 0 0 

  Erythema 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Hangnail 2 (15.4) 2 (15.4) 0 0 0 

  Ingrowing nail 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Pruritus 2 (15.4) 2 (15.4) 0 0 0 

  Acne 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Decubitus ulcer 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Dermatitis 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Dry skin 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Eczema 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Petechiae 1 (7.7 ) 1 (7.7 ) 0 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Rash 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Rash maculo-papular 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Scab 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Skin lesion 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Urticaria 1 (7.7 ) 0 1 (7.7 ) 0 0 

Vascular disorders      

  -Total 4 (30.8) 2 (15.4) 0 2 (15.4) 0 

  Hypotension 2 (15.4) 2 (15.4) 0 0 0 

  Capillary leak syndrome 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Hypertension 1 (7.7 ) 0 0 1 (7.7 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148a 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 20 (58.8)  5 (14.7) 10 (29.4) 

Cardiac disorders    

  -Total  2 (5.9 )  1 (2.9 )  0 

  Left ventricular dysfunction  1 (2.9 )  1 (2.9 )  0 

  Tachycardia  1 (2.9 )  0  0 

Gastrointestinal disorders    

  -Total  1 (2.9 )  0  0 

  Diarrhoea  1 (2.9 )  0  0 

General disorders and administration site conditions    

  -Total  8 (23.5)  2 (5.9 )  1 (2.9 ) 

  Pyrexia  6 (17.6)  1 (2.9 )  0 

  Drug withdrawal syndrome  1 (2.9 )  1 (2.9 )  0 

  Multiple organ dysfunction syndrome  1 (2.9 )  0  1 (2.9 ) 
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Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders    

  -Total  1 (2.9 )  0  1 (2.9 ) 

  Hepatosplenomegaly  1 (2.9 )  0  1 (2.9 ) 

Immune system disorders    

  -Total 15 (44.1)  2 (5.9 )  8 (23.5) 

  Cytokine release syndrome 15 (44.1)  2 (5.9 )  8 (23.5) 

Infections and infestations    

  -Total  4 (11.8)  3 (8.8 )  1 (2.9 ) 

  Cellulitis  1 (2.9 )  0  0 

  Meningitis aseptic  1 (2.9 )  1 (2.9 )  0 

  Pneumonia  1 (2.9 )  1 (2.9 )  0 

  Sepsis  1 (2.9 )  0  1 (2.9 ) 

  Sinusitis  1 (2.9 )  1 (2.9 )  0 

Investigations    

  -Total  2 (5.9 )  1 (2.9 )  0 

  Blood fibrinogen decreased  1 (2.9 )  1 (2.9 )  0 

  Chest x-ray abnormal  1 (2.9 )  0  0 

Metabolism and nutrition disorders    

  -Total  2 (5.9 )  1 (2.9 )  1 (2.9 ) 
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Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dehydration  1 (2.9 )  1 (2.9 )  0 

  Hypernatraemia  1 (2.9 )  0  0 

  Hypokalaemia  1 (2.9 )  0  0 

  Tumour lysis syndrome  1 (2.9 )  0  1 (2.9 ) 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (2.9 )  0  1 (2.9 ) 

  Leukaemia  1 (2.9 )  0  1 (2.9 ) 

Nervous system disorders    

  -Total  4 (11.8)  3 (8.8 )  0 

  Seizure  2 (5.9 )  2 (5.9 )  0 

  Depressed level of consciousness  1 (2.9 )  1 (2.9 )  0 

  Encephalopathy  1 (2.9 )  1 (2.9 )  0 

  Tremor  1 (2.9 )  0  0 

Psychiatric disorders    

  -Total  2 (5.9 )  1 (2.9 )  0 

  Agitation  1 (2.9 )  1 (2.9 )  0 

  Confusional state  1 (2.9 )  1 (2.9 )  0 

  Irritability  1 (2.9 )  0  0 
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Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal disorders    

  -Total  2 (5.9 )  0  0 

  Hypoxia  2 (5.9 )  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148a 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  9 (50.0)  4 (22.2)  4 (22.2) 

Blood and lymphatic system disorders    

  -Total  2 (11.1)  2 (11.1)  0 

  Anaemia  1 (5.6 )  1 (5.6 )  0 

  Bone marrow failure  1 (5.6 )  1 (5.6 )  0 

  Febrile neutropenia  1 (5.6 )  1 (5.6 )  0 

Hepatobiliary disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Hepatocellular injury  1 (5.6 )  1 (5.6 )  0 

Immune system disorders    

  -Total  7 (38.9)  3 (16.7)  3 (16.7) 

  Cytokine release syndrome  7 (38.9)  3 (16.7)  3 (16.7) 

  Haemophagocytic lymphohistiocytosis  1 (5.6 )  1 (5.6 )  0 
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Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Bacterial infection  1 (5.6 )  1 (5.6 )  0 

  Sepsis  1 (5.6 )  1 (5.6 )  0 

Investigations    

  -Total  1 (5.6 )  0  1 (5.6 ) 

  Platelet count decreased  1 (5.6 )  0  1 (5.6 ) 

Metabolism and nutrition disorders    

  -Total  1 (5.6 )  0  0 

  Hyponatraemia  1 (5.6 )  0  0 

Musculoskeletal and connective tissue disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Arthralgia  1 (5.6 )  1 (5.6 )  0 

Psychiatric disorders    

  -Total  1 (5.6 )  0  0 

  Disorientation  1 (5.6 )  0  0 

  Hallucination  1 (5.6 )  0  0 

Vascular disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 
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Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Jugular vein thrombosis  1 (5.6 )  1 (5.6 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148a 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 10 (58.8)  6 (35.3)  3 (17.6) 

Blood and lymphatic system disorders    

  -Total  2 (11.8)  2 (11.8)  0 

  Bone marrow failure  1 (5.9 )  1 (5.9 )  0 

  Thrombocytopenia  1 (5.9 )  1 (5.9 )  0 

General disorders and administration site conditions    

  -Total  1 (5.9 )  0  0 

  Pyrexia  1 (5.9 )  0  0 

Immune system disorders    

  -Total  6 (35.3)  2 (11.8)  2 (11.8) 

  Cytokine release syndrome  6 (35.3)  2 (11.8)  2 (11.8) 

Infections and infestations    
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Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  4 (23.5)  2 (11.8)  1 (5.9 ) 

  Cellulitis orbital  1 (5.9 )  1 (5.9 )  0 

  Central nervous system infection  1 (5.9 )  0  1 (5.9 ) 

  Cerebral fungal infection  1 (5.9 )  0  1 (5.9 ) 

  Herpes zoster  1 (5.9 )  0  0 

  Infection  1 (5.9 )  1 (5.9 )  0 

Investigations    

  -Total  1 (5.9 )  0  1 (5.9 ) 

  Immunoglobulins decreased  1 (5.9 )  0  1 (5.9 ) 

Musculoskeletal and connective tissue disorders    

  -Total  1 (5.9 )  1 (5.9 )  0 

  Joint effusion  1 (5.9 )  1 (5.9 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (5.9 )  1 (5.9 )  0 

  Neoplasm progression  1 (5.9 )  1 (5.9 )  0 

Nervous system disorders    

  -Total  3 (17.6)  2 (11.8)  1 (5.9 ) 

  Dyskinesia  1 (5.9 )  1 (5.9 )  0 
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Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Encephalopathy  1 (5.9 )  0  1 (5.9 ) 

  Somnolence  1 (5.9 )  1 (5.9 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148a 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  9 (32.1)  4 (14.3)  1 (3.6 ) 

Blood and lymphatic system disorders    

  -Total  2 (7.1 )  0  0 

  Febrile neutropenia  1 (3.6 )  0  0 

  Leukocytosis  1 (3.6 )  0  0 

General disorders and administration site conditions    

  -Total  5 (17.9)  1 (3.6 )  0 

  Pyrexia  5 (17.9)  1 (3.6 )  0 

Infections and infestations    

  -Total  5 (17.9)  4 (14.3)  0 

  Alternaria infection  1 (3.6 )  1 (3.6 )  0 

  Aspergillus infection  1 (3.6 )  1 (3.6 )  0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacterial infection  1 (3.6 )  1 (3.6 )  0 

  Candida infection  1 (3.6 )  1 (3.6 )  0 

  Device related infection  1 (3.6 )  1 (3.6 )  0 

  Enterococcal infection  1 (3.6 )  1 (3.6 )  0 

  Herpes zoster  1 (3.6 )  0  0 

  Meningitis aseptic  1 (3.6 )  1 (3.6 )  0 

  Periorbital cellulitis  1 (3.6 )  1 (3.6 )  0 

Injury, poisoning and procedural complications    

  -Total  1 (3.6 )  0  0 

  Splinter  1 (3.6 )  0  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (3.6 )  0  1 (3.6 ) 

  B precursor type acute leukaemia  1 (3.6 )  0  1 (3.6 ) 

Nervous system disorders    

  -Total  1 (3.6 )  0  0 

  Dysarthria  1 (3.6 )  0  0 

  Facial paralysis  1 (3.6 )  0  0 
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-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148a 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  5 (27.8)  3 (16.7)  1 (5.6 ) 

Cardiac disorders    

  -Total  1 (5.6 )  0  0 

  Tachycardia  1 (5.6 )  0  0 

General disorders and administration site conditions    

  -Total  1 (5.6 )  0  0 

  Pyrexia  1 (5.6 )  0  0 

Infections and infestations    

  -Total  4 (22.2)  2 (11.1)  1 (5.6 ) 

  Device related infection  1 (5.6 )  1 (5.6 )  0 

  Herpes zoster  1 (5.6 )  0  0 

  Pneumonia  1 (5.6 )  1 (5.6 )  0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sepsis  1 (5.6 )  0  1 (5.6 ) 

  Viral upper respiratory tract infection  1 (5.6 )  0  0 

Metabolism and nutrition disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Lactic acidosis  1 (5.6 )  1 (5.6 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (5.6 )  1 (5.6 )  0 

  Acute lymphocytic leukaemia recurrent  1 (5.6 )  1 (5.6 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148a 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  5 (35.7)  4 (28.6)  1 (7.1 ) 

Infections and infestations    

  -Total  4 (28.6)  4 (28.6)  0 

  Influenza  1 (7.1 )  1 (7.1 )  0 

  Pneumonia haemophilus  1 (7.1 )  1 (7.1 )  0 

  Respiratory syncytial virus infection  1 (7.1 )  1 (7.1 )  0 

  Septic shock  1 (7.1 )  1 (7.1 )  0 

  Tonsillitis  1 (7.1 )  1 (7.1 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (7.1 )  0  1 (7.1 ) 

  Acute lymphocytic leukaemia recurrent  1 (7.1 )  0  1 (7.1 ) 
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-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148a 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Age: <10 years 

 
All patients 

N=9 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  1 (11.1)  1 (11.1)  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (11.1)  1 (11.1)  0 

  Acute lymphocytic leukaemia recurrent  1 (11.1)  1 (11.1)  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148a 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 25 (73.5)  9 (26.5) 11 (32.4) 

Blood and lymphatic system disorders    

  -Total  2 (5.9 )  0  0 

  Febrile neutropenia  1 (2.9 )  0  0 

  Leukocytosis  1 (2.9 )  0  0 

Cardiac disorders    

  -Total  2 (5.9 )  1 (2.9 )  0 

  Left ventricular dysfunction  1 (2.9 )  1 (2.9 )  0 

  Tachycardia  1 (2.9 )  0  0 

Gastrointestinal disorders    

  -Total  1 (2.9 )  0  0 

  Diarrhoea  1 (2.9 )  0  0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration site conditions    

  -Total 11 (32.4)  3 (8.8 )  1 (2.9 ) 

  Pyrexia  9 (26.5)  2 (5.9 )  0 

  Drug withdrawal syndrome  1 (2.9 )  1 (2.9 )  0 

  Multiple organ dysfunction syndrome  1 (2.9 )  0  1 (2.9 ) 

Hepatobiliary disorders    

  -Total  1 (2.9 )  0  1 (2.9 ) 

  Hepatosplenomegaly  1 (2.9 )  0  1 (2.9 ) 

Immune system disorders    

  -Total 15 (44.1)  2 (5.9 )  8 (23.5) 

  Cytokine release syndrome 15 (44.1)  2 (5.9 )  8 (23.5) 

Infections and infestations    

  -Total  8 (23.5)  6 (17.6)  1 (2.9 ) 

  Alternaria infection  1 (2.9 )  1 (2.9 )  0 

  Aspergillus infection  1 (2.9 )  1 (2.9 )  0 

  Bacterial infection  1 (2.9 )  1 (2.9 )  0 

  Candida infection  1 (2.9 )  1 (2.9 )  0 

  Cellulitis  1 (2.9 )  0  0 

  Device related infection  1 (2.9 )  1 (2.9 )  0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Enterococcal infection  1 (2.9 )  1 (2.9 )  0 

  Herpes zoster  1 (2.9 )  0  0 

  Meningitis aseptic  1 (2.9 )  1 (2.9 )  0 

  Periorbital cellulitis  1 (2.9 )  1 (2.9 )  0 

  Pneumonia  1 (2.9 )  1 (2.9 )  0 

  Sepsis  1 (2.9 )  0  1 (2.9 ) 

  Sinusitis  1 (2.9 )  1 (2.9 )  0 

Injury, poisoning and procedural complications    

  -Total  1 (2.9 )  0  0 

  Splinter  1 (2.9 )  0  0 

Investigations    

  -Total  2 (5.9 )  1 (2.9 )  0 

  Blood fibrinogen decreased  1 (2.9 )  1 (2.9 )  0 

  Chest x-ray abnormal  1 (2.9 )  0  0 

Metabolism and nutrition disorders    

  -Total  2 (5.9 )  1 (2.9 )  1 (2.9 ) 

  Dehydration  1 (2.9 )  1 (2.9 )  0 

  Hypernatraemia  1 (2.9 )  0  0 

  Hypokalaemia  1 (2.9 )  0  0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tumour lysis syndrome  1 (2.9 )  0  1 (2.9 ) 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  3 (8.8 )  1 (2.9 )  2 (5.9 ) 

  Acute lymphocytic leukaemia recurrent  1 (2.9 )  1 (2.9 )  0 

  B precursor type acute leukaemia  1 (2.9 )  0  1 (2.9 ) 

  Leukaemia  1 (2.9 )  0  1 (2.9 ) 

Nervous system disorders    

  -Total  5 (14.7)  3 (8.8 )  0 

  Seizure  2 (5.9 )  2 (5.9 )  0 

  Depressed level of consciousness  1 (2.9 )  1 (2.9 )  0 

  Dysarthria  1 (2.9 )  0  0 

  Encephalopathy  1 (2.9 )  1 (2.9 )  0 

  Facial paralysis  1 (2.9 )  0  0 

  Tremor  1 (2.9 )  0  0 

Psychiatric disorders    

  -Total  2 (5.9 )  1 (2.9 )  0 

  Agitation  1 (2.9 )  1 (2.9 )  0 

  Confusional state  1 (2.9 )  1 (2.9 )  0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Irritability  1 (2.9 )  0  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  2 (5.9 )  0  0 

  Hypoxia  2 (5.9 )  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148a 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 13 (72.2)  7 (38.9)  5 (27.8) 

Blood and lymphatic system disorders    

  -Total  2 (11.1)  2 (11.1)  0 

  Anaemia  1 (5.6 )  1 (5.6 )  0 

  Bone marrow failure  1 (5.6 )  1 (5.6 )  0 

  Febrile neutropenia  1 (5.6 )  1 (5.6 )  0 

Cardiac disorders    

  -Total  1 (5.6 )  0  0 

  Tachycardia  1 (5.6 )  0  0 

General disorders and administration site conditions    

  -Total  1 (5.6 )  0  0 

  Pyrexia  1 (5.6 )  0  0 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Hepatocellular injury  1 (5.6 )  1 (5.6 )  0 

Immune system disorders    

  -Total  7 (38.9)  3 (16.7)  3 (16.7) 

  Cytokine release syndrome  7 (38.9)  3 (16.7)  3 (16.7) 

  Haemophagocytic lymphohistiocytosis  1 (5.6 )  1 (5.6 )  0 

Infections and infestations    

  -Total  4 (22.2)  3 (16.7)  1 (5.6 ) 

  Sepsis  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Bacterial infection  1 (5.6 )  1 (5.6 )  0 

  Device related infection  1 (5.6 )  1 (5.6 )  0 

  Herpes zoster  1 (5.6 )  0  0 

  Pneumonia  1 (5.6 )  1 (5.6 )  0 

  Viral upper respiratory tract infection  1 (5.6 )  0  0 

Investigations    

  -Total  1 (5.6 )  0  1 (5.6 ) 

  Platelet count decreased  1 (5.6 )  0  1 (5.6 ) 

Metabolism and nutrition disorders    
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  2 (11.1)  1 (5.6 )  0 

  Hyponatraemia  1 (5.6 )  0  0 

  Lactic acidosis  1 (5.6 )  1 (5.6 )  0 

Musculoskeletal and connective tissue disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Arthralgia  1 (5.6 )  1 (5.6 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (5.6 )  1 (5.6 )  0 

  Acute lymphocytic leukaemia recurrent  1 (5.6 )  1 (5.6 )  0 

Psychiatric disorders    

  -Total  1 (5.6 )  0  0 

  Disorientation  1 (5.6 )  0  0 

  Hallucination  1 (5.6 )  0  0 

Vascular disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Jugular vein thrombosis  1 (5.6 )  1 (5.6 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 
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-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148a 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 12 (70.6)  8 (47.1)  3 (17.6) 

Blood and lymphatic system disorders    

  -Total  2 (11.8)  2 (11.8)  0 

  Bone marrow failure  1 (5.9 )  1 (5.9 )  0 

  Thrombocytopenia  1 (5.9 )  1 (5.9 )  0 

General disorders and administration site conditions    

  -Total  1 (5.9 )  0  0 

  Pyrexia  1 (5.9 )  0  0 

Immune system disorders    

  -Total  6 (35.3)  2 (11.8)  2 (11.8) 

  Cytokine release syndrome  6 (35.3)  2 (11.8)  2 (11.8) 

Infections and infestations    
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  6 (35.3)  5 (29.4)  1 (5.9 ) 

  Cellulitis orbital  1 (5.9 )  1 (5.9 )  0 

  Central nervous system infection  1 (5.9 )  0  1 (5.9 ) 

  Cerebral fungal infection  1 (5.9 )  0  1 (5.9 ) 

  Herpes zoster  1 (5.9 )  0  0 

  Infection  1 (5.9 )  1 (5.9 )  0 

  Influenza  1 (5.9 )  1 (5.9 )  0 

  Pneumonia haemophilus  1 (5.9 )  1 (5.9 )  0 

  Respiratory syncytial virus infection  1 (5.9 )  1 (5.9 )  0 

  Septic shock  1 (5.9 )  1 (5.9 )  0 

  Tonsillitis  1 (5.9 )  1 (5.9 )  0 

Investigations    

  -Total  1 (5.9 )  0  1 (5.9 ) 

  Immunoglobulins decreased  1 (5.9 )  0  1 (5.9 ) 

Musculoskeletal and connective tissue disorders    

  -Total  1 (5.9 )  1 (5.9 )  0 

  Joint effusion  1 (5.9 )  1 (5.9 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  2 (11.8)  1 (5.9 )  1 (5.9 ) 

  Acute lymphocytic leukaemia recurrent  1 (5.9 )  0  1 (5.9 ) 

  Neoplasm progression  1 (5.9 )  1 (5.9 )  0 

Nervous system disorders    

  -Total  3 (17.6)  2 (11.8)  1 (5.9 ) 

  Dyskinesia  1 (5.9 )  1 (5.9 )  0 

  Encephalopathy  1 (5.9 )  0  1 (5.9 ) 

  Somnolence  1 (5.9 )  1 (5.9 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148b 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 22 (53.7)  8 (19.5) 12 (29.3) 

Blood and lymphatic system disorders    

  -Total  3 (7.3 )  3 (7.3 )  0 

  Anaemia  1 (2.4 )  1 (2.4 )  0 

  Bone marrow failure  1 (2.4 )  1 (2.4 )  0 

  Febrile neutropenia  1 (2.4 )  1 (2.4 )  0 

  Thrombocytopenia  1 (2.4 )  1 (2.4 )  0 

Cardiac disorders    

  -Total  1 (2.4 )  1 (2.4 )  0 

  Left ventricular dysfunction  1 (2.4 )  1 (2.4 )  0 

General disorders and administration site conditions    

  -Total  5 (12.2)  1 (2.4 )  0 

  Pyrexia  5 (12.2)  1 (2.4 )  0 
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Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders    

  -Total  2 (4.9 )  1 (2.4 )  1 (2.4 ) 

  Hepatocellular injury  1 (2.4 )  1 (2.4 )  0 

  Hepatosplenomegaly  1 (2.4 )  0  1 (2.4 ) 

Immune system disorders    

  -Total 16 (39.0)  4 (9.8 )  9 (22.0) 

  Cytokine release syndrome 16 (39.0)  4 (9.8 )  9 (22.0) 

Infections and infestations    

  -Total  5 (12.2)  2 (4.9 )  2 (4.9 ) 

  Sepsis  2 (4.9 )  1 (2.4 )  1 (2.4 ) 

  Bacterial infection  1 (2.4 )  1 (2.4 )  0 

  Cellulitis  1 (2.4 )  0  0 

  Central nervous system infection  1 (2.4 )  0  1 (2.4 ) 

  Cerebral fungal infection  1 (2.4 )  0  1 (2.4 ) 

  Herpes zoster  1 (2.4 )  0  0 

  Infection  1 (2.4 )  1 (2.4 )  0 

Investigations    

  -Total  3 (7.3 )  1 (2.4 )  2 (4.9 ) 

  Blood fibrinogen decreased  1 (2.4 )  1 (2.4 )  0 
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Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Immunoglobulins decreased  1 (2.4 )  0  1 (2.4 ) 

  Platelet count decreased  1 (2.4 )  0  1 (2.4 ) 

Metabolism and nutrition disorders    

  -Total  2 (4.9 )  0  1 (2.4 ) 

  Hyponatraemia  1 (2.4 )  0  0 

  Tumour lysis syndrome  1 (2.4 )  0  1 (2.4 ) 

Musculoskeletal and connective tissue disorders    

  -Total  1 (2.4 )  1 (2.4 )  0 

  Arthralgia  1 (2.4 )  1 (2.4 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  2 (4.9 )  1 (2.4 )  1 (2.4 ) 

  Leukaemia  1 (2.4 )  0  1 (2.4 ) 

  Neoplasm progression  1 (2.4 )  1 (2.4 )  0 

Nervous system disorders    

  -Total  4 (9.8 )  4 (9.8 )  0 

  Seizure  2 (4.9 )  2 (4.9 )  0 

  Depressed level of consciousness  1 (2.4 )  1 (2.4 )  0 

  Dyskinesia  1 (2.4 )  1 (2.4 )  0 
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Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Encephalopathy  1 (2.4 )  1 (2.4 )  0 

Psychiatric disorders    

  -Total  1 (2.4 )  1 (2.4 )  0 

  Agitation  1 (2.4 )  1 (2.4 )  0 

  Confusional state  1 (2.4 )  1 (2.4 )  0 

Vascular disorders    

  -Total  1 (2.4 )  1 (2.4 )  0 

  Jugular vein thrombosis  1 (2.4 )  1 (2.4 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148b 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 17 (60.7)  7 (25.0)  5 (17.9) 

Blood and lymphatic system disorders    

  -Total  1 (3.6 )  1 (3.6 )  0 

  Bone marrow failure  1 (3.6 )  1 (3.6 )  0 

Cardiac disorders    

  -Total  1 (3.6 )  0  0 

  Tachycardia  1 (3.6 )  0  0 

Gastrointestinal disorders    

  -Total  1 (3.6 )  0  0 

  Diarrhoea  1 (3.6 )  0  0 

General disorders and administration site conditions    

  -Total  4 (14.3)  1 (3.6 )  1 (3.6 ) 

  Pyrexia  2 (7.1 )  0  0 
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Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Drug withdrawal syndrome  1 (3.6 )  1 (3.6 )  0 

  Multiple organ dysfunction syndrome  1 (3.6 )  0  1 (3.6 ) 

Immune system disorders    

  -Total 12 (42.9)  3 (10.7)  4 (14.3) 

  Cytokine release syndrome 12 (42.9)  3 (10.7)  4 (14.3) 

  Haemophagocytic lymphohistiocytosis  1 (3.6 )  1 (3.6 )  0 

Infections and infestations    

  -Total  4 (14.3)  4 (14.3)  0 

  Cellulitis orbital  1 (3.6 )  1 (3.6 )  0 

  Meningitis aseptic  1 (3.6 )  1 (3.6 )  0 

  Pneumonia  1 (3.6 )  1 (3.6 )  0 

  Sinusitis  1 (3.6 )  1 (3.6 )  0 

Investigations    

  -Total  1 (3.6 )  0  0 

  Chest x-ray abnormal  1 (3.6 )  0  0 

Metabolism and nutrition disorders    

  -Total  1 (3.6 )  1 (3.6 )  0 

  Dehydration  1 (3.6 )  1 (3.6 )  0 

  Hypernatraemia  1 (3.6 )  0  0 
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Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypokalaemia  1 (3.6 )  0  0 

Musculoskeletal and connective tissue disorders    

  -Total  1 (3.6 )  1 (3.6 )  0 

  Joint effusion  1 (3.6 )  1 (3.6 )  0 

Nervous system disorders    

  -Total  3 (10.7)  1 (3.6 )  1 (3.6 ) 

  Encephalopathy  1 (3.6 )  0  1 (3.6 ) 

  Somnolence  1 (3.6 )  1 (3.6 )  0 

  Tremor  1 (3.6 )  0  0 

Psychiatric disorders    

  -Total  2 (7.1 )  0  0 

  Disorientation  1 (3.6 )  0  0 

  Hallucination  1 (3.6 )  0  0 

  Irritability  1 (3.6 )  0  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  2 (7.1 )  0  0 

  Hypoxia  2 (7.1 )  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 
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-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148b 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 14 (36.8)  7 (18.4)  3 (7.9 ) 

Cardiac disorders    

  -Total  1 (2.6 )  0  0 

  Tachycardia  1 (2.6 )  0  0 

General disorders and administration site conditions    

  -Total  4 (10.5)  1 (2.6 )  0 

  Pyrexia  4 (10.5)  1 (2.6 )  0 

Infections and infestations    

  -Total  9 (23.7)  6 (15.8)  1 (2.6 ) 

  Device related infection  2 (5.3 )  2 (5.3 )  0 

  Herpes zoster  2 (5.3 )  0  0 

  Influenza  1 (2.6 )  1 (2.6 )  0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia  1 (2.6 )  1 (2.6 )  0 

  Pneumonia haemophilus  1 (2.6 )  1 (2.6 )  0 

  Respiratory syncytial virus infection  1 (2.6 )  1 (2.6 )  0 

  Sepsis  1 (2.6 )  0  1 (2.6 ) 

  Tonsillitis  1 (2.6 )  1 (2.6 )  0 

  Viral upper respiratory tract infection  1 (2.6 )  0  0 

Metabolism and nutrition disorders    

  -Total  1 (2.6 )  1 (2.6 )  0 

  Lactic acidosis  1 (2.6 )  1 (2.6 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  3 (7.9 )  1 (2.6 )  2 (5.3 ) 

  Acute lymphocytic leukaemia recurrent  2 (5.3 )  1 (2.6 )  1 (2.6 ) 

  B precursor type acute leukaemia  1 (2.6 )  0  1 (2.6 ) 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148b 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  5 (22.7)  4 (18.2)  0 

Blood and lymphatic system disorders    

  -Total  2 (9.1 )  0  0 

  Febrile neutropenia  1 (4.5 )  0  0 

  Leukocytosis  1 (4.5 )  0  0 

General disorders and administration site conditions    

  -Total  2 (9.1 )  0  0 

  Pyrexia  2 (9.1 )  0  0 

Infections and infestations    

  -Total  4 (18.2)  4 (18.2)  0 

  Alternaria infection  1 (4.5 )  1 (4.5 )  0 

  Aspergillus infection  1 (4.5 )  1 (4.5 )  0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacterial infection  1 (4.5 )  1 (4.5 )  0 

  Candida infection  1 (4.5 )  1 (4.5 )  0 

  Enterococcal infection  1 (4.5 )  1 (4.5 )  0 

  Meningitis aseptic  1 (4.5 )  1 (4.5 )  0 

  Periorbital cellulitis  1 (4.5 )  1 (4.5 )  0 

  Septic shock  1 (4.5 )  1 (4.5 )  0 

Injury, poisoning and procedural complications    

  -Total  1 (4.5 )  0  0 

  Splinter  1 (4.5 )  0  0 

Nervous system disorders    

  -Total  1 (4.5 )  0  0 

  Dysarthria  1 (4.5 )  0  0 

  Facial paralysis  1 (4.5 )  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148b 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Gender: Female 

 
All patients 

N=10 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  1 (10.0)  1 (10.0)  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (10.0)  1 (10.0)  0 

  Acute lymphocytic leukaemia recurrent  1 (10.0)  1 (10.0)  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148b 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 31 (75.6) 14 (34.1) 14 (34.1) 

Blood and lymphatic system disorders    

  -Total  3 (7.3 )  3 (7.3 )  0 

  Anaemia  1 (2.4 )  1 (2.4 )  0 

  Bone marrow failure  1 (2.4 )  1 (2.4 )  0 

  Febrile neutropenia  1 (2.4 )  1 (2.4 )  0 

  Thrombocytopenia  1 (2.4 )  1 (2.4 )  0 

Cardiac disorders    

  -Total  2 (4.9 )  1 (2.4 )  0 

  Left ventricular dysfunction  1 (2.4 )  1 (2.4 )  0 

  Tachycardia  1 (2.4 )  0  0 

General disorders and administration site conditions    
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  8 (19.5)  2 (4.9 )  0 

  Pyrexia  8 (19.5)  2 (4.9 )  0 

Hepatobiliary disorders    

  -Total  2 (4.9 )  1 (2.4 )  1 (2.4 ) 

  Hepatocellular injury  1 (2.4 )  1 (2.4 )  0 

  Hepatosplenomegaly  1 (2.4 )  0  1 (2.4 ) 

Immune system disorders    

  -Total 16 (39.0)  4 (9.8 )  9 (22.0) 

  Cytokine release syndrome 16 (39.0)  4 (9.8 )  9 (22.0) 

Infections and infestations    

  -Total 12 (29.3)  8 (19.5)  3 (7.3 ) 

  Herpes zoster  3 (7.3 )  0  0 

  Sepsis  3 (7.3 )  1 (2.4 )  2 (4.9 ) 

  Device related infection  2 (4.9 )  2 (4.9 )  0 

  Bacterial infection  1 (2.4 )  1 (2.4 )  0 

  Cellulitis  1 (2.4 )  0  0 

  Central nervous system infection  1 (2.4 )  0  1 (2.4 ) 

  Cerebral fungal infection  1 (2.4 )  0  1 (2.4 ) 

  Infection  1 (2.4 )  1 (2.4 )  0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Influenza  1 (2.4 )  1 (2.4 )  0 

  Pneumonia  1 (2.4 )  1 (2.4 )  0 

  Pneumonia haemophilus  1 (2.4 )  1 (2.4 )  0 

  Respiratory syncytial virus infection  1 (2.4 )  1 (2.4 )  0 

  Tonsillitis  1 (2.4 )  1 (2.4 )  0 

  Viral upper respiratory tract infection  1 (2.4 )  0  0 

Investigations    

  -Total  3 (7.3 )  1 (2.4 )  2 (4.9 ) 

  Blood fibrinogen decreased  1 (2.4 )  1 (2.4 )  0 

  Immunoglobulins decreased  1 (2.4 )  0  1 (2.4 ) 

  Platelet count decreased  1 (2.4 )  0  1 (2.4 ) 

Metabolism and nutrition disorders    

  -Total  3 (7.3 )  1 (2.4 )  1 (2.4 ) 

  Hyponatraemia  1 (2.4 )  0  0 

  Lactic acidosis  1 (2.4 )  1 (2.4 )  0 

  Tumour lysis syndrome  1 (2.4 )  0  1 (2.4 ) 

Musculoskeletal and connective tissue disorders    

  -Total  1 (2.4 )  1 (2.4 )  0 

  Arthralgia  1 (2.4 )  1 (2.4 )  0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  5 (12.2)  2 (4.9 )  3 (7.3 ) 

  Acute lymphocytic leukaemia recurrent  2 (4.9 )  1 (2.4 )  1 (2.4 ) 

  B precursor type acute leukaemia  1 (2.4 )  0  1 (2.4 ) 

  Leukaemia  1 (2.4 )  0  1 (2.4 ) 

  Neoplasm progression  1 (2.4 )  1 (2.4 )  0 

Nervous system disorders    

  -Total  4 (9.8 )  4 (9.8 )  0 

  Seizure  2 (4.9 )  2 (4.9 )  0 

  Depressed level of consciousness  1 (2.4 )  1 (2.4 )  0 

  Dyskinesia  1 (2.4 )  1 (2.4 )  0 

  Encephalopathy  1 (2.4 )  1 (2.4 )  0 

Psychiatric disorders    

  -Total  1 (2.4 )  1 (2.4 )  0 

  Agitation  1 (2.4 )  1 (2.4 )  0 

  Confusional state  1 (2.4 )  1 (2.4 )  0 

Vascular disorders    

  -Total  1 (2.4 )  1 (2.4 )  0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Jugular vein thrombosis  1 (2.4 )  1 (2.4 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148b 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 19 (67.9) 10 (35.7)  5 (17.9) 

Blood and lymphatic system disorders    

  -Total  3 (10.7)  1 (3.6 )  0 

  Bone marrow failure  1 (3.6 )  1 (3.6 )  0 

  Febrile neutropenia  1 (3.6 )  0  0 

  Leukocytosis  1 (3.6 )  0  0 

Cardiac disorders    

  -Total  1 (3.6 )  0  0 

  Tachycardia  1 (3.6 )  0  0 

Gastrointestinal disorders    

  -Total  1 (3.6 )  0  0 

  Diarrhoea  1 (3.6 )  0  0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration site conditions    

  -Total  5 (17.9)  1 (3.6 )  1 (3.6 ) 

  Pyrexia  3 (10.7)  0  0 

  Drug withdrawal syndrome  1 (3.6 )  1 (3.6 )  0 

  Multiple organ dysfunction syndrome  1 (3.6 )  0  1 (3.6 ) 

Immune system disorders    

  -Total 12 (42.9)  3 (10.7)  4 (14.3) 

  Cytokine release syndrome 12 (42.9)  3 (10.7)  4 (14.3) 

  Haemophagocytic lymphohistiocytosis  1 (3.6 )  1 (3.6 )  0 

Infections and infestations    

  -Total  6 (21.4)  6 (21.4)  0 

  Alternaria infection  1 (3.6 )  1 (3.6 )  0 

  Aspergillus infection  1 (3.6 )  1 (3.6 )  0 

  Bacterial infection  1 (3.6 )  1 (3.6 )  0 

  Candida infection  1 (3.6 )  1 (3.6 )  0 

  Cellulitis orbital  1 (3.6 )  1 (3.6 )  0 

  Enterococcal infection  1 (3.6 )  1 (3.6 )  0 

  Meningitis aseptic  1 (3.6 )  1 (3.6 )  0 

  Periorbital cellulitis  1 (3.6 )  1 (3.6 )  0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia  1 (3.6 )  1 (3.6 )  0 

  Septic shock  1 (3.6 )  1 (3.6 )  0 

  Sinusitis  1 (3.6 )  1 (3.6 )  0 

Injury, poisoning and procedural complications    

  -Total  1 (3.6 )  0  0 

  Splinter  1 (3.6 )  0  0 

Investigations    

  -Total  1 (3.6 )  0  0 

  Chest x-ray abnormal  1 (3.6 )  0  0 

Metabolism and nutrition disorders    

  -Total  1 (3.6 )  1 (3.6 )  0 

  Dehydration  1 (3.6 )  1 (3.6 )  0 

  Hypernatraemia  1 (3.6 )  0  0 

  Hypokalaemia  1 (3.6 )  0  0 

Musculoskeletal and connective tissue disorders    

  -Total  1 (3.6 )  1 (3.6 )  0 

  Joint effusion  1 (3.6 )  1 (3.6 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  1 (3.6 )  1 (3.6 )  0 

  Acute lymphocytic leukaemia recurrent  1 (3.6 )  1 (3.6 )  0 

Nervous system disorders    

  -Total  4 (14.3)  1 (3.6 )  1 (3.6 ) 

  Dysarthria  1 (3.6 )  0  0 

  Encephalopathy  1 (3.6 )  0  1 (3.6 ) 

  Facial paralysis  1 (3.6 )  0  0 

  Somnolence  1 (3.6 )  1 (3.6 )  0 

  Tremor  1 (3.6 )  0  0 

Psychiatric disorders    

  -Total  2 (7.1 )  0  0 

  Disorientation  1 (3.6 )  0  0 

  Hallucination  1 (3.6 )  0  0 

  Irritability  1 (3.6 )  0  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  2 (7.1 )  0  0 

  Hypoxia  2 (7.1 )  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 
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-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148c 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: within 8 weeks post infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  1 (100)  1 (100)  0 

Immune system disorders    

  -Total  1 (100)  1 (100)  0 

  Cytokine release syndrome  1 (100)  1 (100)  0 

Metabolism and nutrition disorders    

  -Total  1 (100)  0  0 

  Hyponatraemia  1 (100)  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148c 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 38 (55.9) 14 (20.6) 17 (25.0) 

Blood and lymphatic system disorders    

  -Total  4 (5.9 )  4 (5.9 )  0 

  Bone marrow failure  2 (2.9 )  2 (2.9 )  0 

  Anaemia  1 (1.5 )  1 (1.5 )  0 

  Febrile neutropenia  1 (1.5 )  1 (1.5 )  0 

  Thrombocytopenia  1 (1.5 )  1 (1.5 )  0 

Cardiac disorders    

  -Total  2 (2.9 )  1 (1.5 )  0 

  Left ventricular dysfunction  1 (1.5 )  1 (1.5 )  0 

  Tachycardia  1 (1.5 )  0  0 

Gastrointestinal disorders    

  -Total  1 (1.5 )  0  0 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Diarrhoea  1 (1.5 )  0  0 

General disorders and administration site conditions    

  -Total  9 (13.2)  2 (2.9 )  1 (1.5 ) 

  Pyrexia  7 (10.3)  1 (1.5 )  0 

  Drug withdrawal syndrome  1 (1.5 )  1 (1.5 )  0 

  Multiple organ dysfunction syndrome  1 (1.5 )  0  1 (1.5 ) 

Hepatobiliary disorders    

  -Total  2 (2.9 )  1 (1.5 )  1 (1.5 ) 

  Hepatocellular injury  1 (1.5 )  1 (1.5 )  0 

  Hepatosplenomegaly  1 (1.5 )  0  1 (1.5 ) 

Immune system disorders    

  -Total 27 (39.7)  6 (8.8 ) 13 (19.1) 

  Cytokine release syndrome 27 (39.7)  6 (8.8 ) 13 (19.1) 

  Haemophagocytic lymphohistiocytosis  1 (1.5 )  1 (1.5 )  0 

Infections and infestations    

  -Total  9 (13.2)  6 (8.8 )  2 (2.9 ) 

  Sepsis  2 (2.9 )  1 (1.5 )  1 (1.5 ) 

  Bacterial infection  1 (1.5 )  1 (1.5 )  0 

  Cellulitis  1 (1.5 )  0  0 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis orbital  1 (1.5 )  1 (1.5 )  0 

  Central nervous system infection  1 (1.5 )  0  1 (1.5 ) 

  Cerebral fungal infection  1 (1.5 )  0  1 (1.5 ) 

  Herpes zoster  1 (1.5 )  0  0 

  Infection  1 (1.5 )  1 (1.5 )  0 

  Meningitis aseptic  1 (1.5 )  1 (1.5 )  0 

  Pneumonia  1 (1.5 )  1 (1.5 )  0 

  Sinusitis  1 (1.5 )  1 (1.5 )  0 

Investigations    

  -Total  4 (5.9 )  1 (1.5 )  2 (2.9 ) 

  Blood fibrinogen decreased  1 (1.5 )  1 (1.5 )  0 

  Chest x-ray abnormal  1 (1.5 )  0  0 

  Immunoglobulins decreased  1 (1.5 )  0  1 (1.5 ) 

  Platelet count decreased  1 (1.5 )  0  1 (1.5 ) 

Metabolism and nutrition disorders    

  -Total  2 (2.9 )  1 (1.5 )  1 (1.5 ) 

  Dehydration  1 (1.5 )  1 (1.5 )  0 

  Hypernatraemia  1 (1.5 )  0  0 

  Hypokalaemia  1 (1.5 )  0  0 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tumour lysis syndrome  1 (1.5 )  0  1 (1.5 ) 

Musculoskeletal and connective tissue disorders    

  -Total  2 (2.9 )  2 (2.9 )  0 

  Arthralgia  1 (1.5 )  1 (1.5 )  0 

  Joint effusion  1 (1.5 )  1 (1.5 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  2 (2.9 )  1 (1.5 )  1 (1.5 ) 

  Leukaemia  1 (1.5 )  0  1 (1.5 ) 

  Neoplasm progression  1 (1.5 )  1 (1.5 )  0 

Nervous system disorders    

  -Total  7 (10.3)  5 (7.4 )  1 (1.5 ) 

  Encephalopathy  2 (2.9 )  1 (1.5 )  1 (1.5 ) 

  Seizure  2 (2.9 )  2 (2.9 )  0 

  Depressed level of consciousness  1 (1.5 )  1 (1.5 )  0 

  Dyskinesia  1 (1.5 )  1 (1.5 )  0 

  Somnolence  1 (1.5 )  1 (1.5 )  0 

  Tremor  1 (1.5 )  0  0 

Psychiatric disorders    
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  3 (4.4 )  1 (1.5 )  0 

  Agitation  1 (1.5 )  1 (1.5 )  0 

  Confusional state  1 (1.5 )  1 (1.5 )  0 

  Disorientation  1 (1.5 )  0  0 

  Hallucination  1 (1.5 )  0  0 

  Irritability  1 (1.5 )  0  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  2 (2.9 )  0  0 

  Hypoxia  2 (2.9 )  0  0 

Vascular disorders    

  -Total  1 (1.5 )  1 (1.5 )  0 

  Jugular vein thrombosis  1 (1.5 )  1 (1.5 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 148c 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

         Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed 
disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 19 (32.2) 11 (18.6)  3 (5.1 ) 

Blood and lymphatic system disorders    

  -Total  2 (3.4 )  0  0 

  Febrile neutropenia  1 (1.7 )  0  0 

  Leukocytosis  1 (1.7 )  0  0 

Cardiac disorders    

  -Total  1 (1.7 )  0  0 

  Tachycardia  1 (1.7 )  0  0 

General disorders and administration site conditions    

  -Total  6 (10.2)  1 (1.7 )  0 

  Pyrexia  6 (10.2)  1 (1.7 )  0 

Infections and infestations    
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         Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed 
disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 13 (22.0) 10 (16.9)  1 (1.7 ) 

  Device related infection  2 (3.4 )  2 (3.4 )  0 

  Herpes zoster  2 (3.4 )  0  0 

  Alternaria infection  1 (1.7 )  1 (1.7 )  0 

  Aspergillus infection  1 (1.7 )  1 (1.7 )  0 

  Bacterial infection  1 (1.7 )  1 (1.7 )  0 

  Candida infection  1 (1.7 )  1 (1.7 )  0 

  Enterococcal infection  1 (1.7 )  1 (1.7 )  0 

  Influenza  1 (1.7 )  1 (1.7 )  0 

  Meningitis aseptic  1 (1.7 )  1 (1.7 )  0 

  Periorbital cellulitis  1 (1.7 )  1 (1.7 )  0 

  Pneumonia  1 (1.7 )  1 (1.7 )  0 

  Pneumonia haemophilus  1 (1.7 )  1 (1.7 )  0 

  Respiratory syncytial virus infection  1 (1.7 )  1 (1.7 )  0 

  Sepsis  1 (1.7 )  0  1 (1.7 ) 

  Septic shock  1 (1.7 )  1 (1.7 )  0 

  Tonsillitis  1 (1.7 )  1 (1.7 )  0 

  Viral upper respiratory tract infection  1 (1.7 )  0  0 
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         Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed 
disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural complications    

  -Total  1 (1.7 )  0  0 

  Splinter  1 (1.7 )  0  0 

Metabolism and nutrition disorders    

  -Total  1 (1.7 )  1 (1.7 )  0 

  Lactic acidosis  1 (1.7 )  1 (1.7 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  3 (5.1 )  1 (1.7 )  2 (3.4 ) 

  Acute lymphocytic leukaemia recurrent  2 (3.4 )  1 (1.7 )  1 (1.7 ) 

  B precursor type acute leukaemia  1 (1.7 )  0  1 (1.7 ) 

Nervous system disorders    

  -Total  1 (1.7 )  0  0 

  Dysarthria  1 (1.7 )  0  0 

  Facial paralysis  1 (1.7 )  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 
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of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148c 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  1 (5.0 )  1 (5.0 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (5.0 )  1 (5.0 )  0 

  Acute lymphocytic leukaemia recurrent  1 (5.0 )  1 (5.0 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148c 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  1 (100)  1 (100)  0 

Immune system disorders    

  -Total  1 (100)  1 (100)  0 

  Cytokine release syndrome  1 (100)  1 (100)  0 

Metabolism and nutrition disorders    

  -Total  1 (100)  0  0 

  Hyponatraemia  1 (100)  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 



  

  

1788 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t148_gd_b2001x.sas@@/main/2 25JUN21:16:42                                        Final 

 
  



  

  

1789 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 148c 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 49 (72.1) 23 (33.8) 19 (27.9) 

Blood and lymphatic system disorders    

  -Total  6 (8.8 )  4 (5.9 )  0 

  Bone marrow failure  2 (2.9 )  2 (2.9 )  0 

  Febrile neutropenia  2 (2.9 )  1 (1.5 )  0 

  Anaemia  1 (1.5 )  1 (1.5 )  0 

  Leukocytosis  1 (1.5 )  0  0 

  Thrombocytopenia  1 (1.5 )  1 (1.5 )  0 

Cardiac disorders    

  -Total  3 (4.4 )  1 (1.5 )  0 

  Tachycardia  2 (2.9 )  0  0 

  Left ventricular dysfunction  1 (1.5 )  1 (1.5 )  0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders    

  -Total  1 (1.5 )  0  0 

  Diarrhoea  1 (1.5 )  0  0 

General disorders and administration site conditions    

  -Total 13 (19.1)  3 (4.4 )  1 (1.5 ) 

  Pyrexia 11 (16.2)  2 (2.9 )  0 

  Drug withdrawal syndrome  1 (1.5 )  1 (1.5 )  0 

  Multiple organ dysfunction syndrome  1 (1.5 )  0  1 (1.5 ) 

Hepatobiliary disorders    

  -Total  2 (2.9 )  1 (1.5 )  1 (1.5 ) 

  Hepatocellular injury  1 (1.5 )  1 (1.5 )  0 

  Hepatosplenomegaly  1 (1.5 )  0  1 (1.5 ) 

Immune system disorders    

  -Total 27 (39.7)  6 (8.8 ) 13 (19.1) 

  Cytokine release syndrome 27 (39.7)  6 (8.8 ) 13 (19.1) 

  Haemophagocytic lymphohistiocytosis  1 (1.5 )  1 (1.5 )  0 

Infections and infestations    

  -Total 18 (26.5) 14 (20.6)  3 (4.4 ) 

  Herpes zoster  3 (4.4 )  0  0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sepsis  3 (4.4 )  1 (1.5 )  2 (2.9 ) 

  Bacterial infection  2 (2.9 )  2 (2.9 )  0 

  Device related infection  2 (2.9 )  2 (2.9 )  0 

  Pneumonia  2 (2.9 )  2 (2.9 )  0 

  Alternaria infection  1 (1.5 )  1 (1.5 )  0 

  Aspergillus infection  1 (1.5 )  1 (1.5 )  0 

  Candida infection  1 (1.5 )  1 (1.5 )  0 

  Cellulitis  1 (1.5 )  0  0 

  Cellulitis orbital  1 (1.5 )  1 (1.5 )  0 

  Central nervous system infection  1 (1.5 )  0  1 (1.5 ) 

  Cerebral fungal infection  1 (1.5 )  0  1 (1.5 ) 

  Enterococcal infection  1 (1.5 )  1 (1.5 )  0 

  Infection  1 (1.5 )  1 (1.5 )  0 

  Influenza  1 (1.5 )  1 (1.5 )  0 

  Meningitis aseptic  1 (1.5 )  1 (1.5 )  0 

  Periorbital cellulitis  1 (1.5 )  1 (1.5 )  0 

  Pneumonia haemophilus  1 (1.5 )  1 (1.5 )  0 

  Respiratory syncytial virus infection  1 (1.5 )  1 (1.5 )  0 

  Septic shock  1 (1.5 )  1 (1.5 )  0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinusitis  1 (1.5 )  1 (1.5 )  0 

  Tonsillitis  1 (1.5 )  1 (1.5 )  0 

  Viral upper respiratory tract infection  1 (1.5 )  0  0 

Injury, poisoning and procedural complications    

  -Total  1 (1.5 )  0  0 

  Splinter  1 (1.5 )  0  0 

Investigations    

  -Total  4 (5.9 )  1 (1.5 )  2 (2.9 ) 

  Blood fibrinogen decreased  1 (1.5 )  1 (1.5 )  0 

  Chest x-ray abnormal  1 (1.5 )  0  0 

  Immunoglobulins decreased  1 (1.5 )  0  1 (1.5 ) 

  Platelet count decreased  1 (1.5 )  0  1 (1.5 ) 

Metabolism and nutrition disorders    

  -Total  3 (4.4 )  2 (2.9 )  1 (1.5 ) 

  Dehydration  1 (1.5 )  1 (1.5 )  0 

  Hypernatraemia  1 (1.5 )  0  0 

  Hypokalaemia  1 (1.5 )  0  0 

  Lactic acidosis  1 (1.5 )  1 (1.5 )  0 

  Tumour lysis syndrome  1 (1.5 )  0  1 (1.5 ) 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue disorders    

  -Total  2 (2.9 )  2 (2.9 )  0 

  Arthralgia  1 (1.5 )  1 (1.5 )  0 

  Joint effusion  1 (1.5 )  1 (1.5 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  6 (8.8 )  3 (4.4 )  3 (4.4 ) 

  Acute lymphocytic leukaemia recurrent  3 (4.4 )  2 (2.9 )  1 (1.5 ) 

  B precursor type acute leukaemia  1 (1.5 )  0  1 (1.5 ) 

  Leukaemia  1 (1.5 )  0  1 (1.5 ) 

  Neoplasm progression  1 (1.5 )  1 (1.5 )  0 

Nervous system disorders    

  -Total  8 (11.8)  5 (7.4 )  1 (1.5 ) 

  Encephalopathy  2 (2.9 )  1 (1.5 )  1 (1.5 ) 

  Seizure  2 (2.9 )  2 (2.9 )  0 

  Depressed level of consciousness  1 (1.5 )  1 (1.5 )  0 

  Dysarthria  1 (1.5 )  0  0 

  Dyskinesia  1 (1.5 )  1 (1.5 )  0 

  Facial paralysis  1 (1.5 )  0  0 



  

  

1794 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Somnolence  1 (1.5 )  1 (1.5 )  0 

  Tremor  1 (1.5 )  0  0 

Psychiatric disorders    

  -Total  3 (4.4 )  1 (1.5 )  0 

  Agitation  1 (1.5 )  1 (1.5 )  0 

  Confusional state  1 (1.5 )  1 (1.5 )  0 

  Disorientation  1 (1.5 )  0  0 

  Hallucination  1 (1.5 )  0  0 

  Irritability  1 (1.5 )  0  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  2 (2.9 )  0  0 

  Hypoxia  2 (2.9 )  0  0 

Vascular disorders    

  -Total  1 (1.5 )  1 (1.5 )  0 

  Jugular vein thrombosis  1 (1.5 )  1 (1.5 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 
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of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148d 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 28 (58.3) 11 (22.9) 12 (25.0) 

Blood and lymphatic system disorders    

  -Total  2 (4.2 )  2 (4.2 )  0 

  Bone marrow failure  2 (4.2 )  2 (4.2 )  0 

Cardiac disorders    

  -Total  1 (2.1 )  0  0 

  Tachycardia  1 (2.1 )  0  0 

General disorders and administration site conditions    

  -Total  5 (10.4)  1 (2.1 )  1 (2.1 ) 

  Pyrexia  3 (6.3 )  0  0 

  Drug withdrawal syndrome  1 (2.1 )  1 (2.1 )  0 

  Multiple organ dysfunction syndrome  1 (2.1 )  0  1 (2.1 ) 

Hepatobiliary disorders    
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Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  1 (2.1 )  1 (2.1 )  0 

  Hepatocellular injury  1 (2.1 )  1 (2.1 )  0 

Immune system disorders    

  -Total 21 (43.8)  6 (12.5) 10 (20.8) 

  Cytokine release syndrome 21 (43.8)  6 (12.5) 10 (20.8) 

  Haemophagocytic lymphohistiocytosis  1 (2.1 )  1 (2.1 )  0 

Infections and infestations    

  -Total  5 (10.4)  3 (6.3 )  1 (2.1 ) 

  Cellulitis orbital  1 (2.1 )  1 (2.1 )  0 

  Central nervous system infection  1 (2.1 )  0  1 (2.1 ) 

  Cerebral fungal infection  1 (2.1 )  0  1 (2.1 ) 

  Herpes zoster  1 (2.1 )  0  0 

  Pneumonia  1 (2.1 )  1 (2.1 )  0 

  Sinusitis  1 (2.1 )  1 (2.1 )  0 

Investigations    

  -Total  2 (4.2 )  0  1 (2.1 ) 

  Chest x-ray abnormal  1 (2.1 )  0  0 

  Immunoglobulins decreased  1 (2.1 )  0  1 (2.1 ) 

Metabolism and nutrition disorders    
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Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  2 (4.2 )  1 (2.1 )  0 

  Dehydration  1 (2.1 )  1 (2.1 )  0 

  Hypernatraemia  1 (2.1 )  0  0 

  Hypokalaemia  1 (2.1 )  0  0 

  Hyponatraemia  1 (2.1 )  0  0 

Musculoskeletal and connective tissue disorders    

  -Total  1 (2.1 )  1 (2.1 )  0 

  Joint effusion  1 (2.1 )  1 (2.1 )  0 

Nervous system disorders    

  -Total  5 (10.4)  3 (6.3 )  1 (2.1 ) 

  Seizure  2 (4.2 )  2 (4.2 )  0 

  Encephalopathy  1 (2.1 )  0  1 (2.1 ) 

  Somnolence  1 (2.1 )  1 (2.1 )  0 

  Tremor  1 (2.1 )  0  0 

Psychiatric disorders    

  -Total  2 (4.2 )  0  0 

  Disorientation  1 (2.1 )  0  0 

  Hallucination  1 (2.1 )  0  0 

  Irritability  1 (2.1 )  0  0 
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Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal disorders    

  -Total  1 (2.1 )  0  0 

  Hypoxia  1 (2.1 )  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148d 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  9 (50.0)  4 (22.2)  3 (16.7) 

Blood and lymphatic system disorders    

  -Total  2 (11.1)  2 (11.1)  0 

  Anaemia  1 (5.6 )  1 (5.6 )  0 

  Febrile neutropenia  1 (5.6 )  1 (5.6 )  0 

  Thrombocytopenia  1 (5.6 )  1 (5.6 )  0 

Cardiac disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Left ventricular dysfunction  1 (5.6 )  1 (5.6 )  0 

Gastrointestinal disorders    

  -Total  1 (5.6 )  0  0 

  Diarrhoea  1 (5.6 )  0  0 

General disorders and administration site conditions    
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Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  4 (22.2)  1 (5.6 )  0 

  Pyrexia  4 (22.2)  1 (5.6 )  0 

Hepatobiliary disorders    

  -Total  1 (5.6 )  0  1 (5.6 ) 

  Hepatosplenomegaly  1 (5.6 )  0  1 (5.6 ) 

Immune system disorders    

  -Total  5 (27.8)  1 (5.6 )  1 (5.6 ) 

  Cytokine release syndrome  5 (27.8)  1 (5.6 )  1 (5.6 ) 

Infections and infestations    

  -Total  4 (22.2)  3 (16.7)  1 (5.6 ) 

  Sepsis  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Bacterial infection  1 (5.6 )  1 (5.6 )  0 

  Cellulitis  1 (5.6 )  0  0 

  Infection  1 (5.6 )  1 (5.6 )  0 

  Meningitis aseptic  1 (5.6 )  1 (5.6 )  0 

Investigations    

  -Total  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Blood fibrinogen decreased  1 (5.6 )  1 (5.6 )  0 

  Platelet count decreased  1 (5.6 )  0  1 (5.6 ) 
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Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Arthralgia  1 (5.6 )  1 (5.6 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Leukaemia  1 (5.6 )  0  1 (5.6 ) 

  Neoplasm progression  1 (5.6 )  1 (5.6 )  0 

Nervous system disorders    

  -Total  2 (11.1)  2 (11.1)  0 

  Depressed level of consciousness  1 (5.6 )  1 (5.6 )  0 

  Dyskinesia  1 (5.6 )  1 (5.6 )  0 

  Encephalopathy  1 (5.6 )  1 (5.6 )  0 

Psychiatric disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Agitation  1 (5.6 )  1 (5.6 )  0 

  Confusional state  1 (5.6 )  1 (5.6 )  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  1 (5.6 )  0  0 



  

  

1804 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoxia  1 (5.6 )  0  0 

Vascular disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Jugular vein thrombosis  1 (5.6 )  1 (5.6 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148d 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: within 8 weeks post infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  2 (66.7)  0  2 (66.7) 

Immune system disorders    

  -Total  2 (66.7)  0  2 (66.7) 

  Cytokine release syndrome  2 (66.7)  0  2 (66.7) 

Metabolism and nutrition disorders    

  -Total  1 (33.3)  0  1 (33.3) 

  Tumour lysis syndrome  1 (33.3)  0  1 (33.3) 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148d 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 10 (23.3)  7 (16.3)  1 (2.3 ) 

General disorders and administration site conditions    

  -Total  1 (2.3 )  0  0 

  Pyrexia  1 (2.3 )  0  0 

Infections and infestations    

  -Total  7 (16.3)  6 (14.0)  0 

  Herpes zoster  2 (4.7 )  0  0 

  Device related infection  1 (2.3 )  1 (2.3 )  0 

  Influenza  1 (2.3 )  1 (2.3 )  0 

  Pneumonia  1 (2.3 )  1 (2.3 )  0 

  Pneumonia haemophilus  1 (2.3 )  1 (2.3 )  0 

  Respiratory syncytial virus infection  1 (2.3 )  1 (2.3 )  0 



  

  

1808 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Septic shock  1 (2.3 )  1 (2.3 )  0 

  Tonsillitis  1 (2.3 )  1 (2.3 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  2 (4.7 )  1 (2.3 )  1 (2.3 ) 

  Acute lymphocytic leukaemia recurrent  2 (4.7 )  1 (2.3 )  1 (2.3 ) 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148d 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  9 (60.0)  4 (26.7)  2 (13.3) 

Blood and lymphatic system disorders    

  -Total  2 (13.3)  0  0 

  Febrile neutropenia  1 (6.7 )  0  0 

  Leukocytosis  1 (6.7 )  0  0 

Cardiac disorders    

  -Total  1 (6.7 )  0  0 

  Tachycardia  1 (6.7 )  0  0 

General disorders and administration site conditions    

  -Total  5 (33.3)  1 (6.7 )  0 

  Pyrexia  5 (33.3)  1 (6.7 )  0 

Infections and infestations    



  

  

1810 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  6 (40.0)  4 (26.7)  1 (6.7 ) 

  Alternaria infection  1 (6.7 )  1 (6.7 )  0 

  Aspergillus infection  1 (6.7 )  1 (6.7 )  0 

  Bacterial infection  1 (6.7 )  1 (6.7 )  0 

  Candida infection  1 (6.7 )  1 (6.7 )  0 

  Device related infection  1 (6.7 )  1 (6.7 )  0 

  Enterococcal infection  1 (6.7 )  1 (6.7 )  0 

  Meningitis aseptic  1 (6.7 )  1 (6.7 )  0 

  Periorbital cellulitis  1 (6.7 )  1 (6.7 )  0 

  Sepsis  1 (6.7 )  0  1 (6.7 ) 

  Viral upper respiratory tract infection  1 (6.7 )  0  0 

Injury, poisoning and procedural complications    

  -Total  1 (6.7 )  0  0 

  Splinter  1 (6.7 )  0  0 

Metabolism and nutrition disorders    

  -Total  1 (6.7 )  1 (6.7 )  0 

  Lactic acidosis  1 (6.7 )  1 (6.7 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   



  

  

1811 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  1 (6.7 )  0  1 (6.7 ) 

  B precursor type acute leukaemia  1 (6.7 )  0  1 (6.7 ) 

Nervous system disorders    

  -Total  1 (6.7 )  0  0 

  Dysarthria  1 (6.7 )  0  0 

  Facial paralysis  1 (6.7 )  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t148_gd_b2001x.sas@@/main/2 25JUN21:16:42                                        Final 

 
  



  

  

1812 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 148d 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Region: Europe 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  1 (5.6 )  1 (5.6 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (5.6 )  1 (5.6 )  0 

  Acute lymphocytic leukaemia recurrent  1 (5.6 )  1 (5.6 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148d 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 35 (72.9) 17 (35.4) 12 (25.0) 

Blood and lymphatic system disorders    

  -Total  2 (4.2 )  2 (4.2 )  0 

  Bone marrow failure  2 (4.2 )  2 (4.2 )  0 

Cardiac disorders    

  -Total  1 (2.1 )  0  0 

  Tachycardia  1 (2.1 )  0  0 

General disorders and administration site conditions    

  -Total  6 (12.5)  1 (2.1 )  1 (2.1 ) 

  Pyrexia  4 (8.3 )  0  0 

  Drug withdrawal syndrome  1 (2.1 )  1 (2.1 )  0 

  Multiple organ dysfunction syndrome  1 (2.1 )  0  1 (2.1 ) 



  

  

1814 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders    

  -Total  1 (2.1 )  1 (2.1 )  0 

  Hepatocellular injury  1 (2.1 )  1 (2.1 )  0 

Immune system disorders    

  -Total 21 (43.8)  6 (12.5) 10 (20.8) 

  Cytokine release syndrome 21 (43.8)  6 (12.5) 10 (20.8) 

  Haemophagocytic lymphohistiocytosis  1 (2.1 )  1 (2.1 )  0 

Infections and infestations    

  -Total 10 (20.8)  8 (16.7)  1 (2.1 ) 

  Herpes zoster  3 (6.3 )  0  0 

  Pneumonia  2 (4.2 )  2 (4.2 )  0 

  Cellulitis orbital  1 (2.1 )  1 (2.1 )  0 

  Central nervous system infection  1 (2.1 )  0  1 (2.1 ) 

  Cerebral fungal infection  1 (2.1 )  0  1 (2.1 ) 

  Device related infection  1 (2.1 )  1 (2.1 )  0 

  Influenza  1 (2.1 )  1 (2.1 )  0 

  Pneumonia haemophilus  1 (2.1 )  1 (2.1 )  0 

  Respiratory syncytial virus infection  1 (2.1 )  1 (2.1 )  0 

  Septic shock  1 (2.1 )  1 (2.1 )  0 



  

  

1815 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinusitis  1 (2.1 )  1 (2.1 )  0 

  Tonsillitis  1 (2.1 )  1 (2.1 )  0 

Investigations    

  -Total  2 (4.2 )  0  1 (2.1 ) 

  Chest x-ray abnormal  1 (2.1 )  0  0 

  Immunoglobulins decreased  1 (2.1 )  0  1 (2.1 ) 

Metabolism and nutrition disorders    

  -Total  2 (4.2 )  1 (2.1 )  0 

  Dehydration  1 (2.1 )  1 (2.1 )  0 

  Hypernatraemia  1 (2.1 )  0  0 

  Hypokalaemia  1 (2.1 )  0  0 

  Hyponatraemia  1 (2.1 )  0  0 

Musculoskeletal and connective tissue disorders    

  -Total  1 (2.1 )  1 (2.1 )  0 

  Joint effusion  1 (2.1 )  1 (2.1 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  3 (6.3 )  2 (4.2 )  1 (2.1 ) 

  Acute lymphocytic leukaemia recurrent  3 (6.3 )  2 (4.2 )  1 (2.1 ) 



  

  

1816 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders    

  -Total  5 (10.4)  3 (6.3 )  1 (2.1 ) 

  Seizure  2 (4.2 )  2 (4.2 )  0 

  Encephalopathy  1 (2.1 )  0  1 (2.1 ) 

  Somnolence  1 (2.1 )  1 (2.1 )  0 

  Tremor  1 (2.1 )  0  0 

Psychiatric disorders    

  -Total  2 (4.2 )  0  0 

  Disorientation  1 (2.1 )  0  0 

  Hallucination  1 (2.1 )  0  0 

  Irritability  1 (2.1 )  0  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  1 (2.1 )  0  0 

  Hypoxia  1 (2.1 )  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148d 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 13 (72.2)  7 (38.9)  5 (27.8) 

Blood and lymphatic system disorders    

  -Total  4 (22.2)  2 (11.1)  0 

  Febrile neutropenia  2 (11.1)  1 (5.6 )  0 

  Anaemia  1 (5.6 )  1 (5.6 )  0 

  Leukocytosis  1 (5.6 )  0  0 

  Thrombocytopenia  1 (5.6 )  1 (5.6 )  0 

Cardiac disorders    

  -Total  2 (11.1)  1 (5.6 )  0 

  Left ventricular dysfunction  1 (5.6 )  1 (5.6 )  0 

  Tachycardia  1 (5.6 )  0  0 

Gastrointestinal disorders    



  

  

1819 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  1 (5.6 )  0  0 

  Diarrhoea  1 (5.6 )  0  0 

General disorders and administration site conditions    

  -Total  7 (38.9)  2 (11.1)  0 

  Pyrexia  7 (38.9)  2 (11.1)  0 

Hepatobiliary disorders    

  -Total  1 (5.6 )  0  1 (5.6 ) 

  Hepatosplenomegaly  1 (5.6 )  0  1 (5.6 ) 

Immune system disorders    

  -Total  5 (27.8)  1 (5.6 )  1 (5.6 ) 

  Cytokine release syndrome  5 (27.8)  1 (5.6 )  1 (5.6 ) 

Infections and infestations    

  -Total  8 (44.4)  6 (33.3)  2 (11.1) 

  Sepsis  3 (16.7)  1 (5.6 )  2 (11.1) 

  Bacterial infection  2 (11.1)  2 (11.1)  0 

  Alternaria infection  1 (5.6 )  1 (5.6 )  0 

  Aspergillus infection  1 (5.6 )  1 (5.6 )  0 

  Candida infection  1 (5.6 )  1 (5.6 )  0 

  Cellulitis  1 (5.6 )  0  0 



  

  

1820 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Device related infection  1 (5.6 )  1 (5.6 )  0 

  Enterococcal infection  1 (5.6 )  1 (5.6 )  0 

  Infection  1 (5.6 )  1 (5.6 )  0 

  Meningitis aseptic  1 (5.6 )  1 (5.6 )  0 

  Periorbital cellulitis  1 (5.6 )  1 (5.6 )  0 

  Viral upper respiratory tract infection  1 (5.6 )  0  0 

Injury, poisoning and procedural complications    

  -Total  1 (5.6 )  0  0 

  Splinter  1 (5.6 )  0  0 

Investigations    

  -Total  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Blood fibrinogen decreased  1 (5.6 )  1 (5.6 )  0 

  Platelet count decreased  1 (5.6 )  0  1 (5.6 ) 

Metabolism and nutrition disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Lactic acidosis  1 (5.6 )  1 (5.6 )  0 

Musculoskeletal and connective tissue disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Arthralgia  1 (5.6 )  1 (5.6 )  0 



  

  

1821 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  3 (16.7)  1 (5.6 )  2 (11.1) 

  B precursor type acute leukaemia  1 (5.6 )  0  1 (5.6 ) 

  Leukaemia  1 (5.6 )  0  1 (5.6 ) 

  Neoplasm progression  1 (5.6 )  1 (5.6 )  0 

Nervous system disorders    

  -Total  3 (16.7)  2 (11.1)  0 

  Depressed level of consciousness  1 (5.6 )  1 (5.6 )  0 

  Dysarthria  1 (5.6 )  0  0 

  Dyskinesia  1 (5.6 )  1 (5.6 )  0 

  Encephalopathy  1 (5.6 )  1 (5.6 )  0 

  Facial paralysis  1 (5.6 )  0  0 

Psychiatric disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Agitation  1 (5.6 )  1 (5.6 )  0 

  Confusional state  1 (5.6 )  1 (5.6 )  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  1 (5.6 )  0  0 



  

  

1822 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoxia  1 (5.6 )  0  0 

Vascular disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Jugular vein thrombosis  1 (5.6 )  1 (5.6 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148d 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  2 (66.7)  0  2 (66.7) 

Immune system disorders    

  -Total  2 (66.7)  0  2 (66.7) 

  Cytokine release syndrome  2 (66.7)  0  2 (66.7) 

Metabolism and nutrition disorders    

  -Total  1 (33.3)  0  1 (33.3) 

  Tumour lysis syndrome  1 (33.3)  0  1 (33.3) 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 148e 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 20 (47.6)  8 (19.0)  8 (19.0) 

Blood and lymphatic system disorders    

  -Total  3 (7.1 )  3 (7.1 )  0 

  Anaemia  1 (2.4 )  1 (2.4 )  0 

  Bone marrow failure  1 (2.4 )  1 (2.4 )  0 

  Febrile neutropenia  1 (2.4 )  1 (2.4 )  0 

  Thrombocytopenia  1 (2.4 )  1 (2.4 )  0 

General disorders and administration site conditions    

  -Total  5 (11.9)  1 (2.4 )  1 (2.4 ) 

  Pyrexia  4 (9.5 )  1 (2.4 )  0 

  Multiple organ dysfunction syndrome  1 (2.4 )  0  1 (2.4 ) 

Hepatobiliary disorders    

  -Total  1 (2.4 )  1 (2.4 )  0 



  

  

1826 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hepatocellular injury  1 (2.4 )  1 (2.4 )  0 

Immune system disorders    

  -Total 12 (28.6)  2 (4.8 )  5 (11.9) 

  Cytokine release syndrome 12 (28.6)  2 (4.8 )  5 (11.9) 

Infections and infestations    

  -Total  6 (14.3)  4 (9.5 )  1 (2.4 ) 

  Bacterial infection  1 (2.4 )  1 (2.4 )  0 

  Central nervous system infection  1 (2.4 )  0  1 (2.4 ) 

  Cerebral fungal infection  1 (2.4 )  0  1 (2.4 ) 

  Herpes zoster  1 (2.4 )  0  0 

  Infection  1 (2.4 )  1 (2.4 )  0 

  Pneumonia  1 (2.4 )  1 (2.4 )  0 

  Sepsis  1 (2.4 )  1 (2.4 )  0 

  Sinusitis  1 (2.4 )  1 (2.4 )  0 

Investigations    

  -Total  2 (4.8 )  0  2 (4.8 ) 

  Immunoglobulins decreased  1 (2.4 )  0  1 (2.4 ) 

  Platelet count decreased  1 (2.4 )  0  1 (2.4 ) 

Musculoskeletal and connective tissue disorders    



  

  

1827 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  2 (4.8 )  2 (4.8 )  0 

  Arthralgia  1 (2.4 )  1 (2.4 )  0 

  Joint effusion  1 (2.4 )  1 (2.4 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (2.4 )  1 (2.4 )  0 

  Neoplasm progression  1 (2.4 )  1 (2.4 )  0 

Nervous system disorders    

  -Total  4 (9.5 )  3 (7.1 )  1 (2.4 ) 

  Seizure  2 (4.8 )  2 (4.8 )  0 

  Encephalopathy  1 (2.4 )  0  1 (2.4 ) 

  Somnolence  1 (2.4 )  1 (2.4 )  0 

Vascular disorders    

  -Total  1 (2.4 )  1 (2.4 )  0 

  Jugular vein thrombosis  1 (2.4 )  1 (2.4 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 
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-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 148e 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 19 (70.4)  7 (25.9)  9 (33.3) 

Blood and lymphatic system disorders    

  -Total  1 (3.7 )  1 (3.7 )  0 

  Bone marrow failure  1 (3.7 )  1 (3.7 )  0 

Cardiac disorders    

  -Total  2 (7.4 )  1 (3.7 )  0 

  Left ventricular dysfunction  1 (3.7 )  1 (3.7 )  0 

  Tachycardia  1 (3.7 )  0  0 

Gastrointestinal disorders    

  -Total  1 (3.7 )  0  0 

  Diarrhoea  1 (3.7 )  0  0 

General disorders and administration site conditions    

  -Total  4 (14.8)  1 (3.7 )  0 
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Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia  3 (11.1)  0  0 

  Drug withdrawal syndrome  1 (3.7 )  1 (3.7 )  0 

Hepatobiliary disorders    

  -Total  1 (3.7 )  0  1 (3.7 ) 

  Hepatosplenomegaly  1 (3.7 )  0  1 (3.7 ) 

Immune system disorders    

  -Total 16 (59.3)  5 (18.5)  8 (29.6) 

  Cytokine release syndrome 16 (59.3)  5 (18.5)  8 (29.6) 

  Haemophagocytic lymphohistiocytosis  1 (3.7 )  1 (3.7 )  0 

Infections and infestations    

  -Total  3 (11.1)  2 (7.4 )  1 (3.7 ) 

  Cellulitis  1 (3.7 )  0  0 

  Cellulitis orbital  1 (3.7 )  1 (3.7 )  0 

  Meningitis aseptic  1 (3.7 )  1 (3.7 )  0 

  Sepsis  1 (3.7 )  0  1 (3.7 ) 

Investigations    

  -Total  2 (7.4 )  1 (3.7 )  0 

  Blood fibrinogen decreased  1 (3.7 )  1 (3.7 )  0 

  Chest x-ray abnormal  1 (3.7 )  0  0 



  

  

1832 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders    

  -Total  3 (11.1)  1 (3.7 )  1 (3.7 ) 

  Dehydration  1 (3.7 )  1 (3.7 )  0 

  Hypernatraemia  1 (3.7 )  0  0 

  Hypokalaemia  1 (3.7 )  0  0 

  Hyponatraemia  1 (3.7 )  0  0 

  Tumour lysis syndrome  1 (3.7 )  0  1 (3.7 ) 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (3.7 )  0  1 (3.7 ) 

  Leukaemia  1 (3.7 )  0  1 (3.7 ) 

Nervous system disorders    

  -Total  3 (11.1)  2 (7.4 )  0 

  Depressed level of consciousness  1 (3.7 )  1 (3.7 )  0 

  Dyskinesia  1 (3.7 )  1 (3.7 )  0 

  Encephalopathy  1 (3.7 )  1 (3.7 )  0 

  Tremor  1 (3.7 )  0  0 

Psychiatric disorders    

  -Total  3 (11.1)  1 (3.7 )  0 
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Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Agitation  1 (3.7 )  1 (3.7 )  0 

  Confusional state  1 (3.7 )  1 (3.7 )  0 

  Disorientation  1 (3.7 )  0  0 

  Hallucination  1 (3.7 )  0  0 

  Irritability  1 (3.7 )  0  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  2 (7.4 )  0  0 

  Hypoxia  2 (7.4 )  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148e 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 12 (31.6)  6 (15.8)  2 (5.3 ) 

Blood and lymphatic system disorders    

  -Total  1 (2.6 )  0  0 

  Febrile neutropenia  1 (2.6 )  0  0 

Cardiac disorders    

  -Total  1 (2.6 )  0  0 

  Tachycardia  1 (2.6 )  0  0 

General disorders and administration site conditions    

  -Total  4 (10.5)  1 (2.6 )  0 

  Pyrexia  4 (10.5)  1 (2.6 )  0 

Infections and infestations    

  -Total  7 (18.4)  5 (13.2)  0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Device related infection  1 (2.6 )  1 (2.6 )  0 

  Herpes zoster  1 (2.6 )  0  0 

  Periorbital cellulitis  1 (2.6 )  1 (2.6 )  0 

  Pneumonia  1 (2.6 )  1 (2.6 )  0 

  Pneumonia haemophilus  1 (2.6 )  1 (2.6 )  0 

  Respiratory syncytial virus infection  1 (2.6 )  1 (2.6 )  0 

  Viral upper respiratory tract infection  1 (2.6 )  0  0 

Injury, poisoning and procedural complications    

  -Total  1 (2.6 )  0  0 

  Splinter  1 (2.6 )  0  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  3 (7.9 )  1 (2.6 )  2 (5.3 ) 

  Acute lymphocytic leukaemia recurrent  2 (5.3 )  1 (2.6 )  1 (2.6 ) 

  B precursor type acute leukaemia  1 (2.6 )  0  1 (2.6 ) 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 
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-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148e 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  7 (31.8)  5 (22.7)  1 (4.5 ) 

Blood and lymphatic system disorders    

  -Total  1 (4.5 )  0  0 

  Leukocytosis  1 (4.5 )  0  0 

General disorders and administration site conditions    

  -Total  2 (9.1 )  0  0 

  Pyrexia  2 (9.1 )  0  0 

Infections and infestations    

  -Total  6 (27.3)  5 (22.7)  1 (4.5 ) 

  Alternaria infection  1 (4.5 )  1 (4.5 )  0 

  Aspergillus infection  1 (4.5 )  1 (4.5 )  0 

  Bacterial infection  1 (4.5 )  1 (4.5 )  0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Candida infection  1 (4.5 )  1 (4.5 )  0 

  Device related infection  1 (4.5 )  1 (4.5 )  0 

  Enterococcal infection  1 (4.5 )  1 (4.5 )  0 

  Herpes zoster  1 (4.5 )  0  0 

  Influenza  1 (4.5 )  1 (4.5 )  0 

  Meningitis aseptic  1 (4.5 )  1 (4.5 )  0 

  Sepsis  1 (4.5 )  0  1 (4.5 ) 

  Septic shock  1 (4.5 )  1 (4.5 )  0 

  Tonsillitis  1 (4.5 )  1 (4.5 )  0 

Metabolism and nutrition disorders    

  -Total  1 (4.5 )  1 (4.5 )  0 

  Lactic acidosis  1 (4.5 )  1 (4.5 )  0 

Nervous system disorders    

  -Total  1 (4.5 )  0  0 

  Dysarthria  1 (4.5 )  0  0 

  Facial paralysis  1 (4.5 )  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148e 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  1 (6.3 )  1 (6.3 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (6.3 )  1 (6.3 )  0 

  Acute lymphocytic leukaemia recurrent  1 (6.3 )  1 (6.3 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148e 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 28 (66.7) 14 (33.3)  9 (21.4) 

Blood and lymphatic system disorders    

  -Total  4 (9.5 )  3 (7.1 )  0 

  Febrile neutropenia  2 (4.8 )  1 (2.4 )  0 

  Anaemia  1 (2.4 )  1 (2.4 )  0 

  Bone marrow failure  1 (2.4 )  1 (2.4 )  0 

  Thrombocytopenia  1 (2.4 )  1 (2.4 )  0 

Cardiac disorders    

  -Total  1 (2.4 )  0  0 

  Tachycardia  1 (2.4 )  0  0 

General disorders and administration site conditions    

  -Total  8 (19.0)  2 (4.8 )  1 (2.4 ) 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia  7 (16.7)  2 (4.8 )  0 

  Multiple organ dysfunction syndrome  1 (2.4 )  0  1 (2.4 ) 

Hepatobiliary disorders    

  -Total  1 (2.4 )  1 (2.4 )  0 

  Hepatocellular injury  1 (2.4 )  1 (2.4 )  0 

Immune system disorders    

  -Total 12 (28.6)  2 (4.8 )  5 (11.9) 

  Cytokine release syndrome 12 (28.6)  2 (4.8 )  5 (11.9) 

Infections and infestations    

  -Total 11 (26.2)  9 (21.4)  1 (2.4 ) 

  Herpes zoster  2 (4.8 )  0  0 

  Pneumonia  2 (4.8 )  2 (4.8 )  0 

  Bacterial infection  1 (2.4 )  1 (2.4 )  0 

  Central nervous system infection  1 (2.4 )  0  1 (2.4 ) 

  Cerebral fungal infection  1 (2.4 )  0  1 (2.4 ) 

  Device related infection  1 (2.4 )  1 (2.4 )  0 

  Infection  1 (2.4 )  1 (2.4 )  0 

  Periorbital cellulitis  1 (2.4 )  1 (2.4 )  0 

  Pneumonia haemophilus  1 (2.4 )  1 (2.4 )  0 



  

  

1843 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory syncytial virus infection  1 (2.4 )  1 (2.4 )  0 

  Sepsis  1 (2.4 )  1 (2.4 )  0 

  Sinusitis  1 (2.4 )  1 (2.4 )  0 

  Viral upper respiratory tract infection  1 (2.4 )  0  0 

Injury, poisoning and procedural complications    

  -Total  1 (2.4 )  0  0 

  Splinter  1 (2.4 )  0  0 

Investigations    

  -Total  2 (4.8 )  0  2 (4.8 ) 

  Immunoglobulins decreased  1 (2.4 )  0  1 (2.4 ) 

  Platelet count decreased  1 (2.4 )  0  1 (2.4 ) 

Musculoskeletal and connective tissue disorders    

  -Total  2 (4.8 )  2 (4.8 )  0 

  Arthralgia  1 (2.4 )  1 (2.4 )  0 

  Joint effusion  1 (2.4 )  1 (2.4 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  5 (11.9)  3 (7.1 )  2 (4.8 ) 

  Acute lymphocytic leukaemia recurrent  3 (7.1 )  2 (4.8 )  1 (2.4 ) 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  B precursor type acute leukaemia  1 (2.4 )  0  1 (2.4 ) 

  Neoplasm progression  1 (2.4 )  1 (2.4 )  0 

Nervous system disorders    

  -Total  4 (9.5 )  3 (7.1 )  1 (2.4 ) 

  Seizure  2 (4.8 )  2 (4.8 )  0 

  Encephalopathy  1 (2.4 )  0  1 (2.4 ) 

  Somnolence  1 (2.4 )  1 (2.4 )  0 

Vascular disorders    

  -Total  1 (2.4 )  1 (2.4 )  0 

  Jugular vein thrombosis  1 (2.4 )  1 (2.4 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148e 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 22 (81.5) 10 (37.0) 10 (37.0) 

Blood and lymphatic system disorders    

  -Total  2 (7.4 )  1 (3.7 )  0 

  Bone marrow failure  1 (3.7 )  1 (3.7 )  0 

  Leukocytosis  1 (3.7 )  0  0 

Cardiac disorders    

  -Total  2 (7.4 )  1 (3.7 )  0 

  Left ventricular dysfunction  1 (3.7 )  1 (3.7 )  0 

  Tachycardia  1 (3.7 )  0  0 

Gastrointestinal disorders    

  -Total  1 (3.7 )  0  0 

  Diarrhoea  1 (3.7 )  0  0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration site conditions    

  -Total  5 (18.5)  1 (3.7 )  0 

  Pyrexia  4 (14.8)  0  0 

  Drug withdrawal syndrome  1 (3.7 )  1 (3.7 )  0 

Hepatobiliary disorders    

  -Total  1 (3.7 )  0  1 (3.7 ) 

  Hepatosplenomegaly  1 (3.7 )  0  1 (3.7 ) 

Immune system disorders    

  -Total 16 (59.3)  5 (18.5)  8 (29.6) 

  Cytokine release syndrome 16 (59.3)  5 (18.5)  8 (29.6) 

  Haemophagocytic lymphohistiocytosis  1 (3.7 )  1 (3.7 )  0 

Infections and infestations    

  -Total  7 (25.9)  5 (18.5)  2 (7.4 ) 

  Sepsis  2 (7.4 )  0  2 (7.4 ) 

  Alternaria infection  1 (3.7 )  1 (3.7 )  0 

  Aspergillus infection  1 (3.7 )  1 (3.7 )  0 

  Bacterial infection  1 (3.7 )  1 (3.7 )  0 

  Candida infection  1 (3.7 )  1 (3.7 )  0 

  Cellulitis  1 (3.7 )  0  0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis orbital  1 (3.7 )  1 (3.7 )  0 

  Device related infection  1 (3.7 )  1 (3.7 )  0 

  Enterococcal infection  1 (3.7 )  1 (3.7 )  0 

  Herpes zoster  1 (3.7 )  0  0 

  Influenza  1 (3.7 )  1 (3.7 )  0 

  Meningitis aseptic  1 (3.7 )  1 (3.7 )  0 

  Septic shock  1 (3.7 )  1 (3.7 )  0 

  Tonsillitis  1 (3.7 )  1 (3.7 )  0 

Investigations    

  -Total  2 (7.4 )  1 (3.7 )  0 

  Blood fibrinogen decreased  1 (3.7 )  1 (3.7 )  0 

  Chest x-ray abnormal  1 (3.7 )  0  0 

Metabolism and nutrition disorders    

  -Total  4 (14.8)  2 (7.4 )  1 (3.7 ) 

  Dehydration  1 (3.7 )  1 (3.7 )  0 

  Hypernatraemia  1 (3.7 )  0  0 

  Hypokalaemia  1 (3.7 )  0  0 

  Hyponatraemia  1 (3.7 )  0  0 

  Lactic acidosis  1 (3.7 )  1 (3.7 )  0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tumour lysis syndrome  1 (3.7 )  0  1 (3.7 ) 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (3.7 )  0  1 (3.7 ) 

  Leukaemia  1 (3.7 )  0  1 (3.7 ) 

Nervous system disorders    

  -Total  4 (14.8)  2 (7.4 )  0 

  Depressed level of consciousness  1 (3.7 )  1 (3.7 )  0 

  Dysarthria  1 (3.7 )  0  0 

  Dyskinesia  1 (3.7 )  1 (3.7 )  0 

  Encephalopathy  1 (3.7 )  1 (3.7 )  0 

  Facial paralysis  1 (3.7 )  0  0 

  Tremor  1 (3.7 )  0  0 

Psychiatric disorders    

  -Total  3 (11.1)  1 (3.7 )  0 

  Agitation  1 (3.7 )  1 (3.7 )  0 

  Confusional state  1 (3.7 )  1 (3.7 )  0 

  Disorientation  1 (3.7 )  0  0 

  Hallucination  1 (3.7 )  0  0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Irritability  1 (3.7 )  0  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  2 (7.4 )  0  0 

  Hypoxia  2 (7.4 )  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148f 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 12 (46.2)  5 (19.2)  5 (19.2) 

Blood and lymphatic system disorders    

  -Total  1 (3.8 )  1 (3.8 )  0 

  Bone marrow failure  1 (3.8 )  1 (3.8 )  0 

General disorders and administration site conditions    

  -Total  2 (7.7 )  0  0 

  Pyrexia  2 (7.7 )  0  0 

Hepatobiliary disorders    

  -Total  1 (3.8 )  1 (3.8 )  0 

  Hepatocellular injury  1 (3.8 )  1 (3.8 )  0 

Immune system disorders    

  -Total  7 (26.9)  1 (3.8 )  4 (15.4) 

  Cytokine release syndrome  7 (26.9)  1 (3.8 )  4 (15.4) 



  

  

1851 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

  -Total  2 (7.7 )  1 (3.8 )  0 

  Herpes zoster  1 (3.8 )  0  0 

  Meningitis aseptic  1 (3.8 )  1 (3.8 )  0 

Investigations    

  -Total  1 (3.8 )  0  1 (3.8 ) 

  Immunoglobulins decreased  1 (3.8 )  0  1 (3.8 ) 

Musculoskeletal and connective tissue disorders    

  -Total  1 (3.8 )  1 (3.8 )  0 

  Joint effusion  1 (3.8 )  1 (3.8 )  0 

Nervous system disorders    

  -Total  2 (7.7 )  2 (7.7 )  0 

  Seizure  2 (7.7 )  2 (7.7 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148f 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 25 (62.5) 10 (25.0) 11 (27.5) 

Blood and lymphatic system disorders    

  -Total  3 (7.5 )  3 (7.5 )  0 

  Anaemia  1 (2.5 )  1 (2.5 )  0 

  Bone marrow failure  1 (2.5 )  1 (2.5 )  0 

  Febrile neutropenia  1 (2.5 )  1 (2.5 )  0 

  Thrombocytopenia  1 (2.5 )  1 (2.5 )  0 

Cardiac disorders    

  -Total  2 (5.0 )  1 (2.5 )  0 

  Left ventricular dysfunction  1 (2.5 )  1 (2.5 )  0 

  Tachycardia  1 (2.5 )  0  0 

Gastrointestinal disorders    

  -Total  1 (2.5 )  0  0 



  

  

1855 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Diarrhoea  1 (2.5 )  0  0 

General disorders and administration site conditions    

  -Total  7 (17.5)  2 (5.0 )  1 (2.5 ) 

  Pyrexia  5 (12.5)  1 (2.5 )  0 

  Drug withdrawal syndrome  1 (2.5 )  1 (2.5 )  0 

  Multiple organ dysfunction syndrome  1 (2.5 )  0  1 (2.5 ) 

Hepatobiliary disorders    

  -Total  1 (2.5 )  0  1 (2.5 ) 

  Hepatosplenomegaly  1 (2.5 )  0  1 (2.5 ) 

Immune system disorders    

  -Total 19 (47.5)  6 (15.0)  8 (20.0) 

  Cytokine release syndrome 19 (47.5)  6 (15.0)  8 (20.0) 

  Haemophagocytic lymphohistiocytosis  1 (2.5 )  1 (2.5 )  0 

Infections and infestations    

  -Total  7 (17.5)  5 (12.5)  2 (5.0 ) 

  Sepsis  2 (5.0 )  1 (2.5 )  1 (2.5 ) 

  Bacterial infection  1 (2.5 )  1 (2.5 )  0 

  Cellulitis  1 (2.5 )  0  0 

  Cellulitis orbital  1 (2.5 )  1 (2.5 )  0 



  

  

1856 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Central nervous system infection  1 (2.5 )  0  1 (2.5 ) 

  Cerebral fungal infection  1 (2.5 )  0  1 (2.5 ) 

  Infection  1 (2.5 )  1 (2.5 )  0 

  Pneumonia  1 (2.5 )  1 (2.5 )  0 

  Sinusitis  1 (2.5 )  1 (2.5 )  0 

Investigations    

  -Total  3 (7.5 )  1 (2.5 )  1 (2.5 ) 

  Blood fibrinogen decreased  1 (2.5 )  1 (2.5 )  0 

  Chest x-ray abnormal  1 (2.5 )  0  0 

  Platelet count decreased  1 (2.5 )  0  1 (2.5 ) 

Metabolism and nutrition disorders    

  -Total  3 (7.5 )  1 (2.5 )  1 (2.5 ) 

  Dehydration  1 (2.5 )  1 (2.5 )  0 

  Hypernatraemia  1 (2.5 )  0  0 

  Hypokalaemia  1 (2.5 )  0  0 

  Hyponatraemia  1 (2.5 )  0  0 

  Tumour lysis syndrome  1 (2.5 )  0  1 (2.5 ) 

Musculoskeletal and connective tissue disorders    

  -Total  1 (2.5 )  1 (2.5 )  0 



  

  

1857 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Arthralgia  1 (2.5 )  1 (2.5 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  2 (5.0 )  1 (2.5 )  1 (2.5 ) 

  Leukaemia  1 (2.5 )  0  1 (2.5 ) 

  Neoplasm progression  1 (2.5 )  1 (2.5 )  0 

Nervous system disorders    

  -Total  4 (10.0)  3 (7.5 )  0 

  Depressed level of consciousness  1 (2.5 )  1 (2.5 )  0 

  Dyskinesia  1 (2.5 )  1 (2.5 )  0 

  Encephalopathy  1 (2.5 )  1 (2.5 )  0 

  Somnolence  1 (2.5 )  1 (2.5 )  0 

  Tremor  1 (2.5 )  0  0 

Psychiatric disorders    

  -Total  3 (7.5 )  1 (2.5 )  0 

  Agitation  1 (2.5 )  1 (2.5 )  0 

  Confusional state  1 (2.5 )  1 (2.5 )  0 

  Disorientation  1 (2.5 )  0  0 

  Hallucination  1 (2.5 )  0  0 



  

  

1858 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Irritability  1 (2.5 )  0  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  2 (5.0 )  0  0 

  Hypoxia  2 (5.0 )  0  0 

Vascular disorders    

  -Total  1 (2.5 )  1 (2.5 )  0 

  Jugular vein thrombosis  1 (2.5 )  1 (2.5 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148f 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  2 (66.7)  0  1 (33.3) 

Immune system disorders    

  -Total  2 (66.7)  0  1 (33.3) 

  Cytokine release syndrome  2 (66.7)  0  1 (33.3) 

Nervous system disorders    

  -Total  1 (33.3)  0  1 (33.3) 

  Encephalopathy  1 (33.3)  0  1 (33.3) 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148f 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 10 (41.7)  8 (33.3)  0 

General disorders and administration site conditions    

  -Total  2 (8.3 )  1 (4.2 )  0 

  Pyrexia  2 (8.3 )  1 (4.2 )  0 

Infections and infestations    

  -Total  8 (33.3)  7 (29.2)  0 

  Device related infection  2 (8.3 )  2 (8.3 )  0 

  Herpes zoster  2 (8.3 )  0  0 

  Influenza  1 (4.2 )  1 (4.2 )  0 

  Meningitis aseptic  1 (4.2 )  1 (4.2 )  0 

  Pneumonia  1 (4.2 )  1 (4.2 )  0 

  Pneumonia haemophilus  1 (4.2 )  1 (4.2 )  0 



  

  

1862 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory syncytial virus infection  1 (4.2 )  1 (4.2 )  0 

  Tonsillitis  1 (4.2 )  1 (4.2 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (4.2 )  1 (4.2 )  0 

  Acute lymphocytic leukaemia recurrent  1 (4.2 )  1 (4.2 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148f 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  8 (24.2)  3 (9.1 )  3 (9.1 ) 

Blood and lymphatic system disorders    

  -Total  1 (3.0 )  0  0 

  Leukocytosis  1 (3.0 )  0  0 

Cardiac disorders    

  -Total  1 (3.0 )  0  0 

  Tachycardia  1 (3.0 )  0  0 

General disorders and administration site conditions    

  -Total  4 (12.1)  0  0 

  Pyrexia  4 (12.1)  0  0 

Infections and infestations    

  -Total  5 (15.2)  3 (9.1 )  1 (3.0 ) 



  

  

1864 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alternaria infection  1 (3.0 )  1 (3.0 )  0 

  Aspergillus infection  1 (3.0 )  1 (3.0 )  0 

  Bacterial infection  1 (3.0 )  1 (3.0 )  0 

  Candida infection  1 (3.0 )  1 (3.0 )  0 

  Enterococcal infection  1 (3.0 )  1 (3.0 )  0 

  Periorbital cellulitis  1 (3.0 )  1 (3.0 )  0 

  Sepsis  1 (3.0 )  0  1 (3.0 ) 

  Septic shock  1 (3.0 )  1 (3.0 )  0 

  Viral upper respiratory tract infection  1 (3.0 )  0  0 

Metabolism and nutrition disorders    

  -Total  1 (3.0 )  1 (3.0 )  0 

  Lactic acidosis  1 (3.0 )  1 (3.0 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  2 (6.1 )  0  2 (6.1 ) 

  Acute lymphocytic leukaemia recurrent  1 (3.0 )  0  1 (3.0 ) 

  B precursor type acute leukaemia  1 (3.0 )  0  1 (3.0 ) 

Nervous system disorders    

  -Total  1 (3.0 )  0  0 



  

  

1865 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dysarthria  1 (3.0 )  0  0 

  Facial paralysis  1 (3.0 )  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148f 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  1 (33.3)  0  0 

Blood and lymphatic system disorders    

  -Total  1 (33.3)  0  0 

  Febrile neutropenia  1 (33.3)  0  0 

Injury, poisoning and procedural complications    

  -Total  1 (33.3)  0  0 

  Splinter  1 (33.3)  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148f 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  1 (14.3)  1 (14.3)  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (14.3)  1 (14.3)  0 

  Acute lymphocytic leukaemia recurrent  1 (14.3)  1 (14.3)  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148f 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 20 (76.9) 12 (46.2)  5 (19.2) 

Blood and lymphatic system disorders    

  -Total  1 (3.8 )  1 (3.8 )  0 

  Bone marrow failure  1 (3.8 )  1 (3.8 )  0 

General disorders and administration site conditions    

  -Total  4 (15.4)  1 (3.8 )  0 

  Pyrexia  4 (15.4)  1 (3.8 )  0 

Hepatobiliary disorders    

  -Total  1 (3.8 )  1 (3.8 )  0 

  Hepatocellular injury  1 (3.8 )  1 (3.8 )  0 

Immune system disorders    

  -Total  7 (26.9)  1 (3.8 )  4 (15.4) 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cytokine release syndrome  7 (26.9)  1 (3.8 )  4 (15.4) 

Infections and infestations    

  -Total  8 (30.8)  7 (26.9)  0 

  Herpes zoster  3 (11.5)  0  0 

  Device related infection  2 (7.7 )  2 (7.7 )  0 

  Influenza  1 (3.8 )  1 (3.8 )  0 

  Meningitis aseptic  1 (3.8 )  1 (3.8 )  0 

  Pneumonia  1 (3.8 )  1 (3.8 )  0 

  Pneumonia haemophilus  1 (3.8 )  1 (3.8 )  0 

  Respiratory syncytial virus infection  1 (3.8 )  1 (3.8 )  0 

  Tonsillitis  1 (3.8 )  1 (3.8 )  0 

Investigations    

  -Total  1 (3.8 )  0  1 (3.8 ) 

  Immunoglobulins decreased  1 (3.8 )  0  1 (3.8 ) 

Musculoskeletal and connective tissue disorders    

  -Total  1 (3.8 )  1 (3.8 )  0 

  Joint effusion  1 (3.8 )  1 (3.8 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  2 (7.7 )  2 (7.7 )  0 

  Acute lymphocytic leukaemia recurrent  2 (7.7 )  2 (7.7 )  0 

Nervous system disorders    

  -Total  2 (7.7 )  2 (7.7 )  0 

  Seizure  2 (7.7 )  2 (7.7 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148f 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 28 (70.0) 12 (30.0) 13 (32.5) 

Blood and lymphatic system disorders    

  -Total  4 (10.0)  3 (7.5 )  0 

  Anaemia  1 (2.5 )  1 (2.5 )  0 

  Bone marrow failure  1 (2.5 )  1 (2.5 )  0 

  Febrile neutropenia  1 (2.5 )  1 (2.5 )  0 

  Leukocytosis  1 (2.5 )  0  0 

  Thrombocytopenia  1 (2.5 )  1 (2.5 )  0 

Cardiac disorders    

  -Total  3 (7.5 )  1 (2.5 )  0 

  Tachycardia  2 (5.0 )  0  0 

  Left ventricular dysfunction  1 (2.5 )  1 (2.5 )  0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders    

  -Total  1 (2.5 )  0  0 

  Diarrhoea  1 (2.5 )  0  0 

General disorders and administration site conditions    

  -Total  9 (22.5)  2 (5.0 )  1 (2.5 ) 

  Pyrexia  7 (17.5)  1 (2.5 )  0 

  Drug withdrawal syndrome  1 (2.5 )  1 (2.5 )  0 

  Multiple organ dysfunction syndrome  1 (2.5 )  0  1 (2.5 ) 

Hepatobiliary disorders    

  -Total  1 (2.5 )  0  1 (2.5 ) 

  Hepatosplenomegaly  1 (2.5 )  0  1 (2.5 ) 

Immune system disorders    

  -Total 19 (47.5)  6 (15.0)  8 (20.0) 

  Cytokine release syndrome 19 (47.5)  6 (15.0)  8 (20.0) 

  Haemophagocytic lymphohistiocytosis  1 (2.5 )  1 (2.5 )  0 

Infections and infestations    

  -Total 10 (25.0)  7 (17.5)  3 (7.5 ) 

  Sepsis  3 (7.5 )  1 (2.5 )  2 (5.0 ) 

  Bacterial infection  2 (5.0 )  2 (5.0 )  0 



  

  

1874 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alternaria infection  1 (2.5 )  1 (2.5 )  0 

  Aspergillus infection  1 (2.5 )  1 (2.5 )  0 

  Candida infection  1 (2.5 )  1 (2.5 )  0 

  Cellulitis  1 (2.5 )  0  0 

  Cellulitis orbital  1 (2.5 )  1 (2.5 )  0 

  Central nervous system infection  1 (2.5 )  0  1 (2.5 ) 

  Cerebral fungal infection  1 (2.5 )  0  1 (2.5 ) 

  Enterococcal infection  1 (2.5 )  1 (2.5 )  0 

  Infection  1 (2.5 )  1 (2.5 )  0 

  Periorbital cellulitis  1 (2.5 )  1 (2.5 )  0 

  Pneumonia  1 (2.5 )  1 (2.5 )  0 

  Septic shock  1 (2.5 )  1 (2.5 )  0 

  Sinusitis  1 (2.5 )  1 (2.5 )  0 

  Viral upper respiratory tract infection  1 (2.5 )  0  0 

Investigations    

  -Total  3 (7.5 )  1 (2.5 )  1 (2.5 ) 

  Blood fibrinogen decreased  1 (2.5 )  1 (2.5 )  0 

  Chest x-ray abnormal  1 (2.5 )  0  0 

  Platelet count decreased  1 (2.5 )  0  1 (2.5 ) 



  

  

1875 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders    

  -Total  4 (10.0)  2 (5.0 )  1 (2.5 ) 

  Dehydration  1 (2.5 )  1 (2.5 )  0 

  Hypernatraemia  1 (2.5 )  0  0 

  Hypokalaemia  1 (2.5 )  0  0 

  Hyponatraemia  1 (2.5 )  0  0 

  Lactic acidosis  1 (2.5 )  1 (2.5 )  0 

  Tumour lysis syndrome  1 (2.5 )  0  1 (2.5 ) 

Musculoskeletal and connective tissue disorders    

  -Total  1 (2.5 )  1 (2.5 )  0 

  Arthralgia  1 (2.5 )  1 (2.5 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  4 (10.0)  1 (2.5 )  3 (7.5 ) 

  Acute lymphocytic leukaemia recurrent  1 (2.5 )  0  1 (2.5 ) 

  B precursor type acute leukaemia  1 (2.5 )  0  1 (2.5 ) 

  Leukaemia  1 (2.5 )  0  1 (2.5 ) 

  Neoplasm progression  1 (2.5 )  1 (2.5 )  0 

Nervous system disorders    



  

  

1876 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  5 (12.5)  3 (7.5 )  0 

  Depressed level of consciousness  1 (2.5 )  1 (2.5 )  0 

  Dysarthria  1 (2.5 )  0  0 

  Dyskinesia  1 (2.5 )  1 (2.5 )  0 

  Encephalopathy  1 (2.5 )  1 (2.5 )  0 

  Facial paralysis  1 (2.5 )  0  0 

  Somnolence  1 (2.5 )  1 (2.5 )  0 

  Tremor  1 (2.5 )  0  0 

Psychiatric disorders    

  -Total  3 (7.5 )  1 (2.5 )  0 

  Agitation  1 (2.5 )  1 (2.5 )  0 

  Confusional state  1 (2.5 )  1 (2.5 )  0 

  Disorientation  1 (2.5 )  0  0 

  Hallucination  1 (2.5 )  0  0 

  Irritability  1 (2.5 )  0  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  2 (5.0 )  0  0 

  Hypoxia  2 (5.0 )  0  0 

Vascular disorders    



  

  

1877 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  1 (2.5 )  1 (2.5 )  0 

  Jugular vein thrombosis  1 (2.5 )  1 (2.5 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148f 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  2 (66.7)  0  1 (33.3) 

Blood and lymphatic system disorders    

  -Total  1 (33.3)  0  0 

  Febrile neutropenia  1 (33.3)  0  0 

Immune system disorders    

  -Total  2 (66.7)  0  1 (33.3) 

  Cytokine release syndrome  2 (66.7)  0  1 (33.3) 

Injury, poisoning and procedural complications    

  -Total  1 (33.3)  0  0 

  Splinter  1 (33.3)  0  0 

Nervous system disorders    

  -Total  1 (33.3)  0  1 (33.3) 



  

  

1879 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Encephalopathy  1 (33.3)  0  1 (33.3) 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148g 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  5 (83.3)  2 (33.3)  2 (33.3) 

Gastrointestinal disorders    

  -Total  1 (16.7)  0  0 

  Diarrhoea  1 (16.7)  0  0 

General disorders and administration site conditions    

  -Total  2 (33.3)  0  1 (16.7) 

  Multiple organ dysfunction syndrome  1 (16.7)  0  1 (16.7) 

  Pyrexia  1 (16.7)  0  0 

Immune system disorders    

  -Total  4 (66.7)  1 (16.7)  1 (16.7) 

  Cytokine release syndrome  4 (66.7)  1 (16.7)  1 (16.7) 

Infections and infestations    

  -Total  1 (16.7)  1 (16.7)  0 



  

  

1881 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia  1 (16.7)  1 (16.7)  0 

Metabolism and nutrition disorders    

  -Total  1 (16.7)  0  0 

  Hyponatraemia  1 (16.7)  0  0 

Nervous system disorders    

  -Total  1 (16.7)  1 (16.7)  0 

  Seizure  1 (16.7)  1 (16.7)  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  1 (16.7)  0  0 

  Hypoxia  1 (16.7)  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 148g 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 19 (63.3)  9 (30.0)  6 (20.0) 

Blood and lymphatic system disorders    

  -Total  3 (10.0)  3 (10.0)  0 

  Bone marrow failure  2 (6.7 )  2 (6.7 )  0 

  Anaemia  1 (3.3 )  1 (3.3 )  0 

  Febrile neutropenia  1 (3.3 )  1 (3.3 )  0 

Cardiac disorders    

  -Total  1 (3.3 )  0  0 

  Tachycardia  1 (3.3 )  0  0 

General disorders and administration site conditions    

  -Total  3 (10.0)  1 (3.3 )  0 

  Pyrexia  2 (6.7 )  0  0 

  Drug withdrawal syndrome  1 (3.3 )  1 (3.3 )  0 



  

  

1884 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders    

  -Total  2 (6.7 )  1 (3.3 )  1 (3.3 ) 

  Hepatocellular injury  1 (3.3 )  1 (3.3 )  0 

  Hepatosplenomegaly  1 (3.3 )  0  1 (3.3 ) 

Immune system disorders    

  -Total 10 (33.3)  4 (13.3)  3 (10.0) 

  Cytokine release syndrome 10 (33.3)  4 (13.3)  3 (10.0) 

Infections and infestations    

  -Total  5 (16.7)  4 (13.3)  0 

  Bacterial infection  1 (3.3 )  1 (3.3 )  0 

  Cellulitis orbital  1 (3.3 )  1 (3.3 )  0 

  Herpes zoster  1 (3.3 )  0  0 

  Meningitis aseptic  1 (3.3 )  1 (3.3 )  0 

  Sepsis  1 (3.3 )  1 (3.3 )  0 

  Sinusitis  1 (3.3 )  1 (3.3 )  0 

Investigations    

  -Total  3 (10.0)  0  2 (6.7 ) 

  Chest x-ray abnormal  1 (3.3 )  0  0 

  Immunoglobulins decreased  1 (3.3 )  0  1 (3.3 ) 



  

  

1885 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased  1 (3.3 )  0  1 (3.3 ) 

Metabolism and nutrition disorders    

  -Total  1 (3.3 )  1 (3.3 )  0 

  Dehydration  1 (3.3 )  1 (3.3 )  0 

  Hypernatraemia  1 (3.3 )  0  0 

  Hypokalaemia  1 (3.3 )  0  0 

Musculoskeletal and connective tissue disorders    

  -Total  2 (6.7 )  2 (6.7 )  0 

  Arthralgia  1 (3.3 )  1 (3.3 )  0 

  Joint effusion  1 (3.3 )  1 (3.3 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (3.3 )  0  1 (3.3 ) 

  Leukaemia  1 (3.3 )  0  1 (3.3 ) 

Nervous system disorders    

  -Total  3 (10.0)  2 (6.7 )  0 

  Dyskinesia  1 (3.3 )  1 (3.3 )  0 

  Somnolence  1 (3.3 )  1 (3.3 )  0 

  Tremor  1 (3.3 )  0  0 



  

  

1886 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Psychiatric disorders    

  -Total  1 (3.3 )  0  0 

  Irritability  1 (3.3 )  0  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  1 (3.3 )  0  0 

  Hypoxia  1 (3.3 )  0  0 

Vascular disorders    

  -Total  1 (3.3 )  1 (3.3 )  0 

  Jugular vein thrombosis  1 (3.3 )  1 (3.3 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148g 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 13 (61.9)  4 (19.0)  7 (33.3) 

Blood and lymphatic system disorders    

  -Total  1 (4.8 )  1 (4.8 )  0 

  Thrombocytopenia  1 (4.8 )  1 (4.8 )  0 

Cardiac disorders    

  -Total  1 (4.8 )  1 (4.8 )  0 

  Left ventricular dysfunction  1 (4.8 )  1 (4.8 )  0 

General disorders and administration site conditions    

  -Total  4 (19.0)  1 (4.8 )  0 

  Pyrexia  4 (19.0)  1 (4.8 )  0 

Immune system disorders    

  -Total 12 (57.1)  2 (9.5 )  7 (33.3) 



  

  

1888 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cytokine release syndrome 12 (57.1)  2 (9.5 )  7 (33.3) 

  Haemophagocytic lymphohistiocytosis  1 (4.8 )  1 (4.8 )  0 

Infections and infestations    

  -Total  3 (14.3)  1 (4.8 )  2 (9.5 ) 

  Cellulitis  1 (4.8 )  0  0 

  Central nervous system infection  1 (4.8 )  0  1 (4.8 ) 

  Cerebral fungal infection  1 (4.8 )  0  1 (4.8 ) 

  Infection  1 (4.8 )  1 (4.8 )  0 

  Sepsis  1 (4.8 )  0  1 (4.8 ) 

Investigations    

  -Total  1 (4.8 )  1 (4.8 )  0 

  Blood fibrinogen decreased  1 (4.8 )  1 (4.8 )  0 

Metabolism and nutrition disorders    

  -Total  1 (4.8 )  0  1 (4.8 ) 

  Tumour lysis syndrome  1 (4.8 )  0  1 (4.8 ) 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (4.8 )  1 (4.8 )  0 

  Neoplasm progression  1 (4.8 )  1 (4.8 )  0 



  

  

1889 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders    

  -Total  2 (9.5 )  2 (9.5 )  0 

  Depressed level of consciousness  1 (4.8 )  1 (4.8 )  0 

  Encephalopathy  1 (4.8 )  1 (4.8 )  0 

  Seizure  1 (4.8 )  1 (4.8 )  0 

Psychiatric disorders    

  -Total  2 (9.5 )  1 (4.8 )  0 

  Agitation  1 (4.8 )  1 (4.8 )  0 

  Confusional state  1 (4.8 )  1 (4.8 )  0 

  Disorientation  1 (4.8 )  0  0 

  Hallucination  1 (4.8 )  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148g 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  2 (16.7)  0  2 (16.7) 

Immune system disorders    

  -Total  2 (16.7)  0  2 (16.7) 

  Cytokine release syndrome  2 (16.7)  0  2 (16.7) 

Nervous system disorders    

  -Total  1 (8.3 )  0  1 (8.3 ) 

  Encephalopathy  1 (8.3 )  0  1 (8.3 ) 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148g 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  1 (20.0)  1 (20.0)  0 

Blood and lymphatic system disorders    

  -Total  1 (20.0)  0  0 

  Leukocytosis  1 (20.0)  0  0 

General disorders and administration site conditions    

  -Total  1 (20.0)  0  0 

  Pyrexia  1 (20.0)  0  0 

Infections and infestations    

  -Total  1 (20.0)  1 (20.0)  0 

  Alternaria infection  1 (20.0)  1 (20.0)  0 

  Aspergillus infection  1 (20.0)  1 (20.0)  0 

  Bacterial infection  1 (20.0)  1 (20.0)  0 



  

  

1893 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Candida infection  1 (20.0)  1 (20.0)  0 

  Enterococcal infection  1 (20.0)  1 (20.0)  0 

Nervous system disorders    

  -Total  1 (20.0)  0  0 

  Dysarthria  1 (20.0)  0  0 

  Facial paralysis  1 (20.0)  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148g 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  7 (29.2)  5 (20.8)  1 (4.2 ) 

Cardiac disorders    

  -Total  1 (4.2 )  0  0 

  Tachycardia  1 (4.2 )  0  0 

General disorders and administration site conditions    

  -Total  2 (8.3 )  1 (4.2 )  0 

  Pyrexia  2 (8.3 )  1 (4.2 )  0 

Infections and infestations    

  -Total  6 (25.0)  5 (20.8)  0 

  Device related infection  2 (8.3 )  2 (8.3 )  0 

  Herpes zoster  1 (4.2 )  0  0 

  Meningitis aseptic  1 (4.2 )  1 (4.2 )  0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory syncytial virus infection  1 (4.2 )  1 (4.2 )  0 

  Septic shock  1 (4.2 )  1 (4.2 )  0 

  Viral upper respiratory tract infection  1 (4.2 )  0  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (4.2 )  0  1 (4.2 ) 

  B precursor type acute leukaemia  1 (4.2 )  0  1 (4.2 ) 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148g 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  7 (36.8)  3 (15.8)  1 (5.3 ) 

Blood and lymphatic system disorders    

  -Total  1 (5.3 )  0  0 

  Febrile neutropenia  1 (5.3 )  0  0 

General disorders and administration site conditions    

  -Total  3 (15.8)  0  0 

  Pyrexia  3 (15.8)  0  0 

Infections and infestations    

  -Total  3 (15.8)  3 (15.8)  0 

  Influenza  1 (5.3 )  1 (5.3 )  0 

  Periorbital cellulitis  1 (5.3 )  1 (5.3 )  0 

  Pneumonia  1 (5.3 )  1 (5.3 )  0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tonsillitis  1 (5.3 )  1 (5.3 )  0 

Injury, poisoning and procedural complications    

  -Total  1 (5.3 )  0  0 

  Splinter  1 (5.3 )  0  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (5.3 )  0  1 (5.3 ) 

  Acute lymphocytic leukaemia recurrent  1 (5.3 )  0  1 (5.3 ) 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t148_gd_b2001x.sas@@/main/2 25JUN21:16:43                                        Final 

 
  



  

  

1898 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 148g 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  4 (33.3)  2 (16.7)  1 (8.3 ) 

Infections and infestations    

  -Total  3 (25.0)  1 (8.3 )  1 (8.3 ) 

  Herpes zoster  1 (8.3 )  0  0 

  Pneumonia haemophilus  1 (8.3 )  1 (8.3 )  0 

  Sepsis  1 (8.3 )  0  1 (8.3 ) 

Metabolism and nutrition disorders    

  -Total  1 (8.3 )  1 (8.3 )  0 

  Lactic acidosis  1 (8.3 )  1 (8.3 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (8.3 )  1 (8.3 )  0 

  Acute lymphocytic leukaemia recurrent  1 (8.3 )  1 (8.3 )  0 
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-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148g 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  1 (20.0)  1 (20.0)  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (20.0)  1 (20.0)  0 

  Acute lymphocytic leukaemia recurrent  1 (20.0)  1 (20.0)  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148g 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  5 (83.3)  3 (50.0)  2 (33.3) 

Blood and lymphatic system disorders    

  -Total  1 (16.7)  0  0 

  Leukocytosis  1 (16.7)  0  0 

Gastrointestinal disorders    

  -Total  1 (16.7)  0  0 

  Diarrhoea  1 (16.7)  0  0 

General disorders and administration site conditions    

  -Total  2 (33.3)  0  1 (16.7) 

  Multiple organ dysfunction syndrome  1 (16.7)  0  1 (16.7) 

  Pyrexia  1 (16.7)  0  0 

Immune system disorders    
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  4 (66.7)  1 (16.7)  1 (16.7) 

  Cytokine release syndrome  4 (66.7)  1 (16.7)  1 (16.7) 

Infections and infestations    

  -Total  2 (33.3)  2 (33.3)  0 

  Alternaria infection  1 (16.7)  1 (16.7)  0 

  Aspergillus infection  1 (16.7)  1 (16.7)  0 

  Bacterial infection  1 (16.7)  1 (16.7)  0 

  Candida infection  1 (16.7)  1 (16.7)  0 

  Enterococcal infection  1 (16.7)  1 (16.7)  0 

  Pneumonia  1 (16.7)  1 (16.7)  0 

Metabolism and nutrition disorders    

  -Total  1 (16.7)  0  0 

  Hyponatraemia  1 (16.7)  0  0 

Nervous system disorders    

  -Total  2 (33.3)  1 (16.7)  0 

  Dysarthria  1 (16.7)  0  0 

  Facial paralysis  1 (16.7)  0  0 

  Seizure  1 (16.7)  1 (16.7)  0 

Respiratory, thoracic and mediastinal disorders    
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  1 (16.7)  0  0 

  Hypoxia  1 (16.7)  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148g 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 22 (73.3) 11 (36.7)  7 (23.3) 

Blood and lymphatic system disorders    

  -Total  3 (10.0)  3 (10.0)  0 

  Bone marrow failure  2 (6.7 )  2 (6.7 )  0 

  Anaemia  1 (3.3 )  1 (3.3 )  0 

  Febrile neutropenia  1 (3.3 )  1 (3.3 )  0 

Cardiac disorders    

  -Total  2 (6.7 )  0  0 

  Tachycardia  2 (6.7 )  0  0 

General disorders and administration site conditions    

  -Total  5 (16.7)  2 (6.7 )  0 

  Pyrexia  4 (13.3)  1 (3.3 )  0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Drug withdrawal syndrome  1 (3.3 )  1 (3.3 )  0 

Hepatobiliary disorders    

  -Total  2 (6.7 )  1 (3.3 )  1 (3.3 ) 

  Hepatocellular injury  1 (3.3 )  1 (3.3 )  0 

  Hepatosplenomegaly  1 (3.3 )  0  1 (3.3 ) 

Immune system disorders    

  -Total 10 (33.3)  4 (13.3)  3 (10.0) 

  Cytokine release syndrome 10 (33.3)  4 (13.3)  3 (10.0) 

Infections and infestations    

  -Total  7 (23.3)  7 (23.3)  0 

  Device related infection  2 (6.7 )  2 (6.7 )  0 

  Herpes zoster  2 (6.7 )  0  0 

  Bacterial infection  1 (3.3 )  1 (3.3 )  0 

  Cellulitis orbital  1 (3.3 )  1 (3.3 )  0 

  Meningitis aseptic  1 (3.3 )  1 (3.3 )  0 

  Respiratory syncytial virus infection  1 (3.3 )  1 (3.3 )  0 

  Sepsis  1 (3.3 )  1 (3.3 )  0 

  Septic shock  1 (3.3 )  1 (3.3 )  0 

  Sinusitis  1 (3.3 )  1 (3.3 )  0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Viral upper respiratory tract infection  1 (3.3 )  0  0 

Investigations    

  -Total  3 (10.0)  0  2 (6.7 ) 

  Chest x-ray abnormal  1 (3.3 )  0  0 

  Immunoglobulins decreased  1 (3.3 )  0  1 (3.3 ) 

  Platelet count decreased  1 (3.3 )  0  1 (3.3 ) 

Metabolism and nutrition disorders    

  -Total  1 (3.3 )  1 (3.3 )  0 

  Dehydration  1 (3.3 )  1 (3.3 )  0 

  Hypernatraemia  1 (3.3 )  0  0 

  Hypokalaemia  1 (3.3 )  0  0 

Musculoskeletal and connective tissue disorders    

  -Total  2 (6.7 )  2 (6.7 )  0 

  Arthralgia  1 (3.3 )  1 (3.3 )  0 

  Joint effusion  1 (3.3 )  1 (3.3 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  2 (6.7 )  0  2 (6.7 ) 

  B precursor type acute leukaemia  1 (3.3 )  0  1 (3.3 ) 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Leukaemia  1 (3.3 )  0  1 (3.3 ) 

Nervous system disorders    

  -Total  3 (10.0)  2 (6.7 )  0 

  Dyskinesia  1 (3.3 )  1 (3.3 )  0 

  Somnolence  1 (3.3 )  1 (3.3 )  0 

  Tremor  1 (3.3 )  0  0 

Psychiatric disorders    

  -Total  1 (3.3 )  0  0 

  Irritability  1 (3.3 )  0  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  1 (3.3 )  0  0 

  Hypoxia  1 (3.3 )  0  0 

Vascular disorders    

  -Total  1 (3.3 )  1 (3.3 )  0 

  Jugular vein thrombosis  1 (3.3 )  1 (3.3 )  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 
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of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148g 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 17 (81.0)  8 (38.1)  7 (33.3) 

Blood and lymphatic system disorders    

  -Total  2 (9.5 )  1 (4.8 )  0 

  Febrile neutropenia  1 (4.8 )  0  0 

  Thrombocytopenia  1 (4.8 )  1 (4.8 )  0 

Cardiac disorders    

  -Total  1 (4.8 )  1 (4.8 )  0 

  Left ventricular dysfunction  1 (4.8 )  1 (4.8 )  0 

General disorders and administration site conditions    

  -Total  6 (28.6)  1 (4.8 )  0 

  Pyrexia  6 (28.6)  1 (4.8 )  0 

Immune system disorders    
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 12 (57.1)  2 (9.5 )  7 (33.3) 

  Cytokine release syndrome 12 (57.1)  2 (9.5 )  7 (33.3) 

  Haemophagocytic lymphohistiocytosis  1 (4.8 )  1 (4.8 )  0 

Infections and infestations    

  -Total  6 (28.6)  4 (19.0)  2 (9.5 ) 

  Cellulitis  1 (4.8 )  0  0 

  Central nervous system infection  1 (4.8 )  0  1 (4.8 ) 

  Cerebral fungal infection  1 (4.8 )  0  1 (4.8 ) 

  Infection  1 (4.8 )  1 (4.8 )  0 

  Influenza  1 (4.8 )  1 (4.8 )  0 

  Periorbital cellulitis  1 (4.8 )  1 (4.8 )  0 

  Pneumonia  1 (4.8 )  1 (4.8 )  0 

  Sepsis  1 (4.8 )  0  1 (4.8 ) 

  Tonsillitis  1 (4.8 )  1 (4.8 )  0 

Injury, poisoning and procedural complications    

  -Total  1 (4.8 )  0  0 

  Splinter  1 (4.8 )  0  0 

Investigations    

  -Total  1 (4.8 )  1 (4.8 )  0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood fibrinogen decreased  1 (4.8 )  1 (4.8 )  0 

Metabolism and nutrition disorders    

  -Total  1 (4.8 )  0  1 (4.8 ) 

  Tumour lysis syndrome  1 (4.8 )  0  1 (4.8 ) 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  3 (14.3)  2 (9.5 )  1 (4.8 ) 

  Acute lymphocytic leukaemia recurrent  2 (9.5 )  1 (4.8 )  1 (4.8 ) 

  Neoplasm progression  1 (4.8 )  1 (4.8 )  0 

Nervous system disorders    

  -Total  2 (9.5 )  2 (9.5 )  0 

  Depressed level of consciousness  1 (4.8 )  1 (4.8 )  0 

  Encephalopathy  1 (4.8 )  1 (4.8 )  0 

  Seizure  1 (4.8 )  1 (4.8 )  0 

Psychiatric disorders    

  -Total  2 (9.5 )  1 (4.8 )  0 

  Agitation  1 (4.8 )  1 (4.8 )  0 

  Confusional state  1 (4.8 )  1 (4.8 )  0 

  Disorientation  1 (4.8 )  0  0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hallucination  1 (4.8 )  0  0 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 148g 

Serious adverse events post CTL019 infusion, regardless of study drug relationship, by 

primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  6 (50.0)  2 (16.7)  3 (25.0) 

Immune system disorders    

  -Total  2 (16.7)  0  2 (16.7) 

  Cytokine release syndrome  2 (16.7)  0  2 (16.7) 

Infections and infestations    

  -Total  3 (25.0)  1 (8.3 )  1 (8.3 ) 

  Herpes zoster  1 (8.3 )  0  0 

  Pneumonia haemophilus  1 (8.3 )  1 (8.3 )  0 

  Sepsis  1 (8.3 )  0  1 (8.3 ) 

Metabolism and nutrition disorders    

  -Total  1 (8.3 )  1 (8.3 )  0 

  Lactic acidosis  1 (8.3 )  1 (8.3 )  0 



  

  

1914 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (8.3 )  1 (8.3 )  0 

  Acute lymphocytic leukaemia recurrent  1 (8.3 )  1 (8.3 )  0 

Nervous system disorders    

  -Total  1 (8.3 )  0  1 (8.3 ) 

  Encephalopathy  1 (8.3 )  0  1 (8.3 ) 

 

 
-A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency 

of all grades column, as reported in the All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 149a 

Serious adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 21 (56.8) 11 (29.7)  7 (18.9) 

Blood and lymphatic system disorders    

  -Total  7 (18.9)  5 (13.5)  2 (5.4 ) 

  Febrile neutropenia  5 (13.5)  5 (13.5)  0 

  Neutropenia  3 (8.1 )  1 (2.7 )  2 (5.4 ) 

Cardiac disorders    

  -Total  1 (2.7 )  0  1 (2.7 ) 

  Pericardial effusion  1 (2.7 )  0  1 (2.7 ) 

Gastrointestinal disorders    

  -Total  3 (8.1 )  2 (5.4 )  1 (2.7 ) 

  Anal fistula  1 (2.7 )  1 (2.7 )  0 

  Pancreatitis acute  1 (2.7 )  0  1 (2.7 ) 

  Stomatitis  1 (2.7 )  1 (2.7 )  0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration site conditions    

  -Total  9 (24.3)  1 (2.7 )  0 

  Pyrexia  9 (24.3)  1 (2.7 )  0 

  General physical health deterioration  1 (2.7 )  0  0 

Immune system disorders    

  -Total  1 (2.7 )  1 (2.7 )  0 

  Haemophagocytic lymphohistiocytosis  1 (2.7 )  1 (2.7 )  0 

Infections and infestations    

  -Total  9 (24.3)  4 (10.8)  3 (8.1 ) 

  Pneumonia  2 (5.4 )  0  0 

  Anal fistula infection  1 (2.7 )  0  0 

  Bronchopulmonary aspergillosis  1 (2.7 )  1 (2.7 )  0 

  Cellulitis  1 (2.7 )  1 (2.7 )  0 

  Central nervous system infection  1 (2.7 )  0  1 (2.7 ) 

  Clostridium difficile infection  1 (2.7 )  0  0 

  Escherichia bacteraemia  1 (2.7 )  0  1 (2.7 ) 

  Parvovirus b19 infection  1 (2.7 )  1 (2.7 )  0 

  Pneumonia fungal  1 (2.7 )  1 (2.7 )  0 

  Rotavirus infection  1 (2.7 )  0  0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sepsis  1 (2.7 )  0  1 (2.7 ) 

  Staphylococcal infection  1 (2.7 )  1 (2.7 )  0 

  Urinary tract infection viral  1 (2.7 )  0  0 

Investigations    

  -Total  1 (2.7 )  0  0 

  Influenza a virus test positive  1 (2.7 )  0  0 

Metabolism and nutrition disorders    

  -Total  1 (2.7 )  0  0 

  Dehydration  1 (2.7 )  0  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  3 (8.1 )  0  2 (5.4 ) 

  Acute lymphocytic leukaemia  2 (5.4 )  0  2 (5.4 ) 

  Malignant neoplasm progression  1 (2.7 )  0  0 

Nervous system disorders    

  -Total  2 (5.4 )  2 (5.4 )  0 

  Seizure  2 (5.4 )  1 (2.7 )  0 

  Posterior reversible encephalopathy syndrome  1 (2.7 )  1 (2.7 )  0 

  Status epilepticus  1 (2.7 )  0  0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Renal and urinary disorders    

  -Total  1 (2.7 )  1 (2.7 )  0 

  Renal impairment  1 (2.7 )  1 (2.7 )  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  1 (2.7 )  0  0 

  Pneumonitis  1 (2.7 )  0  0 

Skin and subcutaneous tissue disorders    

  -Total  1 (2.7 )  0  0 

  Eczema  1 (2.7 )  0  0 

Vascular disorders    

  -Total  1 (2.7 )  0  0 

  Hypertension  1 (2.7 )  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 149a 

Serious adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 13 (68.4)  9 (47.4)  4 (21.1) 

Blood and lymphatic system disorders    

  -Total  3 (15.8)  2 (10.5)  0 

  Febrile neutropenia  3 (15.8)  2 (10.5)  0 

Cardiac disorders    

  -Total  1 (5.3 )  0  0 

  Tachycardia  1 (5.3 )  0  0 

Gastrointestinal disorders    

  -Total  2 (10.5)  1 (5.3 )  0 

  Dental caries  2 (10.5)  1 (5.3 )  0 

General disorders and administration site conditions    

  -Total  1 (5.3 )  0  0 

  Pyrexia  1 (5.3 )  0  0 



  

  

1922 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders    

  -Total  1 (5.3 )  1 (5.3 )  0 

  Hepatocellular injury  1 (5.3 )  1 (5.3 )  0 

Infections and infestations    

  -Total  7 (36.8)  3 (15.8)  3 (15.8) 

  Septic shock  2 (10.5)  0  2 (10.5) 

  Bronchopulmonary aspergillosis  1 (5.3 )  0  0 

  Device related infection  1 (5.3 )  1 (5.3 )  0 

  Herpes zoster  1 (5.3 )  0  0 

  Neutropenic infection  1 (5.3 )  1 (5.3 )  0 

  Periorbital cellulitis  1 (5.3 )  1 (5.3 )  0 

  Sepsis  1 (5.3 )  0  1 (5.3 ) 

  Varicella  1 (5.3 )  1 (5.3 )  0 

Injury, poisoning and procedural complications    

  -Total  1 (5.3 )  1 (5.3 )  0 

  Infusion related reaction  1 (5.3 )  1 (5.3 )  0 

Musculoskeletal and connective tissue disorders    

  -Total  1 (5.3 )  0  0 

  Muscular weakness  1 (5.3 )  0  0 



  

  

1923 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders    

  -Total  1 (5.3 )  1 (5.3 )  0 

  Depressed level of consciousness  1 (5.3 )  1 (5.3 )  0 

  Encephalopathy  1 (5.3 )  1 (5.3 )  0 

  Lethargy  1 (5.3 )  0  0 

  Speech disorder  1 (5.3 )  0  0 

Psychiatric disorders    

  -Total  2 (10.5)  2 (10.5)  0 

  Abnormal behaviour  1 (5.3 )  1 (5.3 )  0 

  Confusional state  1 (5.3 )  1 (5.3 )  0 

  Depression  1 (5.3 )  1 (5.3 )  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  1 (5.3 )  0  1 (5.3 ) 

  Pneumonia aspiration  1 (5.3 )  0  1 (5.3 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 149a 

Serious adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 10 (55.6)  6 (33.3)  4 (22.2) 

Blood and lymphatic system disorders    

  -Total  4 (22.2)  3 (16.7)  1 (5.6 ) 

  Febrile neutropenia  4 (22.2)  3 (16.7)  1 (5.6 ) 

Cardiac disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Coronary artery dilatation  1 (5.6 )  1 (5.6 )  0 

Gastrointestinal disorders    

  -Total  2 (11.1)  0  1 (5.6 ) 

  Gastrointestinal haemorrhage  1 (5.6 )  0  1 (5.6 ) 

  Nausea  1 (5.6 )  0  0 

  Vomiting  1 (5.6 )  0  0 



  

  

1926 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Haemophagocytic lymphohistiocytosis  1 (5.6 )  1 (5.6 )  0 

Infections and infestations    

  -Total  6 (33.3)  4 (22.2)  2 (11.1) 

  Pneumonia  3 (16.7)  2 (11.1)  1 (5.6 ) 

  Neutropenic infection  2 (11.1)  2 (11.1)  0 

  Cellulitis orbital  1 (5.6 )  0  1 (5.6 ) 

  Listeria sepsis  1 (5.6 )  0  1 (5.6 ) 

  Sepsis  1 (5.6 )  1 (5.6 )  0 

Injury, poisoning and procedural complications    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Toxicity to various agents  1 (5.6 )  1 (5.6 )  0 

Metabolism and nutrition disorders    

  -Total  2 (11.1)  1 (5.6 )  0 

  Hypoglycaemia  1 (5.6 )  0  0 

  Tumour lysis syndrome  1 (5.6 )  1 (5.6 )  0 

Nervous system disorders    

  -Total  4 (22.2)  2 (11.1)  1 (5.6 ) 



  

  

1927 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Intracranial pressure increased  1 (5.6 )  0  1 (5.6 ) 

  Neurological symptom  1 (5.6 )  1 (5.6 )  0 

  Partial seizures  1 (5.6 )  0  0 

  Seizure  1 (5.6 )  1 (5.6 )  0 

Product issues    

  -Total  1 (5.6 )  0  1 (5.6 ) 

  Manufacturing product shipping issue  1 (5.6 )  0  1 (5.6 ) 

Renal and urinary disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Acute kidney injury  1 (5.6 )  1 (5.6 )  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 149b 

Serious adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 25 (56.8) 14 (31.8)  9 (20.5) 

Blood and lymphatic system disorders    

  -Total 10 (22.7)  7 (15.9)  2 (4.5 ) 

  Febrile neutropenia  8 (18.2)  6 (13.6)  1 (2.3 ) 

  Neutropenia  2 (4.5 )  1 (2.3 )  1 (2.3 ) 

Cardiac disorders    

  -Total  3 (6.8 )  1 (2.3 )  1 (2.3 ) 

  Coronary artery dilatation  1 (2.3 )  1 (2.3 )  0 

  Pericardial effusion  1 (2.3 )  0  1 (2.3 ) 

  Tachycardia  1 (2.3 )  0  0 

Gastrointestinal disorders    

  -Total  3 (6.8 )  0  2 (4.5 ) 

  Dental caries  1 (2.3 )  0  0 



  

  

1930 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastrointestinal haemorrhage  1 (2.3 )  0  1 (2.3 ) 

  Pancreatitis acute  1 (2.3 )  0  1 (2.3 ) 

General disorders and administration site conditions    

  -Total  5 (11.4)  1 (2.3 )  0 

  Pyrexia  5 (11.4)  1 (2.3 )  0 

Immune system disorders    

  -Total  1 (2.3 )  1 (2.3 )  0 

  Haemophagocytic lymphohistiocytosis  1 (2.3 )  1 (2.3 )  0 

Infections and infestations    

  -Total  9 (20.5)  4 (9.1 )  4 (9.1 ) 

  Pneumonia  3 (6.8 )  2 (4.5 )  0 

  Neutropenic infection  2 (4.5 )  2 (4.5 )  0 

  Anal fistula infection  1 (2.3 )  0  0 

  Escherichia bacteraemia  1 (2.3 )  0  1 (2.3 ) 

  Listeria sepsis  1 (2.3 )  0  1 (2.3 ) 

  Periorbital cellulitis  1 (2.3 )  1 (2.3 )  0 

  Sepsis  1 (2.3 )  0  1 (2.3 ) 

  Septic shock  1 (2.3 )  0  1 (2.3 ) 

Injury, poisoning and procedural complications    



  

  

1931 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  1 (2.3 )  1 (2.3 )  0 

  Infusion related reaction  1 (2.3 )  1 (2.3 )  0 

Metabolism and nutrition disorders    

  -Total  2 (4.5 )  1 (2.3 )  0 

  Dehydration  1 (2.3 )  0  0 

  Tumour lysis syndrome  1 (2.3 )  1 (2.3 )  0 

Musculoskeletal and connective tissue disorders    

  -Total  1 (2.3 )  0  0 

  Muscular weakness  1 (2.3 )  0  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  1 (2.3 )  0  1 (2.3 ) 

  Acute lymphocytic leukaemia  1 (2.3 )  0  1 (2.3 ) 

Nervous system disorders    

  -Total  6 (13.6)  4 (9.1 )  1 (2.3 ) 

  Seizure  2 (4.5 )  1 (2.3 )  0 

  Depressed level of consciousness  1 (2.3 )  1 (2.3 )  0 

  Encephalopathy  1 (2.3 )  1 (2.3 )  0 

  Intracranial pressure increased  1 (2.3 )  0  1 (2.3 ) 



  

  

1932 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lethargy  1 (2.3 )  0  0 

  Neurological symptom  1 (2.3 )  1 (2.3 )  0 

  Partial seizures  1 (2.3 )  0  0 

  Posterior reversible encephalopathy syndrome  1 (2.3 )  1 (2.3 )  0 

  Speech disorder  1 (2.3 )  0  0 

  Status epilepticus  1 (2.3 )  0  0 

Product issues    

  -Total  1 (2.3 )  0  1 (2.3 ) 

  Manufacturing product shipping issue  1 (2.3 )  0  1 (2.3 ) 

Psychiatric disorders    

  -Total  2 (4.5 )  2 (4.5 )  0 

  Abnormal behaviour  1 (2.3 )  1 (2.3 )  0 

  Confusional state  1 (2.3 )  1 (2.3 )  0 

  Depression  1 (2.3 )  1 (2.3 )  0 

Renal and urinary disorders    

  -Total  1 (2.3 )  1 (2.3 )  0 

  Acute kidney injury  1 (2.3 )  1 (2.3 )  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  1 (2.3 )  0  1 (2.3 ) 



  

  

1933 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia aspiration  1 (2.3 )  0  1 (2.3 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t149_gd_b2001x.sas@@/main/3 25JUN21:16:44                                        Final 

 
  



  

  

1934 

 



  

  

1935 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 149b 

Serious adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 19 (63.3) 12 (40.0)  6 (20.0) 

Blood and lymphatic system disorders    

  -Total  4 (13.3)  3 (10.0)  1 (3.3 ) 

  Febrile neutropenia  4 (13.3)  4 (13.3)  0 

  Neutropenia  1 (3.3 )  0  1 (3.3 ) 

Gastrointestinal disorders    

  -Total  4 (13.3)  3 (10.0)  0 

  Anal fistula  1 (3.3 )  1 (3.3 )  0 

  Dental caries  1 (3.3 )  1 (3.3 )  0 

  Nausea  1 (3.3 )  0  0 

  Stomatitis  1 (3.3 )  1 (3.3 )  0 

  Vomiting  1 (3.3 )  0  0 

General disorders and administration site conditions    



  

  

1936 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  5 (16.7)  0  0 

  Pyrexia  5 (16.7)  0  0 

  General physical health deterioration  1 (3.3 )  0  0 

Hepatobiliary disorders    

  -Total  1 (3.3 )  1 (3.3 )  0 

  Hepatocellular injury  1 (3.3 )  1 (3.3 )  0 

Immune system disorders    

  -Total  1 (3.3 )  1 (3.3 )  0 

  Haemophagocytic lymphohistiocytosis  1 (3.3 )  1 (3.3 )  0 

Infections and infestations    

  -Total 13 (43.3)  7 (23.3)  4 (13.3) 

  Bronchopulmonary aspergillosis  2 (6.7 )  1 (3.3 )  0 

  Pneumonia  2 (6.7 )  0  1 (3.3 ) 

  Sepsis  2 (6.7 )  1 (3.3 )  1 (3.3 ) 

  Cellulitis  1 (3.3 )  1 (3.3 )  0 

  Cellulitis orbital  1 (3.3 )  0  1 (3.3 ) 

  Central nervous system infection  1 (3.3 )  0  1 (3.3 ) 

  Clostridium difficile infection  1 (3.3 )  0  0 

  Device related infection  1 (3.3 )  1 (3.3 )  0 



  

  

1937 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Herpes zoster  1 (3.3 )  0  0 

  Neutropenic infection  1 (3.3 )  1 (3.3 )  0 

  Parvovirus b19 infection  1 (3.3 )  1 (3.3 )  0 

  Pneumonia fungal  1 (3.3 )  1 (3.3 )  0 

  Rotavirus infection  1 (3.3 )  0  0 

  Septic shock  1 (3.3 )  0  1 (3.3 ) 

  Staphylococcal infection  1 (3.3 )  1 (3.3 )  0 

  Urinary tract infection viral  1 (3.3 )  0  0 

  Varicella  1 (3.3 )  1 (3.3 )  0 

Injury, poisoning and procedural complications    

  -Total  1 (3.3 )  1 (3.3 )  0 

  Toxicity to various agents  1 (3.3 )  1 (3.3 )  0 

Investigations    

  -Total  1 (3.3 )  0  0 

  Influenza a virus test positive  1 (3.3 )  0  0 

Metabolism and nutrition disorders    

  -Total  1 (3.3 )  0  0 

  Hypoglycaemia  1 (3.3 )  0  0 



  

  

1938 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  2 (6.7 )  0  1 (3.3 ) 

  Acute lymphocytic leukaemia  1 (3.3 )  0  1 (3.3 ) 

  Malignant neoplasm progression  1 (3.3 )  0  0 

Nervous system disorders    

  -Total  1 (3.3 )  1 (3.3 )  0 

  Seizure  1 (3.3 )  1 (3.3 )  0 

Renal and urinary disorders    

  -Total  1 (3.3 )  1 (3.3 )  0 

  Renal impairment  1 (3.3 )  1 (3.3 )  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  1 (3.3 )  0  0 

  Pneumonitis  1 (3.3 )  0  0 

Skin and subcutaneous tissue disorders    

  -Total  1 (3.3 )  0  0 

  Eczema  1 (3.3 )  0  0 

Vascular disorders    

  -Total  1 (3.3 )  0  0 



  

  

1939 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypertension  1 (3.3 )  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 149c 

Serious adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  1 (100)  1 (100)  0 

Blood and lymphatic system disorders    

  -Total  1 (100)  1 (100)  0 

  Febrile neutropenia  1 (100)  1 (100)  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 149c 

Serious adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 43 (58.9) 25 (34.2) 15 (20.5) 

Blood and lymphatic system disorders    

  -Total 13 (17.8)  9 (12.3)  3 (4.1 ) 

  Febrile neutropenia 11 (15.1)  9 (12.3)  1 (1.4 ) 

  Neutropenia  3 (4.1 )  1 (1.4 )  2 (2.7 ) 

Cardiac disorders    

  -Total  3 (4.1 )  1 (1.4 )  1 (1.4 ) 

  Coronary artery dilatation  1 (1.4 )  1 (1.4 )  0 

  Pericardial effusion  1 (1.4 )  0  1 (1.4 ) 

  Tachycardia  1 (1.4 )  0  0 

Gastrointestinal disorders    

  -Total  7 (9.6 )  3 (4.1 )  2 (2.7 ) 

  Dental caries  2 (2.7 )  1 (1.4 )  0 



  

  

1944 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal fistula  1 (1.4 )  1 (1.4 )  0 

  Gastrointestinal haemorrhage  1 (1.4 )  0  1 (1.4 ) 

  Nausea  1 (1.4 )  0  0 

  Pancreatitis acute  1 (1.4 )  0  1 (1.4 ) 

  Stomatitis  1 (1.4 )  1 (1.4 )  0 

  Vomiting  1 (1.4 )  0  0 

General disorders and administration site conditions    

  -Total 10 (13.7)  1 (1.4 )  0 

  Pyrexia 10 (13.7)  1 (1.4 )  0 

  General physical health deterioration  1 (1.4 )  0  0 

Hepatobiliary disorders    

  -Total  1 (1.4 )  1 (1.4 )  0 

  Hepatocellular injury  1 (1.4 )  1 (1.4 )  0 

Immune system disorders    

  -Total  2 (2.7 )  2 (2.7 )  0 

  Haemophagocytic lymphohistiocytosis  2 (2.7 )  2 (2.7 )  0 

Infections and infestations    

  -Total 22 (30.1) 11 (15.1)  8 (11.0) 

  Pneumonia  5 (6.8 )  2 (2.7 )  1 (1.4 ) 



  

  

1945 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutropenic infection  3 (4.1 )  3 (4.1 )  0 

  Sepsis  3 (4.1 )  1 (1.4 )  2 (2.7 ) 

  Bronchopulmonary aspergillosis  2 (2.7 )  1 (1.4 )  0 

  Septic shock  2 (2.7 )  0  2 (2.7 ) 

  Anal fistula infection  1 (1.4 )  0  0 

  Cellulitis  1 (1.4 )  1 (1.4 )  0 

  Cellulitis orbital  1 (1.4 )  0  1 (1.4 ) 

  Central nervous system infection  1 (1.4 )  0  1 (1.4 ) 

  Clostridium difficile infection  1 (1.4 )  0  0 

  Device related infection  1 (1.4 )  1 (1.4 )  0 

  Escherichia bacteraemia  1 (1.4 )  0  1 (1.4 ) 

  Herpes zoster  1 (1.4 )  0  0 

  Listeria sepsis  1 (1.4 )  0  1 (1.4 ) 

  Parvovirus b19 infection  1 (1.4 )  1 (1.4 )  0 

  Periorbital cellulitis  1 (1.4 )  1 (1.4 )  0 

  Pneumonia fungal  1 (1.4 )  1 (1.4 )  0 

  Rotavirus infection  1 (1.4 )  0  0 

  Staphylococcal infection  1 (1.4 )  1 (1.4 )  0 

  Urinary tract infection viral  1 (1.4 )  0  0 



  

  

1946 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Varicella  1 (1.4 )  1 (1.4 )  0 

Injury, poisoning and procedural complications    

  -Total  2 (2.7 )  2 (2.7 )  0 

  Infusion related reaction  1 (1.4 )  1 (1.4 )  0 

  Toxicity to various agents  1 (1.4 )  1 (1.4 )  0 

Investigations    

  -Total  1 (1.4 )  0  0 

  Influenza a virus test positive  1 (1.4 )  0  0 

Metabolism and nutrition disorders    

  -Total  3 (4.1 )  1 (1.4 )  0 

  Dehydration  1 (1.4 )  0  0 

  Hypoglycaemia  1 (1.4 )  0  0 

  Tumour lysis syndrome  1 (1.4 )  1 (1.4 )  0 

Musculoskeletal and connective tissue disorders    

  -Total  1 (1.4 )  0  0 

  Muscular weakness  1 (1.4 )  0  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  3 (4.1 )  0  2 (2.7 ) 



  

  

1947 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia  2 (2.7 )  0  2 (2.7 ) 

  Malignant neoplasm progression  1 (1.4 )  0  0 

Nervous system disorders    

  -Total  7 (9.6 )  5 (6.8 )  1 (1.4 ) 

  Seizure  3 (4.1 )  2 (2.7 )  0 

  Depressed level of consciousness  1 (1.4 )  1 (1.4 )  0 

  Encephalopathy  1 (1.4 )  1 (1.4 )  0 

  Intracranial pressure increased  1 (1.4 )  0  1 (1.4 ) 

  Lethargy  1 (1.4 )  0  0 

  Neurological symptom  1 (1.4 )  1 (1.4 )  0 

  Partial seizures  1 (1.4 )  0  0 

  Posterior reversible encephalopathy syndrome  1 (1.4 )  1 (1.4 )  0 

  Speech disorder  1 (1.4 )  0  0 

  Status epilepticus  1 (1.4 )  0  0 

Product issues    

  -Total  1 (1.4 )  0  1 (1.4 ) 

  Manufacturing product shipping issue  1 (1.4 )  0  1 (1.4 ) 

Psychiatric disorders    

  -Total  2 (2.7 )  2 (2.7 )  0 



  

  

1948 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abnormal behaviour  1 (1.4 )  1 (1.4 )  0 

  Confusional state  1 (1.4 )  1 (1.4 )  0 

  Depression  1 (1.4 )  1 (1.4 )  0 

Renal and urinary disorders    

  -Total  2 (2.7 )  2 (2.7 )  0 

  Acute kidney injury  1 (1.4 )  1 (1.4 )  0 

  Renal impairment  1 (1.4 )  1 (1.4 )  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  2 (2.7 )  0  1 (1.4 ) 

  Pneumonia aspiration  1 (1.4 )  0  1 (1.4 ) 

  Pneumonitis  1 (1.4 )  0  0 

Skin and subcutaneous tissue disorders    

  -Total  1 (1.4 )  0  0 

  Eczema  1 (1.4 )  0  0 

Vascular disorders    

  -Total  1 (1.4 )  0  0 

  Hypertension  1 (1.4 )  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 



  

  

1949 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 149d 

Serious adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 30 (56.6) 17 (32.1) 10 (18.9) 

Blood and lymphatic system disorders    

  -Total  7 (13.2)  7 (13.2)  0 

  Febrile neutropenia  7 (13.2)  7 (13.2)  0 

Cardiac disorders    

  -Total  1 (1.9 )  1 (1.9 )  0 

  Coronary artery dilatation  1 (1.9 )  1 (1.9 )  0 

Gastrointestinal disorders    

  -Total  5 (9.4 )  2 (3.8 )  1 (1.9 ) 

  Dental caries  2 (3.8 )  1 (1.9 )  0 

  Gastrointestinal haemorrhage  1 (1.9 )  0  1 (1.9 ) 

  Nausea  1 (1.9 )  0  0 

  Stomatitis  1 (1.9 )  1 (1.9 )  0 



  

  

1951 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vomiting  1 (1.9 )  0  0 

General disorders and administration site conditions    

  -Total  4 (7.5 )  0  0 

  Pyrexia  4 (7.5 )  0  0 

  General physical health deterioration  1 (1.9 )  0  0 

Hepatobiliary disorders    

  -Total  1 (1.9 )  1 (1.9 )  0 

  Hepatocellular injury  1 (1.9 )  1 (1.9 )  0 

Immune system disorders    

  -Total  1 (1.9 )  1 (1.9 )  0 

  Haemophagocytic lymphohistiocytosis  1 (1.9 )  1 (1.9 )  0 

Infections and infestations    

  -Total 17 (32.1)  8 (15.1)  6 (11.3) 

  Neutropenic infection  3 (5.7 )  3 (5.7 )  0 

  Sepsis  3 (5.7 )  1 (1.9 )  2 (3.8 ) 

  Bronchopulmonary aspergillosis  2 (3.8 )  1 (1.9 )  0 

  Pneumonia  2 (3.8 )  0  1 (1.9 ) 

  Septic shock  2 (3.8 )  0  2 (3.8 ) 

  Cellulitis  1 (1.9 )  1 (1.9 )  0 



  

  

1952 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis orbital  1 (1.9 )  0  1 (1.9 ) 

  Central nervous system infection  1 (1.9 )  0  1 (1.9 ) 

  Clostridium difficile infection  1 (1.9 )  0  0 

  Device related infection  1 (1.9 )  1 (1.9 )  0 

  Herpes zoster  1 (1.9 )  0  0 

  Parvovirus b19 infection  1 (1.9 )  1 (1.9 )  0 

  Rotavirus infection  1 (1.9 )  0  0 

  Urinary tract infection viral  1 (1.9 )  0  0 

  Varicella  1 (1.9 )  1 (1.9 )  0 

Injury, poisoning and procedural complications    

  -Total  1 (1.9 )  1 (1.9 )  0 

  Toxicity to various agents  1 (1.9 )  1 (1.9 )  0 

Metabolism and nutrition disorders    

  -Total  1 (1.9 )  0  0 

  Hypoglycaemia  1 (1.9 )  0  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  3 (5.7 )  0  2 (3.8 ) 

  Acute lymphocytic leukaemia  2 (3.8 )  0  2 (3.8 ) 



  

  

1953 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Malignant neoplasm progression  1 (1.9 )  0  0 

Nervous system disorders    

  -Total  3 (5.7 )  3 (5.7 )  0 

  Seizure  3 (5.7 )  2 (3.8 )  0 

  Posterior reversible encephalopathy syndrome  1 (1.9 )  1 (1.9 )  0 

  Status epilepticus  1 (1.9 )  0  0 

Psychiatric disorders    

  -Total  1 (1.9 )  1 (1.9 )  0 

  Depression  1 (1.9 )  1 (1.9 )  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  2 (3.8 )  0  1 (1.9 ) 

  Pneumonia aspiration  1 (1.9 )  0  1 (1.9 ) 

  Pneumonitis  1 (1.9 )  0  0 

Skin and subcutaneous tissue disorders    

  -Total  1 (1.9 )  0  0 

  Eczema  1 (1.9 )  0  0 

Vascular disorders    

  -Total  1 (1.9 )  0  0 

  Hypertension  1 (1.9 )  0  0 



  

  

1954 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 149d 

Serious adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 14 (77.8)  9 (50.0)  5 (27.8) 

Blood and lymphatic system disorders    

  -Total  7 (38.9)  3 (16.7)  3 (16.7) 

  Febrile neutropenia  5 (27.8)  3 (16.7)  1 (5.6 ) 

  Neutropenia  3 (16.7)  1 (5.6 )  2 (11.1) 

Cardiac disorders    

  -Total  2 (11.1)  0  1 (5.6 ) 

  Pericardial effusion  1 (5.6 )  0  1 (5.6 ) 

  Tachycardia  1 (5.6 )  0  0 

Gastrointestinal disorders    

  -Total  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Anal fistula  1 (5.6 )  1 (5.6 )  0 

  Pancreatitis acute  1 (5.6 )  0  1 (5.6 ) 



  

  

1957 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration site conditions    

  -Total  6 (33.3)  1 (5.6 )  0 

  Pyrexia  6 (33.3)  1 (5.6 )  0 

Immune system disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Haemophagocytic lymphohistiocytosis  1 (5.6 )  1 (5.6 )  0 

Infections and infestations    

  -Total  5 (27.8)  3 (16.7)  2 (11.1) 

  Pneumonia  3 (16.7)  2 (11.1)  0 

  Anal fistula infection  1 (5.6 )  0  0 

  Escherichia bacteraemia  1 (5.6 )  0  1 (5.6 ) 

  Listeria sepsis  1 (5.6 )  0  1 (5.6 ) 

  Periorbital cellulitis  1 (5.6 )  1 (5.6 )  0 

  Pneumonia fungal  1 (5.6 )  1 (5.6 )  0 

  Staphylococcal infection  1 (5.6 )  1 (5.6 )  0 

Injury, poisoning and procedural complications    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Infusion related reaction  1 (5.6 )  1 (5.6 )  0 

Investigations    



  

  

1958 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  1 (5.6 )  0  0 

  Influenza a virus test positive  1 (5.6 )  0  0 

Metabolism and nutrition disorders    

  -Total  2 (11.1)  1 (5.6 )  0 

  Dehydration  1 (5.6 )  0  0 

  Tumour lysis syndrome  1 (5.6 )  1 (5.6 )  0 

Musculoskeletal and connective tissue disorders    

  -Total  1 (5.6 )  0  0 

  Muscular weakness  1 (5.6 )  0  0 

Nervous system disorders    

  -Total  4 (22.2)  2 (11.1)  1 (5.6 ) 

  Depressed level of consciousness  1 (5.6 )  1 (5.6 )  0 

  Encephalopathy  1 (5.6 )  1 (5.6 )  0 

  Intracranial pressure increased  1 (5.6 )  0  1 (5.6 ) 

  Lethargy  1 (5.6 )  0  0 

  Neurological symptom  1 (5.6 )  1 (5.6 )  0 

  Partial seizures  1 (5.6 )  0  0 

  Speech disorder  1 (5.6 )  0  0 

Product issues    



  

  

1959 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  1 (5.6 )  0  1 (5.6 ) 

  Manufacturing product shipping issue  1 (5.6 )  0  1 (5.6 ) 

Psychiatric disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Abnormal behaviour  1 (5.6 )  1 (5.6 )  0 

  Confusional state  1 (5.6 )  1 (5.6 )  0 

Renal and urinary disorders    

  -Total  2 (11.1)  2 (11.1)  0 

  Acute kidney injury  1 (5.6 )  1 (5.6 )  0 

  Renal impairment  1 (5.6 )  1 (5.6 )  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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1961 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 149d 

Serious adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 149e 

Serious adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 25 (55.6) 12 (26.7) 11 (24.4) 

Blood and lymphatic system disorders    

  -Total  6 (13.3)  4 (8.9 )  2 (4.4 ) 

  Febrile neutropenia  5 (11.1)  4 (8.9 )  1 (2.2 ) 

  Neutropenia  2 (4.4 )  1 (2.2 )  1 (2.2 ) 

Cardiac disorders    

  -Total  2 (4.4 )  0  1 (2.2 ) 

  Pericardial effusion  1 (2.2 )  0  1 (2.2 ) 

  Tachycardia  1 (2.2 )  0  0 

Gastrointestinal disorders    

  -Total  5 (11.1)  1 (2.2 )  2 (4.4 ) 

  Anal fistula  1 (2.2 )  1 (2.2 )  0 

  Dental caries  1 (2.2 )  0  0 



  

  

1963 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastrointestinal haemorrhage  1 (2.2 )  0  1 (2.2 ) 

  Nausea  1 (2.2 )  0  0 

  Pancreatitis acute  1 (2.2 )  0  1 (2.2 ) 

  Vomiting  1 (2.2 )  0  0 

General disorders and administration site conditions    

  -Total  6 (13.3)  0  0 

  Pyrexia  6 (13.3)  0  0 

Infections and infestations    

  -Total 16 (35.6)  9 (20.0)  6 (13.3) 

  Pneumonia  4 (8.9 )  2 (4.4 )  0 

  Sepsis  3 (6.7 )  1 (2.2 )  2 (4.4 ) 

  Bronchopulmonary aspergillosis  2 (4.4 )  1 (2.2 )  0 

  Neutropenic infection  2 (4.4 )  2 (4.4 )  0 

  Septic shock  2 (4.4 )  0  2 (4.4 ) 

  Cellulitis  1 (2.2 )  1 (2.2 )  0 

  Central nervous system infection  1 (2.2 )  0  1 (2.2 ) 

  Device related infection  1 (2.2 )  1 (2.2 )  0 

  Listeria sepsis  1 (2.2 )  0  1 (2.2 ) 

  Periorbital cellulitis  1 (2.2 )  1 (2.2 )  0 



  

  

1964 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia fungal  1 (2.2 )  1 (2.2 )  0 

  Staphylococcal infection  1 (2.2 )  1 (2.2 )  0 

  Varicella  1 (2.2 )  1 (2.2 )  0 

Injury, poisoning and procedural complications    

  -Total  1 (2.2 )  1 (2.2 )  0 

  Toxicity to various agents  1 (2.2 )  1 (2.2 )  0 

Investigations    

  -Total  1 (2.2 )  0  0 

  Influenza a virus test positive  1 (2.2 )  0  0 

Metabolism and nutrition disorders    

  -Total  3 (6.7 )  1 (2.2 )  0 

  Dehydration  1 (2.2 )  0  0 

  Hypoglycaemia  1 (2.2 )  0  0 

  Tumour lysis syndrome  1 (2.2 )  1 (2.2 )  0 

Musculoskeletal and connective tissue disorders    

  -Total  1 (2.2 )  0  0 

  Muscular weakness  1 (2.2 )  0  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   



  

  

1965 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  1 (2.2 )  0  0 

  Malignant neoplasm progression  1 (2.2 )  0  0 

Nervous system disorders    

  -Total  4 (8.9 )  2 (4.4 )  1 (2.2 ) 

  Depressed level of consciousness  1 (2.2 )  1 (2.2 )  0 

  Encephalopathy  1 (2.2 )  1 (2.2 )  0 

  Intracranial pressure increased  1 (2.2 )  0  1 (2.2 ) 

  Lethargy  1 (2.2 )  0  0 

  Partial seizures  1 (2.2 )  0  0 

  Seizure  1 (2.2 )  1 (2.2 )  0 

  Speech disorder  1 (2.2 )  0  0 

Product issues    

  -Total  1 (2.2 )  0  1 (2.2 ) 

  Manufacturing product shipping issue  1 (2.2 )  0  1 (2.2 ) 

Psychiatric disorders    

  -Total  1 (2.2 )  1 (2.2 )  0 

  Abnormal behaviour  1 (2.2 )  1 (2.2 )  0 

  Confusional state  1 (2.2 )  1 (2.2 )  0 

Renal and urinary disorders    



  

  

1966 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  2 (4.4 )  2 (4.4 )  0 

  Acute kidney injury  1 (2.2 )  1 (2.2 )  0 

  Renal impairment  1 (2.2 )  1 (2.2 )  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  2 (4.4 )  0  1 (2.2 ) 

  Pneumonia aspiration  1 (2.2 )  0  1 (2.2 ) 

  Pneumonitis  1 (2.2 )  0  0 

Skin and subcutaneous tissue disorders    

  -Total  1 (2.2 )  0  0 

  Eczema  1 (2.2 )  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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1967 

 
  



  

  

1968 

 



  

  

1969 
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Table 149e 

Serious adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 19 (65.5) 14 (48.3)  4 (13.8) 

Blood and lymphatic system disorders    

  -Total  8 (27.6)  6 (20.7)  1 (3.4 ) 

  Febrile neutropenia  7 (24.1)  6 (20.7)  0 

  Neutropenia  1 (3.4 )  0  1 (3.4 ) 

Cardiac disorders    

  -Total  1 (3.4 )  1 (3.4 )  0 

  Coronary artery dilatation  1 (3.4 )  1 (3.4 )  0 

Gastrointestinal disorders    

  -Total  2 (6.9 )  2 (6.9 )  0 

  Dental caries  1 (3.4 )  1 (3.4 )  0 

  Stomatitis  1 (3.4 )  1 (3.4 )  0 

General disorders and administration site conditions    



  

  

1970 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  4 (13.8)  1 (3.4 )  0 

  Pyrexia  4 (13.8)  1 (3.4 )  0 

  General physical health deterioration  1 (3.4 )  0  0 

Hepatobiliary disorders    

  -Total  1 (3.4 )  1 (3.4 )  0 

  Hepatocellular injury  1 (3.4 )  1 (3.4 )  0 

Immune system disorders    

  -Total  2 (6.9 )  2 (6.9 )  0 

  Haemophagocytic lymphohistiocytosis  2 (6.9 )  2 (6.9 )  0 

Infections and infestations    

  -Total  6 (20.7)  2 (6.9 )  2 (6.9 ) 

  Anal fistula infection  1 (3.4 )  0  0 

  Cellulitis orbital  1 (3.4 )  0  1 (3.4 ) 

  Clostridium difficile infection  1 (3.4 )  0  0 

  Escherichia bacteraemia  1 (3.4 )  0  1 (3.4 ) 

  Herpes zoster  1 (3.4 )  0  0 

  Neutropenic infection  1 (3.4 )  1 (3.4 )  0 

  Parvovirus b19 infection  1 (3.4 )  1 (3.4 )  0 

  Pneumonia  1 (3.4 )  0  1 (3.4 ) 



  

  

1971 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rotavirus infection  1 (3.4 )  0  0 

  Urinary tract infection viral  1 (3.4 )  0  0 

Injury, poisoning and procedural complications    

  -Total  1 (3.4 )  1 (3.4 )  0 

  Infusion related reaction  1 (3.4 )  1 (3.4 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  2 (6.9 )  0  2 (6.9 ) 

  Acute lymphocytic leukaemia  2 (6.9 )  0  2 (6.9 ) 

Nervous system disorders    

  -Total  3 (10.3)  3 (10.3)  0 

  Seizure  2 (6.9 )  1 (3.4 )  0 

  Neurological symptom  1 (3.4 )  1 (3.4 )  0 

  Posterior reversible encephalopathy syndrome  1 (3.4 )  1 (3.4 )  0 

  Status epilepticus  1 (3.4 )  0  0 

Psychiatric disorders    

  -Total  1 (3.4 )  1 (3.4 )  0 

  Depression  1 (3.4 )  1 (3.4 )  0 

Vascular disorders    



  

  

1972 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  1 (3.4 )  0  0 

  Hypertension  1 (3.4 )  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 149f 

Serious adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 14 (51.9)  8 (29.6)  4 (14.8) 

Blood and lymphatic system disorders    

  -Total  4 (14.8)  4 (14.8)  0 

  Febrile neutropenia  3 (11.1)  3 (11.1)  0 

  Neutropenia  1 (3.7 )  1 (3.7 )  0 

Gastrointestinal disorders    

  -Total  3 (11.1)  0  1 (3.7 ) 

  Dental caries  1 (3.7 )  0  0 

  Gastrointestinal haemorrhage  1 (3.7 )  0  1 (3.7 ) 

  Nausea  1 (3.7 )  0  0 

  Vomiting  1 (3.7 )  0  0 

General disorders and administration site conditions    

  -Total  2 (7.4 )  0  0 



  

  

1974 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia  2 (7.4 )  0  0 

Infections and infestations    

  -Total  5 (18.5)  3 (11.1)  1 (3.7 ) 

  Pneumonia  2 (7.4 )  1 (3.7 )  0 

  Sepsis  2 (7.4 )  1 (3.7 )  1 (3.7 ) 

  Device related infection  1 (3.7 )  1 (3.7 )  0 

Injury, poisoning and procedural complications    

  -Total  1 (3.7 )  1 (3.7 )  0 

  Toxicity to various agents  1 (3.7 )  1 (3.7 )  0 

Metabolism and nutrition disorders    

  -Total  2 (7.4 )  0  0 

  Dehydration  1 (3.7 )  0  0 

  Hypoglycaemia  1 (3.7 )  0  0 

Musculoskeletal and connective tissue disorders    

  -Total  1 (3.7 )  0  0 

  Muscular weakness  1 (3.7 )  0  0 

Nervous system disorders    

  -Total  2 (7.4 )  1 (3.7 )  1 (3.7 ) 

  Depressed level of consciousness  1 (3.7 )  1 (3.7 )  0 



  

  

1975 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Encephalopathy  1 (3.7 )  1 (3.7 )  0 

  Intracranial pressure increased  1 (3.7 )  0  1 (3.7 ) 

  Lethargy  1 (3.7 )  0  0 

  Speech disorder  1 (3.7 )  0  0 

Psychiatric disorders    

  -Total  2 (7.4 )  2 (7.4 )  0 

  Abnormal behaviour  1 (3.7 )  1 (3.7 )  0 

  Confusional state  1 (3.7 )  1 (3.7 )  0 

  Depression  1 (3.7 )  1 (3.7 )  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  1 (3.7 )  0  1 (3.7 ) 

  Pneumonia aspiration  1 (3.7 )  0  1 (3.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 



  

  

1976 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 149f 

Serious adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 29 (65.9) 17 (38.6) 11 (25.0) 

Blood and lymphatic system disorders    

  -Total 10 (22.7)  6 (13.6)  3 (6.8 ) 

  Febrile neutropenia  9 (20.5)  7 (15.9)  1 (2.3 ) 

  Neutropenia  2 (4.5 )  0  2 (4.5 ) 

Cardiac disorders    

  -Total  3 (6.8 )  1 (2.3 )  1 (2.3 ) 

  Coronary artery dilatation  1 (2.3 )  1 (2.3 )  0 

  Pericardial effusion  1 (2.3 )  0  1 (2.3 ) 

  Tachycardia  1 (2.3 )  0  0 

Gastrointestinal disorders    

  -Total  3 (6.8 )  2 (4.5 )  1 (2.3 ) 

  Dental caries  1 (2.3 )  1 (2.3 )  0 



  

  

1979 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pancreatitis acute  1 (2.3 )  0  1 (2.3 ) 

  Stomatitis  1 (2.3 )  1 (2.3 )  0 

General disorders and administration site conditions    

  -Total  7 (15.9)  1 (2.3 )  0 

  Pyrexia  7 (15.9)  1 (2.3 )  0 

  General physical health deterioration  1 (2.3 )  0  0 

Hepatobiliary disorders    

  -Total  1 (2.3 )  1 (2.3 )  0 

  Hepatocellular injury  1 (2.3 )  1 (2.3 )  0 

Immune system disorders    

  -Total  2 (4.5 )  2 (4.5 )  0 

  Haemophagocytic lymphohistiocytosis  2 (4.5 )  2 (4.5 )  0 

Infections and infestations    

  -Total 16 (36.4)  7 (15.9)  7 (15.9) 

  Neutropenic infection  3 (6.8 )  3 (6.8 )  0 

  Bronchopulmonary aspergillosis  2 (4.5 )  1 (2.3 )  0 

  Pneumonia  2 (4.5 )  1 (2.3 )  1 (2.3 ) 

  Septic shock  2 (4.5 )  0  2 (4.5 ) 

  Anal fistula infection  1 (2.3 )  0  0 



  

  

1980 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis  1 (2.3 )  1 (2.3 )  0 

  Cellulitis orbital  1 (2.3 )  0  1 (2.3 ) 

  Central nervous system infection  1 (2.3 )  0  1 (2.3 ) 

  Clostridium difficile infection  1 (2.3 )  0  0 

  Escherichia bacteraemia  1 (2.3 )  0  1 (2.3 ) 

  Herpes zoster  1 (2.3 )  0  0 

  Listeria sepsis  1 (2.3 )  0  1 (2.3 ) 

  Parvovirus b19 infection  1 (2.3 )  1 (2.3 )  0 

  Periorbital cellulitis  1 (2.3 )  1 (2.3 )  0 

  Rotavirus infection  1 (2.3 )  0  0 

  Sepsis  1 (2.3 )  0  1 (2.3 ) 

  Urinary tract infection viral  1 (2.3 )  0  0 

  Varicella  1 (2.3 )  1 (2.3 )  0 

Injury, poisoning and procedural complications    

  -Total  1 (2.3 )  1 (2.3 )  0 

  Infusion related reaction  1 (2.3 )  1 (2.3 )  0 

Investigations    

  -Total  1 (2.3 )  0  0 

  Influenza a virus test positive  1 (2.3 )  0  0 



  

  

1981 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders    

  -Total  1 (2.3 )  1 (2.3 )  0 

  Tumour lysis syndrome  1 (2.3 )  1 (2.3 )  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  3 (6.8 )  0  2 (4.5 ) 

  Acute lymphocytic leukaemia  2 (4.5 )  0  2 (4.5 ) 

  Malignant neoplasm progression  1 (2.3 )  0  0 

Nervous system disorders    

  -Total  5 (11.4)  4 (9.1 )  0 

  Seizure  3 (6.8 )  2 (4.5 )  0 

  Neurological symptom  1 (2.3 )  1 (2.3 )  0 

  Partial seizures  1 (2.3 )  0  0 

  Posterior reversible encephalopathy syndrome  1 (2.3 )  1 (2.3 )  0 

  Status epilepticus  1 (2.3 )  0  0 

Product issues    

  -Total  1 (2.3 )  0  1 (2.3 ) 

  Manufacturing product shipping issue  1 (2.3 )  0  1 (2.3 ) 

Renal and urinary disorders    



  

  

1982 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  2 (4.5 )  2 (4.5 )  0 

  Acute kidney injury  1 (2.3 )  1 (2.3 )  0 

  Renal impairment  1 (2.3 )  1 (2.3 )  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  1 (2.3 )  0  0 

  Pneumonitis  1 (2.3 )  0  0 

Skin and subcutaneous tissue disorders    

  -Total  1 (2.3 )  0  0 

  Eczema  1 (2.3 )  0  0 

Vascular disorders    

  -Total  1 (2.3 )  0  0 

  Hypertension  1 (2.3 )  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 



  

  

1983 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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1984 
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Table 149f 

Serious adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  1 (33.3)  1 (33.3)  0 

Gastrointestinal disorders    

  -Total  1 (33.3)  1 (33.3)  0 

  Anal fistula  1 (33.3)  1 (33.3)  0 

General disorders and administration site conditions    

  -Total  1 (33.3)  0  0 

  Pyrexia  1 (33.3)  0  0 

Infections and infestations    

  -Total  1 (33.3)  1 (33.3)  0 

  Pneumonia  1 (33.3)  0  0 

  Pneumonia fungal  1 (33.3)  1 (33.3)  0 

  Staphylococcal infection  1 (33.3)  1 (33.3)  0 

 



  

  

1985 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 149g 

Serious adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  3 (42.9)  2 (28.6)  1 (14.3) 

Blood and lymphatic system disorders    

  -Total  1 (14.3)  1 (14.3)  0 

  Febrile neutropenia  1 (14.3)  1 (14.3)  0 

Immune system disorders    

  -Total  1 (14.3)  1 (14.3)  0 

  Haemophagocytic lymphohistiocytosis  1 (14.3)  1 (14.3)  0 

Infections and infestations    

  -Total  1 (14.3)  0  1 (14.3) 

  Central nervous system infection  1 (14.3)  0  1 (14.3) 

Nervous system disorders    

  -Total  1 (14.3)  1 (14.3)  0 

  Seizure  1 (14.3)  1 (14.3)  0 



  

  

1987 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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1988 

 



  

  

1989 
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Table 149g 

Serious adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 21 (65.6) 14 (43.8)  6 (18.8) 

Blood and lymphatic system disorders    

  -Total  5 (15.6)  5 (15.6)  0 

  Febrile neutropenia  4 (12.5)  4 (12.5)  0 

  Neutropenia  1 (3.1 )  1 (3.1 )  0 

Cardiac disorders    

  -Total  3 (9.4 )  1 (3.1 )  1 (3.1 ) 

  Coronary artery dilatation  1 (3.1 )  1 (3.1 )  0 

  Pericardial effusion  1 (3.1 )  0  1 (3.1 ) 

  Tachycardia  1 (3.1 )  0  0 

Gastrointestinal disorders    

  -Total  4 (12.5)  1 (3.1 )  1 (3.1 ) 

  Dental caries  1 (3.1 )  0  0 



  

  

1990 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nausea  1 (3.1 )  0  0 

  Pancreatitis acute  1 (3.1 )  0  1 (3.1 ) 

  Stomatitis  1 (3.1 )  1 (3.1 )  0 

  Vomiting  1 (3.1 )  0  0 

General disorders and administration site conditions    

  -Total  6 (18.8)  1 (3.1 )  0 

  Pyrexia  6 (18.8)  1 (3.1 )  0 

  General physical health deterioration  1 (3.1 )  0  0 

Immune system disorders    

  -Total  1 (3.1 )  1 (3.1 )  0 

  Haemophagocytic lymphohistiocytosis  1 (3.1 )  1 (3.1 )  0 

Infections and infestations    

  -Total 10 (31.3)  6 (18.8)  3 (9.4 ) 

  Sepsis  2 (6.3 )  1 (3.1 )  1 (3.1 ) 

  Bronchopulmonary aspergillosis  1 (3.1 )  0  0 

  Cellulitis  1 (3.1 )  1 (3.1 )  0 

  Cellulitis orbital  1 (3.1 )  0  1 (3.1 ) 

  Clostridium difficile infection  1 (3.1 )  0  0 

  Device related infection  1 (3.1 )  1 (3.1 )  0 



  

  

1991 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutropenic infection  1 (3.1 )  1 (3.1 )  0 

  Parvovirus b19 infection  1 (3.1 )  1 (3.1 )  0 

  Periorbital cellulitis  1 (3.1 )  1 (3.1 )  0 

  Pneumonia  1 (3.1 )  0  1 (3.1 ) 

  Rotavirus infection  1 (3.1 )  0  0 

  Septic shock  1 (3.1 )  0  1 (3.1 ) 

  Urinary tract infection viral  1 (3.1 )  0  0 

  Varicella  1 (3.1 )  1 (3.1 )  0 

Injury, poisoning and procedural complications    

  -Total  1 (3.1 )  1 (3.1 )  0 

  Toxicity to various agents  1 (3.1 )  1 (3.1 )  0 

Metabolism and nutrition disorders    

  -Total  2 (6.3 )  0  0 

  Dehydration  1 (3.1 )  0  0 

  Hypoglycaemia  1 (3.1 )  0  0 

Neoplasms benign, malignant and unspecified (incl 
cysts and polyps) 

   

  -Total  3 (9.4 )  0  2 (6.3 ) 

  Acute lymphocytic leukaemia  2 (6.3 )  0  2 (6.3 ) 



  

  

1992 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Malignant neoplasm progression  1 (3.1 )  0  0 

Nervous system disorders    

  -Total  3 (9.4 )  3 (9.4 )  0 

  Seizure  2 (6.3 )  1 (3.1 )  0 

  Neurological symptom  1 (3.1 )  1 (3.1 )  0 

  Posterior reversible encephalopathy syndrome  1 (3.1 )  1 (3.1 )  0 

  Status epilepticus  1 (3.1 )  0  0 

Psychiatric disorders    

  -Total  1 (3.1 )  1 (3.1 )  0 

  Depression  1 (3.1 )  1 (3.1 )  0 

Respiratory, thoracic and mediastinal disorders    

  -Total  1 (3.1 )  0  0 

  Pneumonitis  1 (3.1 )  0  0 

Vascular disorders    

  -Total  1 (3.1 )  0  0 

  Hypertension  1 (3.1 )  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 



  

  

1993 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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1994 
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Table 149g 

Serious adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 13 (59.1)  8 (36.4)  4 (18.2) 

Blood and lymphatic system disorders    

  -Total  5 (22.7)  2 (9.1 )  3 (13.6) 

  Febrile neutropenia  4 (18.2)  3 (13.6)  1 (4.5 ) 

  Neutropenia  2 (9.1 )  0  2 (9.1 ) 

Gastrointestinal disorders    

  -Total  2 (9.1 )  2 (9.1 )  0 

  Anal fistula  1 (4.5 )  1 (4.5 )  0 

  Dental caries  1 (4.5 )  1 (4.5 )  0 

General disorders and administration site conditions    

  -Total  3 (13.6)  0  0 

  Pyrexia  3 (13.6)  0  0 



  

  

1995 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders    

  -Total  1 (4.5 )  1 (4.5 )  0 

  Hepatocellular injury  1 (4.5 )  1 (4.5 )  0 

Infections and infestations    

  -Total  9 (40.9)  4 (18.2)  3 (13.6) 

  Pneumonia  3 (13.6)  1 (4.5 )  0 

  Neutropenic infection  2 (9.1 )  2 (9.1 )  0 

  Anal fistula infection  1 (4.5 )  0  0 

  Bronchopulmonary aspergillosis  1 (4.5 )  1 (4.5 )  0 

  Escherichia bacteraemia  1 (4.5 )  0  1 (4.5 ) 

  Herpes zoster  1 (4.5 )  0  0 

  Listeria sepsis  1 (4.5 )  0  1 (4.5 ) 

  Pneumonia fungal  1 (4.5 )  1 (4.5 )  0 

  Septic shock  1 (4.5 )  0  1 (4.5 ) 

  Staphylococcal infection  1 (4.5 )  1 (4.5 )  0 

Investigations    

  -Total  1 (4.5 )  0  0 

  Influenza a virus test positive  1 (4.5 )  0  0 

Metabolism and nutrition disorders    



  

  

1996 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total  1 (4.5 )  1 (4.5 )  0 

  Tumour lysis syndrome  1 (4.5 )  1 (4.5 )  0 

Musculoskeletal and connective tissue disorders    

  -Total  1 (4.5 )  0  0 

  Muscular weakness  1 (4.5 )  0  0 

Nervous system disorders    

  -Total  2 (9.1 )  1 (4.5 )  0 

  Depressed level of consciousness  1 (4.5 )  1 (4.5 )  0 

  Encephalopathy  1 (4.5 )  1 (4.5 )  0 

  Lethargy  1 (4.5 )  0  0 

  Partial seizures  1 (4.5 )  0  0 

  Speech disorder  1 (4.5 )  0  0 

Product issues    

  -Total  1 (4.5 )  0  1 (4.5 ) 

  Manufacturing product shipping issue  1 (4.5 )  0  1 (4.5 ) 

Psychiatric disorders    

  -Total  1 (4.5 )  1 (4.5 )  0 

  Abnormal behaviour  1 (4.5 )  1 (4.5 )  0 

  Confusional state  1 (4.5 )  1 (4.5 )  0 



  

  

1997 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Renal and urinary disorders    

  -Total  2 (9.1 )  2 (9.1 )  0 

  Acute kidney injury  1 (4.5 )  1 (4.5 )  0 

  Renal impairment  1 (4.5 )  1 (4.5 )  0 

Skin and subcutaneous tissue disorders    

  -Total  1 (4.5 )  0  0 

  Eczema  1 (4.5 )  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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1998 
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Table 149g 

Serious adverse events before study treatment, by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE  7 (53.8)  2 (15.4)  4 (30.8) 

Blood and lymphatic system disorders    

  -Total  3 (23.1)  2 (15.4)  0 

  Febrile neutropenia  3 (23.1)  2 (15.4)  0 

Gastrointestinal disorders    

  -Total  1 (7.7 )  0  1 (7.7 ) 

  Gastrointestinal haemorrhage  1 (7.7 )  0  1 (7.7 ) 

General disorders and administration site conditions    

  -Total  1 (7.7 )  0  0 

  Pyrexia  1 (7.7 )  0  0 

Infections and infestations    

  -Total  2 (15.4)  1 (7.7 )  1 (7.7 ) 



  

  

1999 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia  1 (7.7 )  1 (7.7 )  0 

  Sepsis  1 (7.7 )  0  1 (7.7 ) 

Injury, poisoning and procedural complications    

  -Total  1 (7.7 )  1 (7.7 )  0 

  Infusion related reaction  1 (7.7 )  1 (7.7 )  0 

Nervous system disorders    

  -Total  1 (7.7 )  0  1 (7.7 ) 

  Intracranial pressure increased  1 (7.7 )  0  1 (7.7 ) 

Respiratory, thoracic and mediastinal disorders    

  -Total  1 (7.7 )  0  1 (7.7 ) 

  Pneumonia aspiration  1 (7.7 )  0  1 (7.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 



  

  

2000 
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Table 150a 

Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy, 

by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

9 (27.3) 5 (15.2) 3 (9.1 ) 

Blood and lymphatic system disorders    

  -Total 1 (3.0 ) 0 1 (3.0 ) 

  Neutropenia 1 (3.0 ) 0 1 (3.0 ) 

Cardiac disorders    

  -Total 1 (3.0 ) 1 (3.0 ) 0 

  Tachycardia 1 (3.0 ) 1 (3.0 ) 0 

General disorders and administration 
site conditions 

   

  -Total 5 (15.2) 0 0 

  Pyrexia 5 (15.2) 0 0 

Hepatobiliary disorders    



  

  

2002 

Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 1 (3.0 ) 0 1 (3.0 ) 

  Hepatotoxicity 1 (3.0 ) 0 1 (3.0 ) 

Immune system disorders    

  -Total 1 (3.0 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.0 ) 0 0 

Infections and infestations    

  -Total 4 (12.1) 4 (12.1) 0 

  Bacteraemia 2 (6.1 ) 2 (6.1 ) 0 

  Device related infection 1 (3.0 ) 1 (3.0 ) 0 

  Enterococcal bacteraemia 1 (3.0 ) 1 (3.0 ) 0 

  Staphylococcal bacteraemia 1 (3.0 ) 1 (3.0 ) 0 

  Streptococcal bacteraemia 1 (3.0 ) 1 (3.0 ) 0 

  Tooth abscess 1 (3.0 ) 1 (3.0 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (3.0 ) 1 (3.0 ) 0 

  Allergic transfusion reaction 1 (3.0 ) 1 (3.0 ) 0 

Vascular disorders    



  

  

2003 

Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 1 (3.0 ) 0 1 (3.0 ) 

  Hypotension 1 (3.0 ) 0 1 (3.0 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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2005 
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Table 150a 

Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy, 

by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=10 years to <18 years 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (6.3 ) 1 (6.3 ) 0 

Blood and lymphatic system disorders    

  -Total 1 (6.3 ) 1 (6.3 ) 0 

  Febrile neutropenia 1 (6.3 ) 1 (6.3 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 



  

  

2006 
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2007 
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Table 150a 

Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy, 

by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 150b => Seri ous  adverse events during the l ymphodepleti ng period, regar dless of r elati onshi p to l ymphodepl eting chemotherapy, by primar y system organ class , preferred ter m, maxi mum CTC grade and Gender ( Enr olled set - Patients who r ecei ved l ymphodepl eting chemother apy ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                      
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 150b 

Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy, 

by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

5 (13.9) 3 (8.3 ) 1 (2.8 ) 

Cardiac disorders    

  -Total 1 (2.8 ) 1 (2.8 ) 0 

  Tachycardia 1 (2.8 ) 1 (2.8 ) 0 

General disorders and administration 
site conditions 

   

  -Total 3 (8.3 ) 0 0 

  Pyrexia 3 (8.3 ) 0 0 

Immune system disorders    

  -Total 1 (2.8 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.8 ) 0 0 



  

  

2009 

Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Infections and infestations    

  -Total 2 (5.6 ) 2 (5.6 ) 0 

  Bacteraemia 1 (2.8 ) 1 (2.8 ) 0 

  Device related infection 1 (2.8 ) 1 (2.8 ) 0 

  Enterococcal bacteraemia 1 (2.8 ) 1 (2.8 ) 0 

  Staphylococcal bacteraemia 1 (2.8 ) 1 (2.8 ) 0 

  Streptococcal bacteraemia 1 (2.8 ) 1 (2.8 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (2.8 ) 1 (2.8 ) 0 

  Allergic transfusion reaction 1 (2.8 ) 1 (2.8 ) 0 

Vascular disorders    

  -Total 1 (2.8 ) 0 1 (2.8 ) 

  Hypotension 1 (2.8 ) 0 1 (2.8 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 



  

  

2010 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 150b 

Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy, 

by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Female 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

5 (18.5) 3 (11.1) 2 (7.4 ) 

Blood and lymphatic system disorders    

  -Total 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

  Febrile neutropenia 1 (3.7 ) 1 (3.7 ) 0 

  Neutropenia 1 (3.7 ) 0 1 (3.7 ) 

General disorders and administration 
site conditions 

   

  -Total 2 (7.4 ) 0 0 

  Pyrexia 2 (7.4 ) 0 0 

Hepatobiliary disorders    

  -Total 1 (3.7 ) 0 1 (3.7 ) 

  Hepatotoxicity 1 (3.7 ) 0 1 (3.7 ) 



  

  

2013 

Gender: Female 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Infections and infestations    

  -Total 2 (7.4 ) 2 (7.4 ) 0 

  Bacteraemia 1 (3.7 ) 1 (3.7 ) 0 

  Tooth abscess 1 (3.7 ) 1 (3.7 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t150_gd_b2001x.sas@@/main/3 25JUN21:16:46                                        Final 

 



  

  

2014 

Tabl e 150c  => Serious adverse events duri ng the l ymphodepl eting period, r egardl ess of rel ationship to l ymphodepleti ng chemotherapy, by pri mar y system organ cl ass, pr eferred term, maximum CTC grade and Response status at s tudy entr y ( Enr olled set - Pati ents who recei ved l ymphodepleting chemotherapy ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                              
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 150c 

Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy, 

by primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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2015 

 



  

  

2016 
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Table 150c 

Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy, 

by primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

10 (15.9) 6 (9.5 ) 3 (4.8 ) 

Blood and lymphatic system disorders    

  -Total 2 (3.2 ) 1 (1.6 ) 1 (1.6 ) 

  Febrile neutropenia 1 (1.6 ) 1 (1.6 ) 0 

  Neutropenia 1 (1.6 ) 0 1 (1.6 ) 

Cardiac disorders    

  -Total 1 (1.6 ) 1 (1.6 ) 0 

  Tachycardia 1 (1.6 ) 1 (1.6 ) 0 

General disorders and administration 
site conditions 

   

  -Total 5 (7.9 ) 0 0 

  Pyrexia 5 (7.9 ) 0 0 

Hepatobiliary disorders    



  

  

2017 

Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (1.6 ) 0 1 (1.6 ) 

  Hepatotoxicity 1 (1.6 ) 0 1 (1.6 ) 

Immune system disorders    

  -Total 1 (1.6 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (1.6 ) 0 0 

Infections and infestations    

  -Total 4 (6.3 ) 4 (6.3 ) 0 

  Bacteraemia 2 (3.2 ) 2 (3.2 ) 0 

  Device related infection 1 (1.6 ) 1 (1.6 ) 0 

  Enterococcal bacteraemia 1 (1.6 ) 1 (1.6 ) 0 

  Staphylococcal bacteraemia 1 (1.6 ) 1 (1.6 ) 0 

  Streptococcal bacteraemia 1 (1.6 ) 1 (1.6 ) 0 

  Tooth abscess 1 (1.6 ) 1 (1.6 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (1.6 ) 1 (1.6 ) 0 

  Allergic transfusion reaction 1 (1.6 ) 1 (1.6 ) 0 

Vascular disorders    



  

  

2018 

Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (1.6 ) 0 1 (1.6 ) 

  Hypotension 1 (1.6 ) 0 1 (1.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 150d 

Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy, 

by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Europe 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

5 (11.9) 4 (9.5 ) 0 

Blood and lymphatic system disorders    

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Febrile neutropenia 1 (2.4 ) 1 (2.4 ) 0 

Cardiac disorders    

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Tachycardia 1 (2.4 ) 1 (2.4 ) 0 

General disorders and administration 
site conditions 

   

  -Total 3 (7.1 ) 0 0 

  Pyrexia 3 (7.1 ) 0 0 

Infections and infestations    



  

  

2020 

Region: Europe 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 3 (7.1 ) 3 (7.1 ) 0 

  Bacteraemia 2 (4.8 ) 2 (4.8 ) 0 

  Enterococcal bacteraemia 1 (2.4 ) 1 (2.4 ) 0 

  Staphylococcal bacteraemia 1 (2.4 ) 1 (2.4 ) 0 

  Streptococcal bacteraemia 1 (2.4 ) 1 (2.4 ) 0 

  Tooth abscess 1 (2.4 ) 1 (2.4 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 150d 

Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy, 

by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

3 (16.7) 1 (5.6 ) 2 (11.1) 

Blood and lymphatic system disorders    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Neutropenia 1 (5.6 ) 0 1 (5.6 ) 

General disorders and administration 
site conditions 

   

  -Total 2 (11.1) 0 0 

  Pyrexia 2 (11.1) 0 0 

Immune system disorders    

  -Total 1 (5.6 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Infections and infestations    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Device related infection 1 (5.6 ) 1 (5.6 ) 0 

Vascular disorders    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Hypotension 1 (5.6 ) 0 1 (5.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 150d 

Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy, 

by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

2 (66.7) 1 (33.3) 1 (33.3) 

Hepatobiliary disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Hepatotoxicity 1 (33.3) 0 1 (33.3) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Allergic transfusion reaction 1 (33.3) 1 (33.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 
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(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 150e 

Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy, 

by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: Yes 

 
All patients 

N=39 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

3 (7.7 ) 2 (5.1 ) 1 (2.6 ) 

Blood and lymphatic system disorders    

  -Total 1 (2.6 ) 1 (2.6 ) 0 

  Febrile neutropenia 1 (2.6 ) 1 (2.6 ) 0 

Immune system disorders    

  -Total 1 (2.6 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.6 ) 0 0 

Infections and infestations    

  -Total 1 (2.6 ) 1 (2.6 ) 0 

  Tooth abscess 1 (2.6 ) 1 (2.6 ) 0 

Vascular disorders    



  

  

2027 

Prior SCT therapy: Yes 

 
All patients 

N=39 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 1 (2.6 ) 0 1 (2.6 ) 

  Hypotension 1 (2.6 ) 0 1 (2.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 150e 

Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy, 

by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

7 (29.2) 4 (16.7) 2 (8.3 ) 

Blood and lymphatic system disorders    

  -Total 1 (4.2 ) 0 1 (4.2 ) 

  Neutropenia 1 (4.2 ) 0 1 (4.2 ) 

Cardiac disorders    

  -Total 1 (4.2 ) 1 (4.2 ) 0 

  Tachycardia 1 (4.2 ) 1 (4.2 ) 0 

General disorders and administration 
site conditions 

   

  -Total 5 (20.8) 0 0 

  Pyrexia 5 (20.8) 0 0 

Hepatobiliary disorders    
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Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 1 (4.2 ) 0 1 (4.2 ) 

  Hepatotoxicity 1 (4.2 ) 0 1 (4.2 ) 

Infections and infestations    

  -Total 3 (12.5) 3 (12.5) 0 

  Bacteraemia 2 (8.3 ) 2 (8.3 ) 0 

  Device related infection 1 (4.2 ) 1 (4.2 ) 0 

  Enterococcal bacteraemia 1 (4.2 ) 1 (4.2 ) 0 

  Staphylococcal bacteraemia 1 (4.2 ) 1 (4.2 ) 0 

  Streptococcal bacteraemia 1 (4.2 ) 1 (4.2 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (4.2 ) 1 (4.2 ) 0 

  Allergic transfusion reaction 1 (4.2 ) 1 (4.2 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 150f 

Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy, 

by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

4 (18.2) 3 (13.6) 0 

Blood and lymphatic system disorders    

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Febrile neutropenia 1 (4.5 ) 1 (4.5 ) 0 

Cardiac disorders    

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Tachycardia 1 (4.5 ) 1 (4.5 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (9.1 ) 0 0 

  Pyrexia 2 (9.1 ) 0 0 

Infections and infestations    

  -Total 2 (9.1 ) 2 (9.1 ) 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacteraemia 1 (4.5 ) 1 (4.5 ) 0 

  Enterococcal bacteraemia 1 (4.5 ) 1 (4.5 ) 0 

  Staphylococcal bacteraemia 1 (4.5 ) 1 (4.5 ) 0 

  Streptococcal bacteraemia 1 (4.5 ) 1 (4.5 ) 0 

  Tooth abscess 1 (4.5 ) 1 (4.5 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 150f 

Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy, 

by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

6 (15.8) 3 (7.9 ) 3 (7.9 ) 

Blood and lymphatic system disorders    

  -Total 1 (2.6 ) 0 1 (2.6 ) 

  Neutropenia 1 (2.6 ) 0 1 (2.6 ) 

General disorders and administration 
site conditions 

   

  -Total 3 (7.9 ) 0 0 

  Pyrexia 3 (7.9 ) 0 0 

Hepatobiliary disorders    

  -Total 1 (2.6 ) 0 1 (2.6 ) 

  Hepatotoxicity 1 (2.6 ) 0 1 (2.6 ) 

Immune system disorders    

  -Total 1 (2.6 ) 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.6 ) 0 0 

Infections and infestations    

  -Total 2 (5.3 ) 2 (5.3 ) 0 

  Bacteraemia 1 (2.6 ) 1 (2.6 ) 0 

  Device related infection 1 (2.6 ) 1 (2.6 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (2.6 ) 1 (2.6 ) 0 

  Allergic transfusion reaction 1 (2.6 ) 1 (2.6 ) 0 

Vascular disorders    

  -Total 1 (2.6 ) 0 1 (2.6 ) 

  Hypotension 1 (2.6 ) 0 1 (2.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 
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grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 150f 

Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy, 

by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 150g 

Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy, 

by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 0 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (33.3) 0 1 (33.3) 

Blood and lymphatic system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Neutropenia 1 (33.3) 0 1 (33.3) 

General disorders and administration 
site conditions 

   

  -Total 1 (33.3) 0 0 

  Pyrexia 1 (33.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 
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- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 150g 

Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy, 

by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 1 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (10.7) 2 (7.1 ) 0 

Blood and lymphatic system disorders    

  -Total 1 (3.6 ) 1 (3.6 ) 0 

  Febrile neutropenia 1 (3.6 ) 1 (3.6 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (7.1 ) 0 0 

  Pyrexia 2 (7.1 ) 0 0 

Infections and infestations    

  -Total 1 (3.6 ) 1 (3.6 ) 0 

  Bacteraemia 1 (3.6 ) 1 (3.6 ) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 150g 

Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy, 

by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

6 (30.0) 4 (20.0) 2 (10.0) 

Cardiac disorders    

  -Total 1 (5.0 ) 1 (5.0 ) 0 

  Tachycardia 1 (5.0 ) 1 (5.0 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (10.0) 0 0 

  Pyrexia 2 (10.0) 0 0 

Hepatobiliary disorders    

  -Total 1 (5.0 ) 0 1 (5.0 ) 

  Hepatotoxicity 1 (5.0 ) 0 1 (5.0 ) 
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Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders    

  -Total 1 (5.0 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.0 ) 0 0 

Infections and infestations    

  -Total 3 (15.0) 3 (15.0) 0 

  Bacteraemia 1 (5.0 ) 1 (5.0 ) 0 

  Device related infection 1 (5.0 ) 1 (5.0 ) 0 

  Enterococcal bacteraemia 1 (5.0 ) 1 (5.0 ) 0 

  Staphylococcal bacteraemia 1 (5.0 ) 1 (5.0 ) 0 

  Streptococcal bacteraemia 1 (5.0 ) 1 (5.0 ) 0 

  Tooth abscess 1 (5.0 ) 1 (5.0 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.0 ) 1 (5.0 ) 0 

  Allergic transfusion reaction 1 (5.0 ) 1 (5.0 ) 0 

Vascular disorders    

  -Total 1 (5.0 ) 0 1 (5.0 ) 

  Hypotension 1 (5.0 ) 0 1 (5.0 ) 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 150g 

Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy, 

by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 151a 

Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set – non – infused patients 

 

Age: <10 years 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

2 (66.7)  2 (66.7) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (66.7) 0 2 (66.7) 

  Acute lymphocytic leukaemia 2 (66.7) 0 2 (66.7) 

Nervous system disorders    

  -Total 1 (33.3) 1 (33.3) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (33.3) 1 (33.3) 0 

  Seizure 1 (33.3) 0 0 

  Status epilepticus 1 (33.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 151a 

Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set – non – infused patients 

 

Age: >=10 years to <18 years 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)  1 (100) 

Infections and infestations    

  -Total 1 (100) 0 1 (100) 

  Septic shock 1 (100) 0 1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 151a 

Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set – non – infused patients 

 

Age: >=18 years 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

1 (100)  1 (100) 

Gastrointestinal disorders    

  -Total 1 (100) 0 1 (100) 

  Gastrointestinal haemorrhage 1 (100) 0 1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 151b 

Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set – non – infused patients 

 

Gender: Male 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

3 (100)  3 (100) 

Gastrointestinal disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Gastrointestinal haemorrhage 1 (33.3) 0 1 (33.3) 

Infections and infestations    

  -Total 1 (33.3) 0 1 (33.3) 

  Septic shock 1 (33.3) 0 1 (33.3) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (33.3) 0 1 (33.3) 

  Acute lymphocytic leukaemia 1 (33.3) 0 1 (33.3) 

Nervous system disorders    

  -Total 1 (33.3) 1 (33.3) 0 
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Gender: Male 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Posterior reversible encephalopathy 
syndrome 

1 (33.3) 1 (33.3) 0 

  Seizure 1 (33.3) 0 0 

  Status epilepticus 1 (33.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 151b 

Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set – non – infused patients 

 

Gender: Female 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

1 (50.0)  1 (50.0) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (50.0) 0 1 (50.0) 

  Acute lymphocytic leukaemia 1 (50.0) 0 1 (50.0) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 151c 

Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set – non – infused patients 

 

Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 151c 

Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set – non – infused patients 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

4 (80.0)  4 (80.0) 

Gastrointestinal disorders    

  -Total 1 (20.0) 0 1 (20.0) 

  Gastrointestinal haemorrhage 1 (20.0) 0 1 (20.0) 

Infections and infestations    

  -Total 1 (20.0) 0 1 (20.0) 

  Septic shock 1 (20.0) 0 1 (20.0) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (40.0) 0 2 (40.0) 

  Acute lymphocytic leukaemia 2 (40.0) 0 2 (40.0) 

Nervous system disorders    

  -Total 1 (20.0) 1 (20.0) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Posterior reversible encephalopathy 
syndrome 

1 (20.0) 1 (20.0) 0 

  Seizure 1 (20.0) 0 0 

  Status epilepticus 1 (20.0) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 151d 

Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set – non – infused patients 

 

Region: Europe 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

4 (80.0)  4 (80.0) 

Gastrointestinal disorders    

  -Total 1 (20.0) 0 1 (20.0) 

  Gastrointestinal haemorrhage 1 (20.0) 0 1 (20.0) 

Infections and infestations    

  -Total 1 (20.0) 0 1 (20.0) 

  Septic shock 1 (20.0) 0 1 (20.0) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (40.0) 0 2 (40.0) 

  Acute lymphocytic leukaemia 2 (40.0) 0 2 (40.0) 

Nervous system disorders    

  -Total 1 (20.0) 1 (20.0) 0 
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Region: Europe 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Posterior reversible encephalopathy 
syndrome 

1 (20.0) 1 (20.0) 0 

  Seizure 1 (20.0) 0 0 

  Status epilepticus 1 (20.0) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 151d 

Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set – non – infused patients 

 

Region: US 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 151d 

Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set – non – infused patients 

 

Region: Rest of World 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 151e => Seri ous  adverse events by pri mar y sys tem organ cl ass, pr eferred term, maxi mum CTC grade and Pri or SCT  ther apy (Enroll ed set – non – i nfused patients  ) 
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Table 151e 

Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set – non – infused patients 

 

Prior SCT therapy: Yes 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

2 (66.7)  2 (66.7) 

Gastrointestinal disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Gastrointestinal haemorrhage 1 (33.3) 0 1 (33.3) 

Infections and infestations    

  -Total 1 (33.3) 0 1 (33.3) 

  Septic shock 1 (33.3) 0 1 (33.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 
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grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 151e 

Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set – non – infused patients 

 

Prior SCT therapy: No 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

2 (100)  2 (100) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (100) 0 2 (100) 

  Acute lymphocytic leukaemia 2 (100) 0 2 (100) 

Nervous system disorders    

  -Total 1 (50.0) 1 (50.0) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (50.0) 1 (50.0) 0 

  Seizure 1 (50.0) 0 0 

  Status epilepticus 1 (50.0) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 151f => Serious adverse events by primar y system organ class, preferr ed ter m, maxi mum CTC  grade and Baseli ne bone marrow tumor burden (Enrolled set – non – infused patients  ) 
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Table 151f 

Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor 
burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)  1 (100) 

Gastrointestinal disorders    

  -Total 1 (100) 0 1 (100) 

  Gastrointestinal haemorrhage 1 (100) 0 1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 151f 

Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor 
burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (75.0)  3 (75.0) 

Infections and infestations    

  -Total 1 (25.0) 0 1 (25.0) 

  Septic shock 1 (25.0) 0 1 (25.0) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (50.0) 0 2 (50.0) 

  Acute lymphocytic leukaemia 2 (50.0) 0 2 (50.0) 

Nervous system disorders    

  -Total 1 (25.0) 1 (25.0) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (25.0) 1 (25.0) 0 

  Seizure 1 (25.0) 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Status epilepticus 1 (25.0) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 151f 

Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor 
burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 151g => Seri ous  adverse events by pri mar y sys tem organ cl ass, pr eferred term, maxi mum CTC grade and Number of previ ous rel apses  (Enrolled set – non – infused patients  ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                            
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 151g 

Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 0 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 151g 

Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 1 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (100)  2 (100) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (100) 0 2 (100) 

  Acute lymphocytic leukaemia 2 (100) 0 2 (100) 

Nervous system disorders    

  -Total 1 (50.0) 1 (50.0) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (50.0) 1 (50.0) 0 

  Seizure 1 (50.0) 0 0 

  Status epilepticus 1 (50.0) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 151g 

Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 2 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)  1 (100) 

Infections and infestations    

  -Total 1 (100) 0 1 (100) 

  Septic shock 1 (100) 0 1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 151g 

Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: >=3 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)  1 (100) 

Gastrointestinal disorders    

  -Total 1 (100) 0 1 (100) 

  Gastrointestinal haemorrhage 1 (100) 0 1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 152a 

Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

31 (83.8) 10 (27.0) 17 (45.9) 

Blood and lymphatic system disorders    

  -Total 8 (21.6) 4 (10.8) 3 (8.1 ) 

  Febrile neutropenia 5 (13.5) 4 (10.8) 0 

  Neutropenia 4 (10.8) 1 (2.7 ) 3 (8.1 ) 

  Leukocytosis 1 (2.7 ) 0 0 

Cardiac disorders    

  -Total 4 (10.8) 2 (5.4 ) 1 (2.7 ) 

  Tachycardia 2 (5.4 ) 1 (2.7 ) 0 

  Left ventricular dysfunction 1 (2.7 ) 1 (2.7 ) 0 

  Pericardial effusion 1 (2.7 ) 0 1 (2.7 ) 

Gastrointestinal disorders    
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (8.1 ) 2 (5.4 ) 0 

  Anal fistula 1 (2.7 ) 1 (2.7 ) 0 

  Diarrhoea 1 (2.7 ) 0 0 

  Stomatitis 1 (2.7 ) 1 (2.7 ) 0 

General disorders and administration 
site conditions 

   

  -Total 16 (43.2) 4 (10.8) 1 (2.7 ) 

  Pyrexia 14 (37.8) 3 (8.1 ) 0 

  Drug withdrawal syndrome 1 (2.7 ) 1 (2.7 ) 0 

  General physical health deterioration 1 (2.7 ) 0 0 

  Multiple organ dysfunction syndrome 1 (2.7 ) 0 1 (2.7 ) 

Hepatobiliary disorders    

  -Total 2 (5.4 ) 0 2 (5.4 ) 

  Hepatosplenomegaly 1 (2.7 ) 0 1 (2.7 ) 

  Hepatotoxicity 1 (2.7 ) 0 1 (2.7 ) 

Immune system disorders    

  -Total 16 (43.2) 3 (8.1 ) 8 (21.6) 

  Cytokine release syndrome 15 (40.5) 2 (5.4 ) 8 (21.6) 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haemophagocytic 
lymphohistiocytosis 

2 (5.4 ) 1 (2.7 ) 0 

Infections and infestations    

  -Total 15 (40.5) 10 (27.0) 3 (8.1 ) 

  Pneumonia 3 (8.1 ) 1 (2.7 ) 0 

  Bacteraemia 2 (5.4 ) 2 (5.4 ) 0 

  Cellulitis 2 (5.4 ) 1 (2.7 ) 0 

  Device related infection 2 (5.4 ) 2 (5.4 ) 0 

  Sepsis 2 (5.4 ) 0 2 (5.4 ) 

  Alternaria infection 1 (2.7 ) 1 (2.7 ) 0 

  Anal fistula infection 1 (2.7 ) 0 0 

  Aspergillus infection 1 (2.7 ) 1 (2.7 ) 0 

  Bacterial infection 1 (2.7 ) 1 (2.7 ) 0 

  Bronchopulmonary aspergillosis 1 (2.7 ) 1 (2.7 ) 0 

  Candida infection 1 (2.7 ) 1 (2.7 ) 0 

  Central nervous system infection 1 (2.7 ) 0 1 (2.7 ) 

  Enterococcal bacteraemia 1 (2.7 ) 1 (2.7 ) 0 

  Enterococcal infection 1 (2.7 ) 1 (2.7 ) 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Escherichia bacteraemia 1 (2.7 ) 0 1 (2.7 ) 

  Herpes zoster 1 (2.7 ) 0 0 

  Meningitis aseptic 1 (2.7 ) 1 (2.7 ) 0 

  Periorbital cellulitis 1 (2.7 ) 1 (2.7 ) 0 

  Pneumonia fungal 1 (2.7 ) 1 (2.7 ) 0 

  Rotavirus infection 1 (2.7 ) 0 0 

  Sinusitis 1 (2.7 ) 1 (2.7 ) 0 

  Staphylococcal bacteraemia 1 (2.7 ) 1 (2.7 ) 0 

  Staphylococcal infection 1 (2.7 ) 1 (2.7 ) 0 

  Streptococcal bacteraemia 1 (2.7 ) 1 (2.7 ) 0 

  Tooth abscess 1 (2.7 ) 1 (2.7 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (5.4 ) 1 (2.7 ) 0 

  Allergic transfusion reaction 1 (2.7 ) 1 (2.7 ) 0 

  Splinter 1 (2.7 ) 0 0 

Investigations    

  -Total 3 (8.1 ) 1 (2.7 ) 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood fibrinogen decreased 1 (2.7 ) 1 (2.7 ) 0 

  Chest x-ray abnormal 1 (2.7 ) 0 0 

  Influenza a virus test positive 1 (2.7 ) 0 0 

Metabolism and nutrition disorders    

  -Total 3 (8.1 ) 1 (2.7 ) 1 (2.7 ) 

  Dehydration 2 (5.4 ) 1 (2.7 ) 0 

  Hypernatraemia 1 (2.7 ) 0 0 

  Hypokalaemia 1 (2.7 ) 0 0 

  Tumour lysis syndrome 1 (2.7 ) 0 1 (2.7 ) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 5 (13.5) 1 (2.7 ) 4 (10.8) 

  Acute lymphocytic leukaemia 2 (5.4 ) 0 2 (5.4 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (2.7 ) 1 (2.7 ) 0 

  B precursor type acute leukaemia 1 (2.7 ) 0 1 (2.7 ) 

  Leukaemia 1 (2.7 ) 0 1 (2.7 ) 

Nervous system disorders    

  -Total 6 (16.2) 4 (10.8) 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Seizure 3 (8.1 ) 2 (5.4 ) 0 

  Depressed level of consciousness 1 (2.7 ) 1 (2.7 ) 0 

  Dysarthria 1 (2.7 ) 0 0 

  Encephalopathy 1 (2.7 ) 1 (2.7 ) 0 

  Facial paralysis 1 (2.7 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.7 ) 1 (2.7 ) 0 

  Status epilepticus 1 (2.7 ) 0 0 

  Tremor 1 (2.7 ) 0 0 

Psychiatric disorders    

  -Total 2 (5.4 ) 1 (2.7 ) 0 

  Agitation 1 (2.7 ) 1 (2.7 ) 0 

  Confusional state 1 (2.7 ) 1 (2.7 ) 0 

  Irritability 1 (2.7 ) 0 0 

Renal and urinary disorders    

  -Total 1 (2.7 ) 1 (2.7 ) 0 

  Renal impairment 1 (2.7 ) 1 (2.7 ) 0 

Respiratory, thoracic and mediastinal 
disorders 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (5.4 ) 0 0 

  Hypoxia 2 (5.4 ) 0 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (2.7 ) 0 0 

  Eczema 1 (2.7 ) 0 0 

Vascular disorders    

  -Total 2 (5.4 ) 0 1 (2.7 ) 

  Hypertension 1 (2.7 ) 0 0 

  Hypotension 1 (2.7 ) 0 1 (2.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 152a 

Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

16 (84.2) 7 (36.8) 9 (47.4) 

Blood and lymphatic system disorders    

  -Total 5 (26.3) 4 (21.1) 0 

  Febrile neutropenia 4 (21.1) 3 (15.8) 0 

  Anaemia 1 (5.3 ) 1 (5.3 ) 0 

  Bone marrow failure 1 (5.3 ) 1 (5.3 ) 0 

Cardiac disorders    

  -Total 1 (5.3 ) 0 0 

  Tachycardia 1 (5.3 ) 0 0 

Gastrointestinal disorders    

  -Total 2 (10.5) 1 (5.3 ) 0 

  Dental caries 2 (10.5) 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 1 (5.3 ) 0 0 

  Pyrexia 1 (5.3 ) 0 0 

Hepatobiliary disorders    

  -Total 2 (10.5) 2 (10.5) 0 

  Hepatocellular injury 2 (10.5) 2 (10.5) 0 

Immune system disorders    

  -Total 7 (36.8) 3 (15.8) 3 (15.8) 

  Cytokine release syndrome 7 (36.8) 3 (15.8) 3 (15.8) 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.3 ) 1 (5.3 ) 0 

Infections and infestations    

  -Total 10 (52.6) 5 (26.3) 4 (21.1) 

  Sepsis 3 (15.8) 1 (5.3 ) 2 (10.5) 

  Device related infection 2 (10.5) 2 (10.5) 0 

  Herpes zoster 2 (10.5) 0 0 

  Septic shock 2 (10.5) 0 2 (10.5) 

  Bacterial infection 1 (5.3 ) 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bronchopulmonary aspergillosis 1 (5.3 ) 0 0 

  Neutropenic infection 1 (5.3 ) 1 (5.3 ) 0 

  Periorbital cellulitis 1 (5.3 ) 1 (5.3 ) 0 

  Pneumonia 1 (5.3 ) 1 (5.3 ) 0 

  Varicella 1 (5.3 ) 1 (5.3 ) 0 

  Viral upper respiratory tract infection 1 (5.3 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Infusion related reaction 1 (5.3 ) 1 (5.3 ) 0 

Investigations    

  -Total 1 (5.3 ) 0 1 (5.3 ) 

  Platelet count decreased 1 (5.3 ) 0 1 (5.3 ) 

Metabolism and nutrition disorders    

  -Total 2 (10.5) 1 (5.3 ) 0 

  Hyponatraemia 1 (5.3 ) 0 0 

  Lactic acidosis 1 (5.3 ) 1 (5.3 ) 0 

Musculoskeletal and connective tissue 
disorders 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (10.5) 1 (5.3 ) 0 

  Arthralgia 1 (5.3 ) 1 (5.3 ) 0 

  Muscular weakness 1 (5.3 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.3 ) 1 (5.3 ) 0 

Nervous system disorders    

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Depressed level of consciousness 1 (5.3 ) 1 (5.3 ) 0 

  Encephalopathy 1 (5.3 ) 1 (5.3 ) 0 

  Lethargy 1 (5.3 ) 0 0 

  Speech disorder 1 (5.3 ) 0 0 

Psychiatric disorders    

  -Total 3 (15.8) 2 (10.5) 0 

  Abnormal behaviour 1 (5.3 ) 1 (5.3 ) 0 

  Confusional state 1 (5.3 ) 1 (5.3 ) 0 

  Depression 1 (5.3 ) 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Disorientation 1 (5.3 ) 0 0 

  Hallucination 1 (5.3 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (5.3 ) 0 1 (5.3 ) 

  Pneumonia aspiration 1 (5.3 ) 0 1 (5.3 ) 

Vascular disorders    

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Jugular vein thrombosis 1 (5.3 ) 1 (5.3 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 152a 

Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

16 (88.9) 8 (44.4) 7 (38.9) 

Blood and lymphatic system disorders    

  -Total 5 (27.8) 4 (22.2) 1 (5.6 ) 

  Febrile neutropenia 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Bone marrow failure 1 (5.6 ) 1 (5.6 ) 0 

  Thrombocytopenia 1 (5.6 ) 1 (5.6 ) 0 

Cardiac disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Coronary artery dilatation 1 (5.6 ) 1 (5.6 ) 0 

Gastrointestinal disorders    

  -Total 1 (5.6 ) 0 1 (5.6 ) 



  

  

2103 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Gastrointestinal haemorrhage 1 (5.6 ) 0 1 (5.6 ) 

General disorders and administration 
site conditions 

   

  -Total 1 (5.6 ) 0 0 

  Pyrexia 1 (5.6 ) 0 0 

Immune system disorders    

  -Total 6 (33.3) 2 (11.1) 2 (11.1) 

  Cytokine release syndrome 6 (33.3) 2 (11.1) 2 (11.1) 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 1 (5.6 ) 0 

Infections and infestations    

  -Total 10 (55.6) 7 (38.9) 3 (16.7) 

  Pneumonia 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Neutropenic infection 2 (11.1) 2 (11.1) 0 

  Cellulitis orbital 1 (5.6 ) 1 (5.6 ) 0 

  Central nervous system infection 1 (5.6 ) 0 1 (5.6 ) 

  Cerebral fungal infection 1 (5.6 ) 0 1 (5.6 ) 

  Herpes zoster 1 (5.6 ) 0 0 

  Infection 1 (5.6 ) 1 (5.6 ) 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Influenza 1 (5.6 ) 1 (5.6 ) 0 

  Listeria sepsis 1 (5.6 ) 0 1 (5.6 ) 

  Pneumonia haemophilus 1 (5.6 ) 1 (5.6 ) 0 

  Respiratory syncytial virus infection 1 (5.6 ) 1 (5.6 ) 0 

  Sepsis 1 (5.6 ) 1 (5.6 ) 0 

  Septic shock 1 (5.6 ) 1 (5.6 ) 0 

  Tonsillitis 1 (5.6 ) 1 (5.6 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Toxicity to various agents 1 (5.6 ) 1 (5.6 ) 0 

Investigations    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Immunoglobulins decreased 1 (5.6 ) 0 1 (5.6 ) 

Metabolism and nutrition disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Tumour lysis syndrome 1 (5.6 ) 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Joint effusion 1 (5.6 ) 1 (5.6 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 0 1 (5.6 ) 

  Neoplasm progression 1 (5.6 ) 1 (5.6 ) 0 

Nervous system disorders    

  -Total 6 (33.3) 3 (16.7) 2 (11.1) 

  Dyskinesia 1 (5.6 ) 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 0 1 (5.6 ) 

  Intracranial pressure increased 1 (5.6 ) 0 1 (5.6 ) 

  Neurological symptom 1 (5.6 ) 1 (5.6 ) 0 

  Partial seizures 1 (5.6 ) 0 0 

  Somnolence 1 (5.6 ) 1 (5.6 ) 0 

Product issues    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Manufacturing product shipping issue 1 (5.6 ) 0 1 (5.6 ) 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Renal and urinary disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Acute kidney injury 1 (5.6 ) 1 (5.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 152b 

Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

38 (86.4) 13 (29.5) 22 (50.0) 

Blood and lymphatic system disorders    

  -Total 11 (25.0) 8 (18.2) 2 (4.5 ) 

  Febrile neutropenia 8 (18.2) 6 (13.6) 1 (2.3 ) 

  Neutropenia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 

  Anaemia 1 (2.3 ) 1 (2.3 ) 0 

  Bone marrow failure 1 (2.3 ) 1 (2.3 ) 0 

  Thrombocytopenia 1 (2.3 ) 1 (2.3 ) 0 

Cardiac disorders    

  -Total 5 (11.4) 3 (6.8 ) 1 (2.3 ) 

  Tachycardia 2 (4.5 ) 1 (2.3 ) 0 

  Coronary artery dilatation 1 (2.3 ) 1 (2.3 ) 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Left ventricular dysfunction 1 (2.3 ) 1 (2.3 ) 0 

  Pericardial effusion 1 (2.3 ) 0 1 (2.3 ) 

Gastrointestinal disorders    

  -Total 2 (4.5 ) 0 1 (2.3 ) 

  Dental caries 1 (2.3 ) 0 0 

  Gastrointestinal haemorrhage 1 (2.3 ) 0 1 (2.3 ) 

General disorders and administration 
site conditions 

   

  -Total 11 (25.0) 3 (6.8 ) 0 

  Pyrexia 11 (25.0) 3 (6.8 ) 0 

Hepatobiliary disorders    

  -Total 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 

  Hepatocellular injury 1 (2.3 ) 1 (2.3 ) 0 

  Hepatosplenomegaly 1 (2.3 ) 0 1 (2.3 ) 

Immune system disorders    

  -Total 17 (38.6) 4 (9.1 ) 9 (20.5) 

  Cytokine release syndrome 16 (36.4) 4 (9.1 ) 9 (20.5) 

  Haemophagocytic 
lymphohistiocytosis 

2 (4.5 ) 1 (2.3 ) 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

  -Total 19 (43.2) 11 (25.0) 6 (13.6) 

  Pneumonia 4 (9.1 ) 3 (6.8 ) 0 

  Sepsis 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 

  Device related infection 3 (6.8 ) 3 (6.8 ) 0 

  Herpes zoster 3 (6.8 ) 0 0 

  Neutropenic infection 2 (4.5 ) 2 (4.5 ) 0 

  Anal fistula infection 1 (2.3 ) 0 0 

  Bacteraemia 1 (2.3 ) 1 (2.3 ) 0 

  Bacterial infection 1 (2.3 ) 1 (2.3 ) 0 

  Cellulitis 1 (2.3 ) 0 0 

  Central nervous system infection 1 (2.3 ) 0 1 (2.3 ) 

  Cerebral fungal infection 1 (2.3 ) 0 1 (2.3 ) 

  Enterococcal bacteraemia 1 (2.3 ) 1 (2.3 ) 0 

  Escherichia bacteraemia 1 (2.3 ) 0 1 (2.3 ) 

  Infection 1 (2.3 ) 1 (2.3 ) 0 

  Influenza 1 (2.3 ) 1 (2.3 ) 0 

  Listeria sepsis 1 (2.3 ) 0 1 (2.3 ) 



  

  

2110 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Periorbital cellulitis 1 (2.3 ) 1 (2.3 ) 0 

  Pneumonia haemophilus 1 (2.3 ) 1 (2.3 ) 0 

  Respiratory syncytial virus infection 1 (2.3 ) 1 (2.3 ) 0 

  Septic shock 1 (2.3 ) 0 1 (2.3 ) 

  Staphylococcal bacteraemia 1 (2.3 ) 1 (2.3 ) 0 

  Streptococcal bacteraemia 1 (2.3 ) 1 (2.3 ) 0 

  Tonsillitis 1 (2.3 ) 1 (2.3 ) 0 

  Viral upper respiratory tract infection 1 (2.3 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (4.5 ) 2 (4.5 ) 0 

  Allergic transfusion reaction 1 (2.3 ) 1 (2.3 ) 0 

  Infusion related reaction 1 (2.3 ) 1 (2.3 ) 0 

Investigations    

  -Total 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 

  Blood fibrinogen decreased 1 (2.3 ) 1 (2.3 ) 0 

  Immunoglobulins decreased 1 (2.3 ) 0 1 (2.3 ) 

  Platelet count decreased 1 (2.3 ) 0 1 (2.3 ) 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders    

  -Total 5 (11.4) 2 (4.5 ) 1 (2.3 ) 

  Tumour lysis syndrome 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 

  Dehydration 1 (2.3 ) 0 0 

  Hyponatraemia 1 (2.3 ) 0 0 

  Lactic acidosis 1 (2.3 ) 1 (2.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (4.5 ) 1 (2.3 ) 0 

  Arthralgia 1 (2.3 ) 1 (2.3 ) 0 

  Muscular weakness 1 (2.3 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 6 (13.6) 2 (4.5 ) 4 (9.1 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 

  Acute lymphocytic leukaemia 1 (2.3 ) 0 1 (2.3 ) 

  B precursor type acute leukaemia 1 (2.3 ) 0 1 (2.3 ) 

  Leukaemia 1 (2.3 ) 0 1 (2.3 ) 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neoplasm progression 1 (2.3 ) 1 (2.3 ) 0 

Nervous system disorders    

  -Total 9 (20.5) 7 (15.9) 1 (2.3 ) 

  Seizure 3 (6.8 ) 2 (4.5 ) 0 

  Depressed level of consciousness 2 (4.5 ) 2 (4.5 ) 0 

  Encephalopathy 2 (4.5 ) 2 (4.5 ) 0 

  Dyskinesia 1 (2.3 ) 1 (2.3 ) 0 

  Intracranial pressure increased 1 (2.3 ) 0 1 (2.3 ) 

  Lethargy 1 (2.3 ) 0 0 

  Neurological symptom 1 (2.3 ) 1 (2.3 ) 0 

  Partial seizures 1 (2.3 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.3 ) 1 (2.3 ) 0 

  Speech disorder 1 (2.3 ) 0 0 

  Status epilepticus 1 (2.3 ) 0 0 

Product issues    

  -Total 1 (2.3 ) 0 1 (2.3 ) 

  Manufacturing product shipping issue 1 (2.3 ) 0 1 (2.3 ) 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Psychiatric disorders    

  -Total 3 (6.8 ) 3 (6.8 ) 0 

  Confusional state 2 (4.5 ) 2 (4.5 ) 0 

  Abnormal behaviour 1 (2.3 ) 1 (2.3 ) 0 

  Agitation 1 (2.3 ) 1 (2.3 ) 0 

  Depression 1 (2.3 ) 1 (2.3 ) 0 

Renal and urinary disorders    

  -Total 1 (2.3 ) 1 (2.3 ) 0 

  Acute kidney injury 1 (2.3 ) 1 (2.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (2.3 ) 0 1 (2.3 ) 

  Pneumonia aspiration 1 (2.3 ) 0 1 (2.3 ) 

Vascular disorders    

  -Total 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 

  Hypotension 1 (2.3 ) 0 1 (2.3 ) 

  Jugular vein thrombosis 1 (2.3 ) 1 (2.3 ) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t152_gd_b2001x.sas@@/main/1 25JUN21:16:51                                        Final 

 
  



  

  

2115 

 



  

  

2116 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 152b 

Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

25 (83.3) 12 (40.0) 11 (36.7) 

Blood and lymphatic system disorders    

  -Total 7 (23.3) 4 (13.3) 2 (6.7 ) 

  Febrile neutropenia 5 (16.7) 4 (13.3) 0 

  Neutropenia 2 (6.7 ) 0 2 (6.7 ) 

  Bone marrow failure 1 (3.3 ) 1 (3.3 ) 0 

  Leukocytosis 1 (3.3 ) 0 0 

Cardiac disorders    

  -Total 1 (3.3 ) 0 0 

  Tachycardia 1 (3.3 ) 0 0 

Gastrointestinal disorders    

  -Total 4 (13.3) 3 (10.0) 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal fistula 1 (3.3 ) 1 (3.3 ) 0 

  Dental caries 1 (3.3 ) 1 (3.3 ) 0 

  Diarrhoea 1 (3.3 ) 0 0 

  Stomatitis 1 (3.3 ) 1 (3.3 ) 0 

General disorders and administration 
site conditions 

   

  -Total 7 (23.3) 1 (3.3 ) 1 (3.3 ) 

  Pyrexia 5 (16.7) 0 0 

  Drug withdrawal syndrome 1 (3.3 ) 1 (3.3 ) 0 

  General physical health deterioration 1 (3.3 ) 0 0 

  Multiple organ dysfunction syndrome 1 (3.3 ) 0 1 (3.3 ) 

Hepatobiliary disorders    

  -Total 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Hepatocellular injury 1 (3.3 ) 1 (3.3 ) 0 

  Hepatotoxicity 1 (3.3 ) 0 1 (3.3 ) 

Immune system disorders    

  -Total 12 (40.0) 4 (13.3) 4 (13.3) 

  Cytokine release syndrome 12 (40.0) 3 (10.0) 4 (13.3) 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haemophagocytic 
lymphohistiocytosis 

2 (6.7 ) 2 (6.7 ) 0 

Infections and infestations    

  -Total 16 (53.3) 11 (36.7) 4 (13.3) 

  Pneumonia 3 (10.0) 1 (3.3 ) 1 (3.3 ) 

  Bronchopulmonary aspergillosis 2 (6.7 ) 1 (3.3 ) 0 

  Sepsis 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Septic shock 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Alternaria infection 1 (3.3 ) 1 (3.3 ) 0 

  Aspergillus infection 1 (3.3 ) 1 (3.3 ) 0 

  Bacteraemia 1 (3.3 ) 1 (3.3 ) 0 

  Bacterial infection 1 (3.3 ) 1 (3.3 ) 0 

  Candida infection 1 (3.3 ) 1 (3.3 ) 0 

  Cellulitis 1 (3.3 ) 1 (3.3 ) 0 

  Cellulitis orbital 1 (3.3 ) 1 (3.3 ) 0 

  Central nervous system infection 1 (3.3 ) 0 1 (3.3 ) 

  Device related infection 1 (3.3 ) 1 (3.3 ) 0 

  Enterococcal infection 1 (3.3 ) 1 (3.3 ) 0 



  

  

2119 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Herpes zoster 1 (3.3 ) 0 0 

  Meningitis aseptic 1 (3.3 ) 1 (3.3 ) 0 

  Neutropenic infection 1 (3.3 ) 1 (3.3 ) 0 

  Periorbital cellulitis 1 (3.3 ) 1 (3.3 ) 0 

  Pneumonia fungal 1 (3.3 ) 1 (3.3 ) 0 

  Rotavirus infection 1 (3.3 ) 0 0 

  Sinusitis 1 (3.3 ) 1 (3.3 ) 0 

  Staphylococcal infection 1 (3.3 ) 1 (3.3 ) 0 

  Tooth abscess 1 (3.3 ) 1 (3.3 ) 0 

  Varicella 1 (3.3 ) 1 (3.3 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (6.7 ) 1 (3.3 ) 0 

  Splinter 1 (3.3 ) 0 0 

  Toxicity to various agents 1 (3.3 ) 1 (3.3 ) 0 

Investigations    

  -Total 2 (6.7 ) 0 0 

  Chest x-ray abnormal 1 (3.3 ) 0 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Influenza a virus test positive 1 (3.3 ) 0 0 

Metabolism and nutrition disorders    

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Dehydration 1 (3.3 ) 1 (3.3 ) 0 

  Hypernatraemia 1 (3.3 ) 0 0 

  Hypokalaemia 1 (3.3 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Joint effusion 1 (3.3 ) 1 (3.3 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Acute lymphocytic leukaemia 1 (3.3 ) 0 1 (3.3 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.3 ) 1 (3.3 ) 0 

Nervous system disorders    

  -Total 4 (13.3) 1 (3.3 ) 1 (3.3 ) 

  Dysarthria 1 (3.3 ) 0 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Encephalopathy 1 (3.3 ) 0 1 (3.3 ) 

  Facial paralysis 1 (3.3 ) 0 0 

  Somnolence 1 (3.3 ) 1 (3.3 ) 0 

  Tremor 1 (3.3 ) 0 0 

Psychiatric disorders    

  -Total 2 (6.7 ) 0 0 

  Disorientation 1 (3.3 ) 0 0 

  Hallucination 1 (3.3 ) 0 0 

  Irritability 1 (3.3 ) 0 0 

Renal and urinary disorders    

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Renal impairment 1 (3.3 ) 1 (3.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (6.7 ) 0 0 

  Hypoxia 2 (6.7 ) 0 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (3.3 ) 0 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Eczema 1 (3.3 ) 0 0 

Vascular disorders    

  -Total 1 (3.3 ) 0 0 

  Hypertension 1 (3.3 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 152c 

Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 1 (100) 0 

Blood and lymphatic system disorders    

  -Total 1 (100) 1 (100) 0 

  Febrile neutropenia 1 (100) 1 (100) 0 

Immune system disorders    

  -Total 1 (100) 1 (100) 0 

  Cytokine release syndrome 1 (100) 1 (100) 0 

Metabolism and nutrition disorders    

  -Total 1 (100) 0 0 

  Hyponatraemia 1 (100) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 152c 

Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

62 (84.9) 24 (32.9) 33 (45.2) 

Blood and lymphatic system disorders    

  -Total 17 (23.3) 11 (15.1) 4 (5.5 ) 

  Febrile neutropenia 12 (16.4) 9 (12.3) 1 (1.4 ) 

  Neutropenia 4 (5.5 ) 1 (1.4 ) 3 (4.1 ) 

  Bone marrow failure 2 (2.7 ) 2 (2.7 ) 0 

  Anaemia 1 (1.4 ) 1 (1.4 ) 0 

  Leukocytosis 1 (1.4 ) 0 0 

  Thrombocytopenia 1 (1.4 ) 1 (1.4 ) 0 

Cardiac disorders    

  -Total 6 (8.2 ) 3 (4.1 ) 1 (1.4 ) 

  Tachycardia 3 (4.1 ) 1 (1.4 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Coronary artery dilatation 1 (1.4 ) 1 (1.4 ) 0 

  Left ventricular dysfunction 1 (1.4 ) 1 (1.4 ) 0 

  Pericardial effusion 1 (1.4 ) 0 1 (1.4 ) 

Gastrointestinal disorders    

  -Total 6 (8.2 ) 3 (4.1 ) 1 (1.4 ) 

  Dental caries 2 (2.7 ) 1 (1.4 ) 0 

  Anal fistula 1 (1.4 ) 1 (1.4 ) 0 

  Diarrhoea 1 (1.4 ) 0 0 

  Gastrointestinal haemorrhage 1 (1.4 ) 0 1 (1.4 ) 

  Stomatitis 1 (1.4 ) 1 (1.4 ) 0 

General disorders and administration 
site conditions 

   

  -Total 18 (24.7) 4 (5.5 ) 1 (1.4 ) 

  Pyrexia 16 (21.9) 3 (4.1 ) 0 

  Drug withdrawal syndrome 1 (1.4 ) 1 (1.4 ) 0 

  General physical health deterioration 1 (1.4 ) 0 0 

  Multiple organ dysfunction syndrome 1 (1.4 ) 0 1 (1.4 ) 

Hepatobiliary disorders    

  -Total 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hepatocellular injury 2 (2.7 ) 2 (2.7 ) 0 

  Hepatosplenomegaly 1 (1.4 ) 0 1 (1.4 ) 

  Hepatotoxicity 1 (1.4 ) 0 1 (1.4 ) 

Immune system disorders    

  -Total 28 (38.4) 7 (9.6 ) 13 (17.8) 

  Cytokine release syndrome 27 (37.0) 6 (8.2 ) 13 (17.8) 

  Haemophagocytic 
lymphohistiocytosis 

4 (5.5 ) 3 (4.1 ) 0 

Infections and infestations    

  -Total 35 (47.9) 22 (30.1) 10 (13.7) 

  Pneumonia 7 (9.6 ) 4 (5.5 ) 1 (1.4 ) 

  Sepsis 6 (8.2 ) 2 (2.7 ) 4 (5.5 ) 

  Device related infection 4 (5.5 ) 4 (5.5 ) 0 

  Herpes zoster 4 (5.5 ) 0 0 

  Neutropenic infection 3 (4.1 ) 3 (4.1 ) 0 

  Septic shock 3 (4.1 ) 1 (1.4 ) 2 (2.7 ) 

  Bacteraemia 2 (2.7 ) 2 (2.7 ) 0 

  Bacterial infection 2 (2.7 ) 2 (2.7 ) 0 

  Bronchopulmonary aspergillosis 2 (2.7 ) 1 (1.4 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis 2 (2.7 ) 1 (1.4 ) 0 

  Central nervous system infection 2 (2.7 ) 0 2 (2.7 ) 

  Periorbital cellulitis 2 (2.7 ) 2 (2.7 ) 0 

  Alternaria infection 1 (1.4 ) 1 (1.4 ) 0 

  Anal fistula infection 1 (1.4 ) 0 0 

  Aspergillus infection 1 (1.4 ) 1 (1.4 ) 0 

  Candida infection 1 (1.4 ) 1 (1.4 ) 0 

  Cellulitis orbital 1 (1.4 ) 1 (1.4 ) 0 

  Cerebral fungal infection 1 (1.4 ) 0 1 (1.4 ) 

  Enterococcal bacteraemia 1 (1.4 ) 1 (1.4 ) 0 

  Enterococcal infection 1 (1.4 ) 1 (1.4 ) 0 

  Escherichia bacteraemia 1 (1.4 ) 0 1 (1.4 ) 

  Infection 1 (1.4 ) 1 (1.4 ) 0 

  Influenza 1 (1.4 ) 1 (1.4 ) 0 

  Listeria sepsis 1 (1.4 ) 0 1 (1.4 ) 

  Meningitis aseptic 1 (1.4 ) 1 (1.4 ) 0 

  Pneumonia fungal 1 (1.4 ) 1 (1.4 ) 0 

  Pneumonia haemophilus 1 (1.4 ) 1 (1.4 ) 0 

  Respiratory syncytial virus infection 1 (1.4 ) 1 (1.4 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rotavirus infection 1 (1.4 ) 0 0 

  Sinusitis 1 (1.4 ) 1 (1.4 ) 0 

  Staphylococcal bacteraemia 1 (1.4 ) 1 (1.4 ) 0 

  Staphylococcal infection 1 (1.4 ) 1 (1.4 ) 0 

  Streptococcal bacteraemia 1 (1.4 ) 1 (1.4 ) 0 

  Tonsillitis 1 (1.4 ) 1 (1.4 ) 0 

  Tooth abscess 1 (1.4 ) 1 (1.4 ) 0 

  Varicella 1 (1.4 ) 1 (1.4 ) 0 

  Viral upper respiratory tract infection 1 (1.4 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 4 (5.5 ) 3 (4.1 ) 0 

  Allergic transfusion reaction 1 (1.4 ) 1 (1.4 ) 0 

  Infusion related reaction 1 (1.4 ) 1 (1.4 ) 0 

  Splinter 1 (1.4 ) 0 0 

  Toxicity to various agents 1 (1.4 ) 1 (1.4 ) 0 

Investigations    

  -Total 5 (6.8 ) 1 (1.4 ) 2 (2.7 ) 

  Blood fibrinogen decreased 1 (1.4 ) 1 (1.4 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Chest x-ray abnormal 1 (1.4 ) 0 0 

  Immunoglobulins decreased 1 (1.4 ) 0 1 (1.4 ) 

  Influenza a virus test positive 1 (1.4 ) 0 0 

  Platelet count decreased 1 (1.4 ) 0 1 (1.4 ) 

Metabolism and nutrition disorders    

  -Total 5 (6.8 ) 3 (4.1 ) 1 (1.4 ) 

  Dehydration 2 (2.7 ) 1 (1.4 ) 0 

  Tumour lysis syndrome 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 

  Hypernatraemia 1 (1.4 ) 0 0 

  Hypokalaemia 1 (1.4 ) 0 0 

  Lactic acidosis 1 (1.4 ) 1 (1.4 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 3 (4.1 ) 2 (2.7 ) 0 

  Arthralgia 1 (1.4 ) 1 (1.4 ) 0 

  Joint effusion 1 (1.4 ) 1 (1.4 ) 0 

  Muscular weakness 1 (1.4 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   



  

  

2132 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 8 (11.0) 3 (4.1 ) 5 (6.8 ) 

  Acute lymphocytic leukaemia 
recurrent 

3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 

  Acute lymphocytic leukaemia 2 (2.7 ) 0 2 (2.7 ) 

  B precursor type acute leukaemia 1 (1.4 ) 0 1 (1.4 ) 

  Leukaemia 1 (1.4 ) 0 1 (1.4 ) 

  Neoplasm progression 1 (1.4 ) 1 (1.4 ) 0 

Nervous system disorders    

  -Total 13 (17.8) 8 (11.0) 2 (2.7 ) 

  Encephalopathy 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 

  Seizure 3 (4.1 ) 2 (2.7 ) 0 

  Depressed level of consciousness 2 (2.7 ) 2 (2.7 ) 0 

  Dysarthria 1 (1.4 ) 0 0 

  Dyskinesia 1 (1.4 ) 1 (1.4 ) 0 

  Facial paralysis 1 (1.4 ) 0 0 

  Intracranial pressure increased 1 (1.4 ) 0 1 (1.4 ) 

  Lethargy 1 (1.4 ) 0 0 

  Neurological symptom 1 (1.4 ) 1 (1.4 ) 0 

  Partial seizures 1 (1.4 ) 0 0 



  

  

2133 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Posterior reversible encephalopathy 
syndrome 

1 (1.4 ) 1 (1.4 ) 0 

  Somnolence 1 (1.4 ) 1 (1.4 ) 0 

  Speech disorder 1 (1.4 ) 0 0 

  Status epilepticus 1 (1.4 ) 0 0 

  Tremor 1 (1.4 ) 0 0 

Product issues    

  -Total 1 (1.4 ) 0 1 (1.4 ) 

  Manufacturing product shipping issue 1 (1.4 ) 0 1 (1.4 ) 

Psychiatric disorders    

  -Total 5 (6.8 ) 3 (4.1 ) 0 

  Confusional state 2 (2.7 ) 2 (2.7 ) 0 

  Abnormal behaviour 1 (1.4 ) 1 (1.4 ) 0 

  Agitation 1 (1.4 ) 1 (1.4 ) 0 

  Depression 1 (1.4 ) 1 (1.4 ) 0 

  Disorientation 1 (1.4 ) 0 0 

  Hallucination 1 (1.4 ) 0 0 

  Irritability 1 (1.4 ) 0 0 

Renal and urinary disorders    



  

  

2134 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (2.7 ) 2 (2.7 ) 0 

  Acute kidney injury 1 (1.4 ) 1 (1.4 ) 0 

  Renal impairment 1 (1.4 ) 1 (1.4 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (4.1 ) 0 1 (1.4 ) 

  Hypoxia 2 (2.7 ) 0 0 

  Pneumonia aspiration 1 (1.4 ) 0 1 (1.4 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (1.4 ) 0 0 

  Eczema 1 (1.4 ) 0 0 

Vascular disorders    

  -Total 3 (4.1 ) 1 (1.4 ) 1 (1.4 ) 

  Hypertension 1 (1.4 ) 0 0 

  Hypotension 1 (1.4 ) 0 1 (1.4 ) 

  Jugular vein thrombosis 1 (1.4 ) 1 (1.4 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 



  

  

2135 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 152d => Seri ous  adverse events at anyti me post-enroll ment by primar y system organ class, preferred ter m, maxi mum CTC gr ade and R egion (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                               
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 152d 

Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

44 (83.0) 18 (34.0) 21 (39.6) 

Blood and lymphatic system disorders    

  -Total 8 (15.1) 8 (15.1) 0 

  Febrile neutropenia 6 (11.3) 6 (11.3) 0 

  Bone marrow failure 2 (3.8 ) 2 (3.8 ) 0 

Cardiac disorders    

  -Total 3 (5.7 ) 2 (3.8 ) 0 

  Tachycardia 2 (3.8 ) 1 (1.9 ) 0 

  Coronary artery dilatation 1 (1.9 ) 1 (1.9 ) 0 

Gastrointestinal disorders    

  -Total 4 (7.5 ) 2 (3.8 ) 1 (1.9 ) 

  Dental caries 2 (3.8 ) 1 (1.9 ) 0 



  

  

2137 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastrointestinal haemorrhage 1 (1.9 ) 0 1 (1.9 ) 

  Stomatitis 1 (1.9 ) 1 (1.9 ) 0 

General disorders and administration 
site conditions 

   

  -Total 9 (17.0) 1 (1.9 ) 1 (1.9 ) 

  Pyrexia 7 (13.2) 0 0 

  Drug withdrawal syndrome 1 (1.9 ) 1 (1.9 ) 0 

  General physical health deterioration 1 (1.9 ) 0 0 

  Multiple organ dysfunction syndrome 1 (1.9 ) 0 1 (1.9 ) 

Hepatobiliary disorders    

  -Total 2 (3.8 ) 2 (3.8 ) 0 

  Hepatocellular injury 2 (3.8 ) 2 (3.8 ) 0 

Immune system disorders    

  -Total 21 (39.6) 6 (11.3) 10 (18.9) 

  Cytokine release syndrome 21 (39.6) 6 (11.3) 10 (18.9) 

  Haemophagocytic 
lymphohistiocytosis 

2 (3.8 ) 2 (3.8 ) 0 

Infections and infestations    

  -Total 25 (47.2) 15 (28.3) 7 (13.2) 



  

  

2138 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Herpes zoster 4 (7.5 ) 0 0 

  Pneumonia 4 (7.5 ) 2 (3.8 ) 1 (1.9 ) 

  Neutropenic infection 3 (5.7 ) 3 (5.7 ) 0 

  Sepsis 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 

  Septic shock 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 

  Bacteraemia 2 (3.8 ) 2 (3.8 ) 0 

  Bronchopulmonary aspergillosis 2 (3.8 ) 1 (1.9 ) 0 

  Central nervous system infection 2 (3.8 ) 0 2 (3.8 ) 

  Device related infection 2 (3.8 ) 2 (3.8 ) 0 

  Cellulitis 1 (1.9 ) 1 (1.9 ) 0 

  Cellulitis orbital 1 (1.9 ) 1 (1.9 ) 0 

  Cerebral fungal infection 1 (1.9 ) 0 1 (1.9 ) 

  Enterococcal bacteraemia 1 (1.9 ) 1 (1.9 ) 0 

  Influenza 1 (1.9 ) 1 (1.9 ) 0 

  Pneumonia haemophilus 1 (1.9 ) 1 (1.9 ) 0 

  Respiratory syncytial virus infection 1 (1.9 ) 1 (1.9 ) 0 

  Rotavirus infection 1 (1.9 ) 0 0 

  Sinusitis 1 (1.9 ) 1 (1.9 ) 0 



  

  

2139 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Staphylococcal bacteraemia 1 (1.9 ) 1 (1.9 ) 0 

  Streptococcal bacteraemia 1 (1.9 ) 1 (1.9 ) 0 

  Tonsillitis 1 (1.9 ) 1 (1.9 ) 0 

  Tooth abscess 1 (1.9 ) 1 (1.9 ) 0 

  Varicella 1 (1.9 ) 1 (1.9 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (1.9 ) 1 (1.9 ) 0 

  Toxicity to various agents 1 (1.9 ) 1 (1.9 ) 0 

Investigations    

  -Total 2 (3.8 ) 0 1 (1.9 ) 

  Chest x-ray abnormal 1 (1.9 ) 0 0 

  Immunoglobulins decreased 1 (1.9 ) 0 1 (1.9 ) 

Metabolism and nutrition disorders    

  -Total 2 (3.8 ) 1 (1.9 ) 0 

  Dehydration 1 (1.9 ) 1 (1.9 ) 0 

  Hypernatraemia 1 (1.9 ) 0 0 

  Hypokalaemia 1 (1.9 ) 0 0 



  

  

2140 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyponatraemia 1 (1.9 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (1.9 ) 1 (1.9 ) 0 

  Joint effusion 1 (1.9 ) 1 (1.9 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 5 (9.4 ) 2 (3.8 ) 3 (5.7 ) 

  Acute lymphocytic leukaemia 
recurrent 

3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 

  Acute lymphocytic leukaemia 2 (3.8 ) 0 2 (3.8 ) 

Nervous system disorders    

  -Total 6 (11.3) 4 (7.5 ) 1 (1.9 ) 

  Seizure 3 (5.7 ) 2 (3.8 ) 0 

  Encephalopathy 1 (1.9 ) 0 1 (1.9 ) 

  Posterior reversible encephalopathy 
syndrome 

1 (1.9 ) 1 (1.9 ) 0 

  Somnolence 1 (1.9 ) 1 (1.9 ) 0 

  Status epilepticus 1 (1.9 ) 0 0 



  

  

2141 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tremor 1 (1.9 ) 0 0 

Psychiatric disorders    

  -Total 3 (5.7 ) 1 (1.9 ) 0 

  Depression 1 (1.9 ) 1 (1.9 ) 0 

  Disorientation 1 (1.9 ) 0 0 

  Hallucination 1 (1.9 ) 0 0 

  Irritability 1 (1.9 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (3.8 ) 0 1 (1.9 ) 

  Hypoxia 1 (1.9 ) 0 0 

  Pneumonia aspiration 1 (1.9 ) 0 1 (1.9 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (1.9 ) 0 0 

  Eczema 1 (1.9 ) 0 0 

Vascular disorders    

  -Total 1 (1.9 ) 0 0 

  Hypertension 1 (1.9 ) 0 0 



  

  

2142 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 152d 

Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

17 (94.4) 7 (38.9) 10 (55.6) 

Blood and lymphatic system disorders    

  -Total 10 (55.6) 4 (22.2) 4 (22.2) 

  Febrile neutropenia 7 (38.9) 4 (22.2) 1 (5.6 ) 

  Neutropenia 4 (22.2) 1 (5.6 ) 3 (16.7) 

  Anaemia 1 (5.6 ) 1 (5.6 ) 0 

  Leukocytosis 1 (5.6 ) 0 0 

  Thrombocytopenia 1 (5.6 ) 1 (5.6 ) 0 

Cardiac disorders    

  -Total 3 (16.7) 1 (5.6 ) 1 (5.6 ) 

  Left ventricular dysfunction 1 (5.6 ) 1 (5.6 ) 0 

  Pericardial effusion 1 (5.6 ) 0 1 (5.6 ) 



  

  

2145 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Tachycardia 1 (5.6 ) 0 0 

Gastrointestinal disorders    

  -Total 2 (11.1) 1 (5.6 ) 0 

  Anal fistula 1 (5.6 ) 1 (5.6 ) 0 

  Diarrhoea 1 (5.6 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 9 (50.0) 3 (16.7) 0 

  Pyrexia 9 (50.0) 3 (16.7) 0 

Hepatobiliary disorders    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Hepatosplenomegaly 1 (5.6 ) 0 1 (5.6 ) 

Immune system disorders    

  -Total 6 (33.3) 2 (11.1) 1 (5.6 ) 

  Cytokine release syndrome 5 (27.8) 1 (5.6 ) 1 (5.6 ) 

  Haemophagocytic 
lymphohistiocytosis 

2 (11.1) 1 (5.6 ) 0 

Infections and infestations    

  -Total 10 (55.6) 7 (38.9) 3 (16.7) 



  

  

2146 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Pneumonia 3 (16.7) 2 (11.1) 0 

  Sepsis 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Bacterial infection 2 (11.1) 2 (11.1) 0 

  Device related infection 2 (11.1) 2 (11.1) 0 

  Periorbital cellulitis 2 (11.1) 2 (11.1) 0 

  Alternaria infection 1 (5.6 ) 1 (5.6 ) 0 

  Anal fistula infection 1 (5.6 ) 0 0 

  Aspergillus infection 1 (5.6 ) 1 (5.6 ) 0 

  Candida infection 1 (5.6 ) 1 (5.6 ) 0 

  Cellulitis 1 (5.6 ) 0 0 

  Enterococcal infection 1 (5.6 ) 1 (5.6 ) 0 

  Escherichia bacteraemia 1 (5.6 ) 0 1 (5.6 ) 

  Infection 1 (5.6 ) 1 (5.6 ) 0 

  Listeria sepsis 1 (5.6 ) 0 1 (5.6 ) 

  Meningitis aseptic 1 (5.6 ) 1 (5.6 ) 0 

  Pneumonia fungal 1 (5.6 ) 1 (5.6 ) 0 

  Staphylococcal infection 1 (5.6 ) 1 (5.6 ) 0 

  Viral upper respiratory tract infection 1 (5.6 ) 0 0 



  

  

2147 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (11.1) 1 (5.6 ) 0 

  Infusion related reaction 1 (5.6 ) 1 (5.6 ) 0 

  Splinter 1 (5.6 ) 0 0 

Investigations    

  -Total 3 (16.7) 1 (5.6 ) 1 (5.6 ) 

  Blood fibrinogen decreased 1 (5.6 ) 1 (5.6 ) 0 

  Influenza a virus test positive 1 (5.6 ) 0 0 

  Platelet count decreased 1 (5.6 ) 0 1 (5.6 ) 

Metabolism and nutrition disorders    

  -Total 3 (16.7) 2 (11.1) 0 

  Dehydration 1 (5.6 ) 0 0 

  Lactic acidosis 1 (5.6 ) 1 (5.6 ) 0 

  Tumour lysis syndrome 1 (5.6 ) 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (11.1) 1 (5.6 ) 0 

  Arthralgia 1 (5.6 ) 1 (5.6 ) 0 



  

  

2148 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Muscular weakness 1 (5.6 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (16.7) 1 (5.6 ) 2 (11.1) 

  B precursor type acute leukaemia 1 (5.6 ) 0 1 (5.6 ) 

  Leukaemia 1 (5.6 ) 0 1 (5.6 ) 

  Neoplasm progression 1 (5.6 ) 1 (5.6 ) 0 

Nervous system disorders    

  -Total 7 (38.9) 4 (22.2) 1 (5.6 ) 

  Depressed level of consciousness 2 (11.1) 2 (11.1) 0 

  Encephalopathy 2 (11.1) 2 (11.1) 0 

  Dysarthria 1 (5.6 ) 0 0 

  Dyskinesia 1 (5.6 ) 1 (5.6 ) 0 

  Facial paralysis 1 (5.6 ) 0 0 

  Intracranial pressure increased 1 (5.6 ) 0 1 (5.6 ) 

  Lethargy 1 (5.6 ) 0 0 

  Neurological symptom 1 (5.6 ) 1 (5.6 ) 0 

  Partial seizures 1 (5.6 ) 0 0 



  

  

2149 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Speech disorder 1 (5.6 ) 0 0 

Product issues    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Manufacturing product shipping issue 1 (5.6 ) 0 1 (5.6 ) 

Psychiatric disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Confusional state 2 (11.1) 2 (11.1) 0 

  Abnormal behaviour 1 (5.6 ) 1 (5.6 ) 0 

  Agitation 1 (5.6 ) 1 (5.6 ) 0 

Renal and urinary disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Acute kidney injury 1 (5.6 ) 1 (5.6 ) 0 

  Renal impairment 1 (5.6 ) 1 (5.6 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (5.6 ) 0 0 

  Hypoxia 1 (5.6 ) 0 0 

Vascular disorders    



  

  

2150 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Hypotension 1 (5.6 ) 0 1 (5.6 ) 

  Jugular vein thrombosis 1 (5.6 ) 1 (5.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 152d 

Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

2 (66.7) 0 2 (66.7) 

Hepatobiliary disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Hepatotoxicity 1 (33.3) 0 1 (33.3) 

Immune system disorders    

  -Total 2 (66.7) 0 2 (66.7) 

  Cytokine release syndrome 2 (66.7) 0 2 (66.7) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Allergic transfusion reaction 1 (33.3) 1 (33.3) 0 



  

  

2152 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Metabolism and nutrition disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Tumour lysis syndrome 1 (33.3) 0 1 (33.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t152_gd_b2001x.sas@@/main/1 25JUN21:16:51                                        Final 

 



  

  

2153 

Tabl e 152e => Seri ous  adverse events at anyti me post-enroll ment by primar y system organ class, preferred ter m, maxi mum CTC gr ade and Prior SCT therapy ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                    
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 152e 

Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

35 (77.8) 13 (28.9) 19 (42.2) 

Blood and lymphatic system disorders    

  -Total 9 (20.0) 6 (13.3) 2 (4.4 ) 

  Febrile neutropenia 7 (15.6) 5 (11.1) 1 (2.2 ) 

  Neutropenia 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 

  Anaemia 1 (2.2 ) 1 (2.2 ) 0 

  Bone marrow failure 1 (2.2 ) 1 (2.2 ) 0 

  Thrombocytopenia 1 (2.2 ) 1 (2.2 ) 0 

Cardiac disorders    

  -Total 2 (4.4 ) 0 1 (2.2 ) 

  Pericardial effusion 1 (2.2 ) 0 1 (2.2 ) 

  Tachycardia 1 (2.2 ) 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders    

  -Total 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 

  Anal fistula 1 (2.2 ) 1 (2.2 ) 0 

  Dental caries 1 (2.2 ) 0 0 

  Gastrointestinal haemorrhage 1 (2.2 ) 0 1 (2.2 ) 

General disorders and administration 
site conditions 

   

  -Total 10 (22.2) 2 (4.4 ) 1 (2.2 ) 

  Pyrexia 9 (20.0) 2 (4.4 ) 0 

  Multiple organ dysfunction syndrome 1 (2.2 ) 0 1 (2.2 ) 

Hepatobiliary disorders    

  -Total 1 (2.2 ) 1 (2.2 ) 0 

  Hepatocellular injury 1 (2.2 ) 1 (2.2 ) 0 

Immune system disorders    

  -Total 13 (28.9) 2 (4.4 ) 5 (11.1) 

  Cytokine release syndrome 12 (26.7) 2 (4.4 ) 5 (11.1) 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.2 ) 0 0 

Infections and infestations    



  

  

2155 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 24 (53.3) 15 (33.3) 7 (15.6) 

  Pneumonia 6 (13.3) 4 (8.9 ) 0 

  Sepsis 4 (8.9 ) 2 (4.4 ) 2 (4.4 ) 

  Bronchopulmonary aspergillosis 2 (4.4 ) 1 (2.2 ) 0 

  Central nervous system infection 2 (4.4 ) 0 2 (4.4 ) 

  Device related infection 2 (4.4 ) 2 (4.4 ) 0 

  Herpes zoster 2 (4.4 ) 0 0 

  Neutropenic infection 2 (4.4 ) 2 (4.4 ) 0 

  Periorbital cellulitis 2 (4.4 ) 2 (4.4 ) 0 

  Septic shock 2 (4.4 ) 0 2 (4.4 ) 

  Bacterial infection 1 (2.2 ) 1 (2.2 ) 0 

  Cellulitis 1 (2.2 ) 1 (2.2 ) 0 

  Cerebral fungal infection 1 (2.2 ) 0 1 (2.2 ) 

  Infection 1 (2.2 ) 1 (2.2 ) 0 

  Listeria sepsis 1 (2.2 ) 0 1 (2.2 ) 

  Pneumonia fungal 1 (2.2 ) 1 (2.2 ) 0 

  Pneumonia haemophilus 1 (2.2 ) 1 (2.2 ) 0 

  Respiratory syncytial virus infection 1 (2.2 ) 1 (2.2 ) 0 



  

  

2156 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinusitis 1 (2.2 ) 1 (2.2 ) 0 

  Staphylococcal infection 1 (2.2 ) 1 (2.2 ) 0 

  Tooth abscess 1 (2.2 ) 1 (2.2 ) 0 

  Varicella 1 (2.2 ) 1 (2.2 ) 0 

  Viral upper respiratory tract infection 1 (2.2 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (4.4 ) 1 (2.2 ) 0 

  Splinter 1 (2.2 ) 0 0 

  Toxicity to various agents 1 (2.2 ) 1 (2.2 ) 0 

Investigations    

  -Total 3 (6.7 ) 0 2 (4.4 ) 

  Immunoglobulins decreased 1 (2.2 ) 0 1 (2.2 ) 

  Influenza a virus test positive 1 (2.2 ) 0 0 

  Platelet count decreased 1 (2.2 ) 0 1 (2.2 ) 

Metabolism and nutrition disorders    

  -Total 2 (4.4 ) 1 (2.2 ) 0 

  Dehydration 1 (2.2 ) 0 0 



  

  

2157 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tumour lysis syndrome 1 (2.2 ) 1 (2.2 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 3 (6.7 ) 2 (4.4 ) 0 

  Arthralgia 1 (2.2 ) 1 (2.2 ) 0 

  Joint effusion 1 (2.2 ) 1 (2.2 ) 0 

  Muscular weakness 1 (2.2 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 5 (11.1) 3 (6.7 ) 2 (4.4 ) 

  Acute lymphocytic leukaemia 
recurrent 

3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 

  B precursor type acute leukaemia 1 (2.2 ) 0 1 (2.2 ) 

  Neoplasm progression 1 (2.2 ) 1 (2.2 ) 0 

Nervous system disorders    

  -Total 7 (15.6) 4 (8.9 ) 2 (4.4 ) 

  Encephalopathy 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 

  Seizure 2 (4.4 ) 2 (4.4 ) 0 

  Depressed level of consciousness 1 (2.2 ) 1 (2.2 ) 0 



  

  

2158 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Intracranial pressure increased 1 (2.2 ) 0 1 (2.2 ) 

  Lethargy 1 (2.2 ) 0 0 

  Partial seizures 1 (2.2 ) 0 0 

  Somnolence 1 (2.2 ) 1 (2.2 ) 0 

  Speech disorder 1 (2.2 ) 0 0 

Product issues    

  -Total 1 (2.2 ) 0 1 (2.2 ) 

  Manufacturing product shipping issue 1 (2.2 ) 0 1 (2.2 ) 

Psychiatric disorders    

  -Total 1 (2.2 ) 1 (2.2 ) 0 

  Abnormal behaviour 1 (2.2 ) 1 (2.2 ) 0 

  Confusional state 1 (2.2 ) 1 (2.2 ) 0 

Renal and urinary disorders    

  -Total 2 (4.4 ) 2 (4.4 ) 0 

  Acute kidney injury 1 (2.2 ) 1 (2.2 ) 0 

  Renal impairment 1 (2.2 ) 1 (2.2 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   



  

  

2159 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (2.2 ) 0 1 (2.2 ) 

  Pneumonia aspiration 1 (2.2 ) 0 1 (2.2 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (2.2 ) 0 0 

  Eczema 1 (2.2 ) 0 0 

Vascular disorders    

  -Total 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 

  Hypotension 1 (2.2 ) 0 1 (2.2 ) 

  Jugular vein thrombosis 1 (2.2 ) 1 (2.2 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 152e 

Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

28 (96.6) 12 (41.4) 14 (48.3) 

Blood and lymphatic system disorders    

  -Total 9 (31.0) 6 (20.7) 2 (6.9 ) 

  Febrile neutropenia 6 (20.7) 5 (17.2) 0 

  Neutropenia 2 (6.9 ) 0 2 (6.9 ) 

  Bone marrow failure 1 (3.4 ) 1 (3.4 ) 0 

  Leukocytosis 1 (3.4 ) 0 0 

Cardiac disorders    

  -Total 4 (13.8) 3 (10.3) 0 

  Tachycardia 2 (6.9 ) 1 (3.4 ) 0 

  Coronary artery dilatation 1 (3.4 ) 1 (3.4 ) 0 

  Left ventricular dysfunction 1 (3.4 ) 1 (3.4 ) 0 



  

  

2163 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders    

  -Total 3 (10.3) 2 (6.9 ) 0 

  Dental caries 1 (3.4 ) 1 (3.4 ) 0 

  Diarrhoea 1 (3.4 ) 0 0 

  Stomatitis 1 (3.4 ) 1 (3.4 ) 0 

General disorders and administration 
site conditions 

   

  -Total 8 (27.6) 2 (6.9 ) 0 

  Pyrexia 7 (24.1) 1 (3.4 ) 0 

  Drug withdrawal syndrome 1 (3.4 ) 1 (3.4 ) 0 

  General physical health deterioration 1 (3.4 ) 0 0 

Hepatobiliary disorders    

  -Total 3 (10.3) 1 (3.4 ) 2 (6.9 ) 

  Hepatocellular injury 1 (3.4 ) 1 (3.4 ) 0 

  Hepatosplenomegaly 1 (3.4 ) 0 1 (3.4 ) 

  Hepatotoxicity 1 (3.4 ) 0 1 (3.4 ) 

Immune system disorders    

  -Total 16 (55.2) 6 (20.7) 8 (27.6) 



  

  

2164 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cytokine release syndrome 16 (55.2) 5 (17.2) 8 (27.6) 

  Haemophagocytic 
lymphohistiocytosis 

3 (10.3) 3 (10.3) 0 

Infections and infestations    

  -Total 11 (37.9) 7 (24.1) 3 (10.3) 

  Bacteraemia 2 (6.9 ) 2 (6.9 ) 0 

  Device related infection 2 (6.9 ) 2 (6.9 ) 0 

  Herpes zoster 2 (6.9 ) 0 0 

  Sepsis 2 (6.9 ) 0 2 (6.9 ) 

  Alternaria infection 1 (3.4 ) 1 (3.4 ) 0 

  Anal fistula infection 1 (3.4 ) 0 0 

  Aspergillus infection 1 (3.4 ) 1 (3.4 ) 0 

  Bacterial infection 1 (3.4 ) 1 (3.4 ) 0 

  Candida infection 1 (3.4 ) 1 (3.4 ) 0 

  Cellulitis 1 (3.4 ) 0 0 

  Cellulitis orbital 1 (3.4 ) 1 (3.4 ) 0 

  Enterococcal bacteraemia 1 (3.4 ) 1 (3.4 ) 0 

  Enterococcal infection 1 (3.4 ) 1 (3.4 ) 0 



  

  

2165 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Escherichia bacteraemia 1 (3.4 ) 0 1 (3.4 ) 

  Influenza 1 (3.4 ) 1 (3.4 ) 0 

  Meningitis aseptic 1 (3.4 ) 1 (3.4 ) 0 

  Neutropenic infection 1 (3.4 ) 1 (3.4 ) 0 

  Pneumonia 1 (3.4 ) 0 1 (3.4 ) 

  Rotavirus infection 1 (3.4 ) 0 0 

  Septic shock 1 (3.4 ) 1 (3.4 ) 0 

  Staphylococcal bacteraemia 1 (3.4 ) 1 (3.4 ) 0 

  Streptococcal bacteraemia 1 (3.4 ) 1 (3.4 ) 0 

  Tonsillitis 1 (3.4 ) 1 (3.4 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (6.9 ) 2 (6.9 ) 0 

  Allergic transfusion reaction 1 (3.4 ) 1 (3.4 ) 0 

  Infusion related reaction 1 (3.4 ) 1 (3.4 ) 0 

Investigations    

  -Total 2 (6.9 ) 1 (3.4 ) 0 

  Blood fibrinogen decreased 1 (3.4 ) 1 (3.4 ) 0 



  

  

2166 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Chest x-ray abnormal 1 (3.4 ) 0 0 

Metabolism and nutrition disorders    

  -Total 4 (13.8) 2 (6.9 ) 1 (3.4 ) 

  Dehydration 1 (3.4 ) 1 (3.4 ) 0 

  Hypernatraemia 1 (3.4 ) 0 0 

  Hypokalaemia 1 (3.4 ) 0 0 

  Hyponatraemia 1 (3.4 ) 0 0 

  Lactic acidosis 1 (3.4 ) 1 (3.4 ) 0 

  Tumour lysis syndrome 1 (3.4 ) 0 1 (3.4 ) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (10.3) 0 3 (10.3) 

  Acute lymphocytic leukaemia 2 (6.9 ) 0 2 (6.9 ) 

  Leukaemia 1 (3.4 ) 0 1 (3.4 ) 

Nervous system disorders    

  -Total 6 (20.7) 4 (13.8) 0 

  Depressed level of consciousness 1 (3.4 ) 1 (3.4 ) 0 

  Dysarthria 1 (3.4 ) 0 0 



  

  

2167 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dyskinesia 1 (3.4 ) 1 (3.4 ) 0 

  Encephalopathy 1 (3.4 ) 1 (3.4 ) 0 

  Facial paralysis 1 (3.4 ) 0 0 

  Neurological symptom 1 (3.4 ) 1 (3.4 ) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (3.4 ) 1 (3.4 ) 0 

  Seizure 1 (3.4 ) 0 0 

  Status epilepticus 1 (3.4 ) 0 0 

  Tremor 1 (3.4 ) 0 0 

Psychiatric disorders    

  -Total 4 (13.8) 2 (6.9 ) 0 

  Agitation 1 (3.4 ) 1 (3.4 ) 0 

  Confusional state 1 (3.4 ) 1 (3.4 ) 0 

  Depression 1 (3.4 ) 1 (3.4 ) 0 

  Disorientation 1 (3.4 ) 0 0 

  Hallucination 1 (3.4 ) 0 0 

  Irritability 1 (3.4 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   



  

  

2168 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (6.9 ) 0 0 

  Hypoxia 2 (6.9 ) 0 0 

Vascular disorders    

  -Total 1 (3.4 ) 0 0 

  Hypertension 1 (3.4 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 152f 

Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

25 (92.6) 13 (48.1) 9 (33.3) 

Blood and lymphatic system disorders    

  -Total 5 (18.5) 5 (18.5) 0 

  Febrile neutropenia 3 (11.1) 3 (11.1) 0 

  Bone marrow failure 1 (3.7 ) 1 (3.7 ) 0 

  Neutropenia 1 (3.7 ) 1 (3.7 ) 0 

Cardiac disorders    

  -Total 1 (3.7 ) 1 (3.7 ) 0 

  Tachycardia 1 (3.7 ) 1 (3.7 ) 0 

Gastrointestinal disorders    

  -Total 2 (7.4 ) 0 1 (3.7 ) 

  Dental caries 1 (3.7 ) 0 0 



  

  

2170 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastrointestinal haemorrhage 1 (3.7 ) 0 1 (3.7 ) 

General disorders and administration 
site conditions 

   

  -Total 6 (22.2) 1 (3.7 ) 0 

  Pyrexia 6 (22.2) 1 (3.7 ) 0 

Hepatobiliary disorders    

  -Total 1 (3.7 ) 1 (3.7 ) 0 

  Hepatocellular injury 1 (3.7 ) 1 (3.7 ) 0 

Immune system disorders    

  -Total 7 (25.9) 1 (3.7 ) 4 (14.8) 

  Cytokine release syndrome 7 (25.9) 1 (3.7 ) 4 (14.8) 

Infections and infestations    

  -Total 15 (55.6) 12 (44.4) 1 (3.7 ) 

  Device related infection 3 (11.1) 3 (11.1) 0 

  Herpes zoster 3 (11.1) 0 0 

  Pneumonia 3 (11.1) 2 (7.4 ) 0 

  Sepsis 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

  Bacteraemia 1 (3.7 ) 1 (3.7 ) 0 

  Enterococcal bacteraemia 1 (3.7 ) 1 (3.7 ) 0 



  

  

2171 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Influenza 1 (3.7 ) 1 (3.7 ) 0 

  Meningitis aseptic 1 (3.7 ) 1 (3.7 ) 0 

  Pneumonia haemophilus 1 (3.7 ) 1 (3.7 ) 0 

  Respiratory syncytial virus infection 1 (3.7 ) 1 (3.7 ) 0 

  Staphylococcal bacteraemia 1 (3.7 ) 1 (3.7 ) 0 

  Streptococcal bacteraemia 1 (3.7 ) 1 (3.7 ) 0 

  Tonsillitis 1 (3.7 ) 1 (3.7 ) 0 

  Tooth abscess 1 (3.7 ) 1 (3.7 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (3.7 ) 1 (3.7 ) 0 

  Toxicity to various agents 1 (3.7 ) 1 (3.7 ) 0 

Investigations    

  -Total 1 (3.7 ) 0 1 (3.7 ) 

  Immunoglobulins decreased 1 (3.7 ) 0 1 (3.7 ) 

Metabolism and nutrition disorders    

  -Total 1 (3.7 ) 0 0 

  Dehydration 1 (3.7 ) 0 0 



  

  

2172 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (7.4 ) 1 (3.7 ) 0 

  Joint effusion 1 (3.7 ) 1 (3.7 ) 0 

  Muscular weakness 1 (3.7 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (7.4 ) 2 (7.4 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

2 (7.4 ) 2 (7.4 ) 0 

Nervous system disorders    

  -Total 4 (14.8) 3 (11.1) 1 (3.7 ) 

  Seizure 2 (7.4 ) 2 (7.4 ) 0 

  Depressed level of consciousness 1 (3.7 ) 1 (3.7 ) 0 

  Encephalopathy 1 (3.7 ) 1 (3.7 ) 0 

  Intracranial pressure increased 1 (3.7 ) 0 1 (3.7 ) 

  Lethargy 1 (3.7 ) 0 0 

  Speech disorder 1 (3.7 ) 0 0 

Psychiatric disorders    

  -Total 2 (7.4 ) 2 (7.4 ) 0 



  

  

2173 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abnormal behaviour 1 (3.7 ) 1 (3.7 ) 0 

  Confusional state 1 (3.7 ) 1 (3.7 ) 0 

  Depression 1 (3.7 ) 1 (3.7 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (3.7 ) 0 1 (3.7 ) 

  Pneumonia aspiration 1 (3.7 ) 0 1 (3.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 152f 

Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

36 (81.8) 11 (25.0) 23 (52.3) 

Blood and lymphatic system disorders    

  -Total 12 (27.3) 7 (15.9) 4 (9.1 ) 

  Febrile neutropenia 9 (20.5) 7 (15.9) 1 (2.3 ) 

  Neutropenia 3 (6.8 ) 0 3 (6.8 ) 

  Anaemia 1 (2.3 ) 1 (2.3 ) 0 

  Bone marrow failure 1 (2.3 ) 1 (2.3 ) 0 

  Leukocytosis 1 (2.3 ) 0 0 

  Thrombocytopenia 1 (2.3 ) 1 (2.3 ) 0 

Cardiac disorders    

  -Total 5 (11.4) 2 (4.5 ) 1 (2.3 ) 

  Tachycardia 2 (4.5 ) 0 0 



  

  

2176 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Coronary artery dilatation 1 (2.3 ) 1 (2.3 ) 0 

  Left ventricular dysfunction 1 (2.3 ) 1 (2.3 ) 0 

  Pericardial effusion 1 (2.3 ) 0 1 (2.3 ) 

Gastrointestinal disorders    

  -Total 3 (6.8 ) 2 (4.5 ) 0 

  Dental caries 1 (2.3 ) 1 (2.3 ) 0 

  Diarrhoea 1 (2.3 ) 0 0 

  Stomatitis 1 (2.3 ) 1 (2.3 ) 0 

General disorders and administration 
site conditions 

   

  -Total 11 (25.0) 3 (6.8 ) 1 (2.3 ) 

  Pyrexia 9 (20.5) 2 (4.5 ) 0 

  Drug withdrawal syndrome 1 (2.3 ) 1 (2.3 ) 0 

  General physical health deterioration 1 (2.3 ) 0 0 

  Multiple organ dysfunction syndrome 1 (2.3 ) 0 1 (2.3 ) 

Hepatobiliary disorders    

  -Total 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 

  Hepatocellular injury 1 (2.3 ) 1 (2.3 ) 0 

  Hepatosplenomegaly 1 (2.3 ) 0 1 (2.3 ) 



  

  

2177 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hepatotoxicity 1 (2.3 ) 0 1 (2.3 ) 

Immune system disorders    

  -Total 20 (45.5) 7 (15.9) 8 (18.2) 

  Cytokine release syndrome 19 (43.2) 6 (13.6) 8 (18.2) 

  Haemophagocytic 
lymphohistiocytosis 

4 (9.1 ) 3 (6.8 ) 0 

Infections and infestations    

  -Total 19 (43.2) 9 (20.5) 9 (20.5) 

  Sepsis 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 

  Neutropenic infection 3 (6.8 ) 3 (6.8 ) 0 

  Pneumonia 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 

  Septic shock 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 

  Bacterial infection 2 (4.5 ) 2 (4.5 ) 0 

  Bronchopulmonary aspergillosis 2 (4.5 ) 1 (2.3 ) 0 

  Cellulitis 2 (4.5 ) 1 (2.3 ) 0 

  Central nervous system infection 2 (4.5 ) 0 2 (4.5 ) 

  Periorbital cellulitis 2 (4.5 ) 2 (4.5 ) 0 

  Alternaria infection 1 (2.3 ) 1 (2.3 ) 0 

  Anal fistula infection 1 (2.3 ) 0 0 



  

  

2178 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspergillus infection 1 (2.3 ) 1 (2.3 ) 0 

  Bacteraemia 1 (2.3 ) 1 (2.3 ) 0 

  Candida infection 1 (2.3 ) 1 (2.3 ) 0 

  Cellulitis orbital 1 (2.3 ) 1 (2.3 ) 0 

  Cerebral fungal infection 1 (2.3 ) 0 1 (2.3 ) 

  Device related infection 1 (2.3 ) 1 (2.3 ) 0 

  Enterococcal infection 1 (2.3 ) 1 (2.3 ) 0 

  Escherichia bacteraemia 1 (2.3 ) 0 1 (2.3 ) 

  Herpes zoster 1 (2.3 ) 0 0 

  Infection 1 (2.3 ) 1 (2.3 ) 0 

  Listeria sepsis 1 (2.3 ) 0 1 (2.3 ) 

  Rotavirus infection 1 (2.3 ) 0 0 

  Sinusitis 1 (2.3 ) 1 (2.3 ) 0 

  Varicella 1 (2.3 ) 1 (2.3 ) 0 

  Viral upper respiratory tract infection 1 (2.3 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (4.5 ) 2 (4.5 ) 0 

  Allergic transfusion reaction 1 (2.3 ) 1 (2.3 ) 0 



  

  

2179 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Infusion related reaction 1 (2.3 ) 1 (2.3 ) 0 

Investigations    

  -Total 4 (9.1 ) 1 (2.3 ) 1 (2.3 ) 

  Blood fibrinogen decreased 1 (2.3 ) 1 (2.3 ) 0 

  Chest x-ray abnormal 1 (2.3 ) 0 0 

  Influenza a virus test positive 1 (2.3 ) 0 0 

  Platelet count decreased 1 (2.3 ) 0 1 (2.3 ) 

Metabolism and nutrition disorders    

  -Total 5 (11.4) 3 (6.8 ) 1 (2.3 ) 

  Tumour lysis syndrome 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 

  Dehydration 1 (2.3 ) 1 (2.3 ) 0 

  Hypernatraemia 1 (2.3 ) 0 0 

  Hypokalaemia 1 (2.3 ) 0 0 

  Hyponatraemia 1 (2.3 ) 0 0 

  Lactic acidosis 1 (2.3 ) 1 (2.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (2.3 ) 1 (2.3 ) 0 

  Arthralgia 1 (2.3 ) 1 (2.3 ) 0 



  

  

2180 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 6 (13.6) 1 (2.3 ) 5 (11.4) 

  Acute lymphocytic leukaemia 2 (4.5 ) 0 2 (4.5 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (2.3 ) 0 1 (2.3 ) 

  B precursor type acute leukaemia 1 (2.3 ) 0 1 (2.3 ) 

  Leukaemia 1 (2.3 ) 0 1 (2.3 ) 

  Neoplasm progression 1 (2.3 ) 1 (2.3 ) 0 

Nervous system disorders    

  -Total 8 (18.2) 5 (11.4) 0 

  Depressed level of consciousness 1 (2.3 ) 1 (2.3 ) 0 

  Dysarthria 1 (2.3 ) 0 0 

  Dyskinesia 1 (2.3 ) 1 (2.3 ) 0 

  Encephalopathy 1 (2.3 ) 1 (2.3 ) 0 

  Facial paralysis 1 (2.3 ) 0 0 

  Neurological symptom 1 (2.3 ) 1 (2.3 ) 0 

  Partial seizures 1 (2.3 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.3 ) 1 (2.3 ) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Seizure 1 (2.3 ) 0 0 

  Somnolence 1 (2.3 ) 1 (2.3 ) 0 

  Status epilepticus 1 (2.3 ) 0 0 

  Tremor 1 (2.3 ) 0 0 

Product issues    

  -Total 1 (2.3 ) 0 1 (2.3 ) 

  Manufacturing product shipping issue 1 (2.3 ) 0 1 (2.3 ) 

Psychiatric disorders    

  -Total 3 (6.8 ) 1 (2.3 ) 0 

  Agitation 1 (2.3 ) 1 (2.3 ) 0 

  Confusional state 1 (2.3 ) 1 (2.3 ) 0 

  Disorientation 1 (2.3 ) 0 0 

  Hallucination 1 (2.3 ) 0 0 

  Irritability 1 (2.3 ) 0 0 

Renal and urinary disorders    

  -Total 2 (4.5 ) 2 (4.5 ) 0 

  Acute kidney injury 1 (2.3 ) 1 (2.3 ) 0 

  Renal impairment 1 (2.3 ) 1 (2.3 ) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (4.5 ) 0 0 

  Hypoxia 2 (4.5 ) 0 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (2.3 ) 0 0 

  Eczema 1 (2.3 ) 0 0 

Vascular disorders    

  -Total 3 (6.8 ) 1 (2.3 ) 1 (2.3 ) 

  Hypertension 1 (2.3 ) 0 0 

  Hypotension 1 (2.3 ) 0 1 (2.3 ) 

  Jugular vein thrombosis 1 (2.3 ) 1 (2.3 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 152f 

Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (66.7) 1 (33.3) 1 (33.3) 

Blood and lymphatic system disorders    

  -Total 1 (33.3) 0 0 

  Febrile neutropenia 1 (33.3) 0 0 

Gastrointestinal disorders    

  -Total 1 (33.3) 1 (33.3) 0 

  Anal fistula 1 (33.3) 1 (33.3) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (33.3) 0 0 

  Pyrexia 1 (33.3) 0 0 

Immune system disorders    



  

  

2185 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (66.7) 0 1 (33.3) 

  Cytokine release syndrome 2 (66.7) 0 1 (33.3) 

Infections and infestations    

  -Total 1 (33.3) 1 (33.3) 0 

  Pneumonia 1 (33.3) 0 0 

  Pneumonia fungal 1 (33.3) 1 (33.3) 0 

  Staphylococcal infection 1 (33.3) 1 (33.3) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (33.3) 0 0 

  Splinter 1 (33.3) 0 0 

Nervous system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Encephalopathy 1 (33.3) 0 1 (33.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 
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grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 152g 

Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

5 (71.4) 2 (28.6) 3 (42.9) 

Blood and lymphatic system disorders    

  -Total 2 (28.6) 1 (14.3) 1 (14.3) 

  Febrile neutropenia 1 (14.3) 1 (14.3) 0 

  Leukocytosis 1 (14.3) 0 0 

  Neutropenia 1 (14.3) 0 1 (14.3) 

Gastrointestinal disorders    

  -Total 1 (14.3) 0 0 

  Diarrhoea 1 (14.3) 0 0 

General disorders and administration 
site conditions 

   

  -Total 2 (28.6) 0 1 (14.3) 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Multiple organ dysfunction syndrome 1 (14.3) 0 1 (14.3) 

  Pyrexia 1 (14.3) 0 0 

Immune system disorders    

  -Total 4 (57.1) 2 (28.6) 1 (14.3) 

  Cytokine release syndrome 4 (57.1) 1 (14.3) 1 (14.3) 

  Haemophagocytic 
lymphohistiocytosis 

1 (14.3) 1 (14.3) 0 

Infections and infestations    

  -Total 2 (28.6) 1 (14.3) 1 (14.3) 

  Alternaria infection 1 (14.3) 1 (14.3) 0 

  Aspergillus infection 1 (14.3) 1 (14.3) 0 

  Bacterial infection 1 (14.3) 1 (14.3) 0 

  Candida infection 1 (14.3) 1 (14.3) 0 

  Central nervous system infection 1 (14.3) 0 1 (14.3) 

  Enterococcal infection 1 (14.3) 1 (14.3) 0 

  Pneumonia 1 (14.3) 1 (14.3) 0 

Metabolism and nutrition disorders    

  -Total 1 (14.3) 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyponatraemia 1 (14.3) 0 0 

Nervous system disorders    

  -Total 2 (28.6) 1 (14.3) 0 

  Dysarthria 1 (14.3) 0 0 

  Facial paralysis 1 (14.3) 0 0 

  Seizure 1 (14.3) 1 (14.3) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (14.3) 0 0 

  Hypoxia 1 (14.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 152g 

Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

28 (87.5) 13 (40.6) 12 (37.5) 

Blood and lymphatic system disorders    

  -Total 8 (25.0) 8 (25.0) 0 

  Febrile neutropenia 5 (15.6) 5 (15.6) 0 

  Bone marrow failure 2 (6.3 ) 2 (6.3 ) 0 

  Anaemia 1 (3.1 ) 1 (3.1 ) 0 

  Neutropenia 1 (3.1 ) 1 (3.1 ) 0 

Cardiac disorders    

  -Total 4 (12.5) 1 (3.1 ) 1 (3.1 ) 

  Tachycardia 2 (6.3 ) 0 0 

  Coronary artery dilatation 1 (3.1 ) 1 (3.1 ) 0 

  Pericardial effusion 1 (3.1 ) 0 1 (3.1 ) 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders    

  -Total 2 (6.3 ) 1 (3.1 ) 0 

  Dental caries 1 (3.1 ) 0 0 

  Stomatitis 1 (3.1 ) 1 (3.1 ) 0 

General disorders and administration 
site conditions 

   

  -Total 8 (25.0) 3 (9.4 ) 0 

  Pyrexia 7 (21.9) 2 (6.3 ) 0 

  Drug withdrawal syndrome 1 (3.1 ) 1 (3.1 ) 0 

  General physical health deterioration 1 (3.1 ) 0 0 

Hepatobiliary disorders    

  -Total 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 

  Hepatocellular injury 1 (3.1 ) 1 (3.1 ) 0 

  Hepatosplenomegaly 1 (3.1 ) 0 1 (3.1 ) 

Immune system disorders    

  -Total 10 (31.3) 4 (12.5) 3 (9.4 ) 

  Cytokine release syndrome 10 (31.3) 4 (12.5) 3 (9.4 ) 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.1 ) 1 (3.1 ) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

  -Total 13 (40.6) 10 (31.3) 3 (9.4 ) 

  Device related infection 3 (9.4 ) 3 (9.4 ) 0 

  Sepsis 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 

  Herpes zoster 2 (6.3 ) 0 0 

  Septic shock 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 

  Bacteraemia 1 (3.1 ) 1 (3.1 ) 0 

  Bacterial infection 1 (3.1 ) 1 (3.1 ) 0 

  Bronchopulmonary aspergillosis 1 (3.1 ) 0 0 

  Cellulitis 1 (3.1 ) 1 (3.1 ) 0 

  Cellulitis orbital 1 (3.1 ) 1 (3.1 ) 0 

  Meningitis aseptic 1 (3.1 ) 1 (3.1 ) 0 

  Neutropenic infection 1 (3.1 ) 1 (3.1 ) 0 

  Periorbital cellulitis 1 (3.1 ) 1 (3.1 ) 0 

  Pneumonia 1 (3.1 ) 0 1 (3.1 ) 

  Respiratory syncytial virus infection 1 (3.1 ) 1 (3.1 ) 0 

  Rotavirus infection 1 (3.1 ) 0 0 

  Sinusitis 1 (3.1 ) 1 (3.1 ) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Varicella 1 (3.1 ) 1 (3.1 ) 0 

  Viral upper respiratory tract infection 1 (3.1 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (3.1 ) 1 (3.1 ) 0 

  Toxicity to various agents 1 (3.1 ) 1 (3.1 ) 0 

Investigations    

  -Total 3 (9.4 ) 0 2 (6.3 ) 

  Chest x-ray abnormal 1 (3.1 ) 0 0 

  Immunoglobulins decreased 1 (3.1 ) 0 1 (3.1 ) 

  Platelet count decreased 1 (3.1 ) 0 1 (3.1 ) 

Metabolism and nutrition disorders    

  -Total 2 (6.3 ) 1 (3.1 ) 0 

  Dehydration 2 (6.3 ) 1 (3.1 ) 0 

  Hypernatraemia 1 (3.1 ) 0 0 

  Hypokalaemia 1 (3.1 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (6.3 ) 2 (6.3 ) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Arthralgia 1 (3.1 ) 1 (3.1 ) 0 

  Joint effusion 1 (3.1 ) 1 (3.1 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 4 (12.5) 0 4 (12.5) 

  Acute lymphocytic leukaemia 2 (6.3 ) 0 2 (6.3 ) 

  B precursor type acute leukaemia 1 (3.1 ) 0 1 (3.1 ) 

  Leukaemia 1 (3.1 ) 0 1 (3.1 ) 

Nervous system disorders    

  -Total 5 (15.6) 4 (12.5) 0 

  Dyskinesia 1 (3.1 ) 1 (3.1 ) 0 

  Neurological symptom 1 (3.1 ) 1 (3.1 ) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (3.1 ) 1 (3.1 ) 0 

  Seizure 1 (3.1 ) 0 0 

  Somnolence 1 (3.1 ) 1 (3.1 ) 0 

  Status epilepticus 1 (3.1 ) 0 0 

  Tremor 1 (3.1 ) 0 0 

Psychiatric disorders    
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (6.3 ) 1 (3.1 ) 0 

  Depression 1 (3.1 ) 1 (3.1 ) 0 

  Irritability 1 (3.1 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (3.1 ) 0 0 

  Hypoxia 1 (3.1 ) 0 0 

Vascular disorders    

  -Total 2 (6.3 ) 1 (3.1 ) 0 

  Hypertension 1 (3.1 ) 0 0 

  Jugular vein thrombosis 1 (3.1 ) 1 (3.1 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 152g 

Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

21 (95.5) 9 (40.9) 11 (50.0) 

Blood and lymphatic system disorders    

  -Total 6 (27.3) 2 (9.1 ) 3 (13.6) 

  Febrile neutropenia 5 (22.7) 3 (13.6) 1 (4.5 ) 

  Neutropenia 2 (9.1 ) 0 2 (9.1 ) 

  Thrombocytopenia 1 (4.5 ) 1 (4.5 ) 0 

Cardiac disorders    

  -Total 2 (9.1 ) 2 (9.1 ) 0 

  Left ventricular dysfunction 1 (4.5 ) 1 (4.5 ) 0 

  Tachycardia 1 (4.5 ) 1 (4.5 ) 0 

Gastrointestinal disorders    
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (9.1 ) 2 (9.1 ) 0 

  Anal fistula 1 (4.5 ) 1 (4.5 ) 0 

  Dental caries 1 (4.5 ) 1 (4.5 ) 0 

General disorders and administration 
site conditions 

   

  -Total 7 (31.8) 1 (4.5 ) 0 

  Pyrexia 7 (31.8) 1 (4.5 ) 0 

Hepatobiliary disorders    

  -Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Hepatocellular injury 1 (4.5 ) 1 (4.5 ) 0 

  Hepatotoxicity 1 (4.5 ) 0 1 (4.5 ) 

Immune system disorders    

  -Total 13 (59.1) 2 (9.1 ) 7 (31.8) 

  Cytokine release syndrome 12 (54.5) 2 (9.1 ) 7 (31.8) 

  Haemophagocytic 
lymphohistiocytosis 

2 (9.1 ) 1 (4.5 ) 0 

Infections and infestations    

  -Total 15 (68.2) 9 (40.9) 4 (18.2) 

  Pneumonia 4 (18.2) 2 (9.1 ) 0 



  

  

2201 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutropenic infection 2 (9.1 ) 2 (9.1 ) 0 

  Anal fistula infection 1 (4.5 ) 0 0 

  Bacteraemia 1 (4.5 ) 1 (4.5 ) 0 

  Bronchopulmonary aspergillosis 1 (4.5 ) 1 (4.5 ) 0 

  Cellulitis 1 (4.5 ) 0 0 

  Central nervous system infection 1 (4.5 ) 0 1 (4.5 ) 

  Cerebral fungal infection 1 (4.5 ) 0 1 (4.5 ) 

  Device related infection 1 (4.5 ) 1 (4.5 ) 0 

  Enterococcal bacteraemia 1 (4.5 ) 1 (4.5 ) 0 

  Escherichia bacteraemia 1 (4.5 ) 0 1 (4.5 ) 

  Herpes zoster 1 (4.5 ) 0 0 

  Infection 1 (4.5 ) 1 (4.5 ) 0 

  Influenza 1 (4.5 ) 1 (4.5 ) 0 

  Listeria sepsis 1 (4.5 ) 0 1 (4.5 ) 

  Periorbital cellulitis 1 (4.5 ) 1 (4.5 ) 0 

  Pneumonia fungal 1 (4.5 ) 1 (4.5 ) 0 

  Sepsis 1 (4.5 ) 0 1 (4.5 ) 

  Septic shock 1 (4.5 ) 0 1 (4.5 ) 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Staphylococcal bacteraemia 1 (4.5 ) 1 (4.5 ) 0 

  Staphylococcal infection 1 (4.5 ) 1 (4.5 ) 0 

  Streptococcal bacteraemia 1 (4.5 ) 1 (4.5 ) 0 

  Tonsillitis 1 (4.5 ) 1 (4.5 ) 0 

  Tooth abscess 1 (4.5 ) 1 (4.5 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (9.1 ) 1 (4.5 ) 0 

  Allergic transfusion reaction 1 (4.5 ) 1 (4.5 ) 0 

  Splinter 1 (4.5 ) 0 0 

Investigations    

  -Total 2 (9.1 ) 1 (4.5 ) 0 

  Blood fibrinogen decreased 1 (4.5 ) 1 (4.5 ) 0 

  Influenza a virus test positive 1 (4.5 ) 0 0 

Metabolism and nutrition disorders    

  -Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Tumour lysis syndrome 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

Musculoskeletal and connective tissue 
disorders 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (4.5 ) 0 0 

  Muscular weakness 1 (4.5 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (13.6) 2 (9.1 ) 1 (4.5 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Neoplasm progression 1 (4.5 ) 1 (4.5 ) 0 

Nervous system disorders    

  -Total 4 (18.2) 3 (13.6) 0 

  Depressed level of consciousness 2 (9.1 ) 2 (9.1 ) 0 

  Encephalopathy 2 (9.1 ) 2 (9.1 ) 0 

  Lethargy 1 (4.5 ) 0 0 

  Partial seizures 1 (4.5 ) 0 0 

  Seizure 1 (4.5 ) 1 (4.5 ) 0 

  Speech disorder 1 (4.5 ) 0 0 

Product issues    

  -Total 1 (4.5 ) 0 1 (4.5 ) 

  Manufacturing product shipping issue 1 (4.5 ) 0 1 (4.5 ) 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Psychiatric disorders    

  -Total 3 (13.6) 2 (9.1 ) 0 

  Confusional state 2 (9.1 ) 2 (9.1 ) 0 

  Abnormal behaviour 1 (4.5 ) 1 (4.5 ) 0 

  Agitation 1 (4.5 ) 1 (4.5 ) 0 

  Disorientation 1 (4.5 ) 0 0 

  Hallucination 1 (4.5 ) 0 0 

Renal and urinary disorders    

  -Total 2 (9.1 ) 2 (9.1 ) 0 

  Acute kidney injury 1 (4.5 ) 1 (4.5 ) 0 

  Renal impairment 1 (4.5 ) 1 (4.5 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (4.5 ) 0 0 

  Eczema 1 (4.5 ) 0 0 

Vascular disorders    

  -Total 1 (4.5 ) 0 1 (4.5 ) 

  Hypotension 1 (4.5 ) 0 1 (4.5 ) 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 152g 

Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

9 (69.2) 1 (7.7 ) 7 (53.8) 

Blood and lymphatic system disorders    

  -Total 2 (15.4) 1 (7.7 ) 0 

  Febrile neutropenia 2 (15.4) 1 (7.7 ) 0 

Gastrointestinal disorders    

  -Total 1 (7.7 ) 0 1 (7.7 ) 

  Gastrointestinal haemorrhage 1 (7.7 ) 0 1 (7.7 ) 

General disorders and administration 
site conditions 

   

  -Total 1 (7.7 ) 0 0 

  Pyrexia 1 (7.7 ) 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders    

  -Total 2 (15.4) 0 2 (15.4) 

  Cytokine release syndrome 2 (15.4) 0 2 (15.4) 

Infections and infestations    

  -Total 5 (38.5) 2 (15.4) 2 (15.4) 

  Sepsis 2 (15.4) 0 2 (15.4) 

  Herpes zoster 1 (7.7 ) 0 0 

  Pneumonia 1 (7.7 ) 1 (7.7 ) 0 

  Pneumonia haemophilus 1 (7.7 ) 1 (7.7 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (7.7 ) 1 (7.7 ) 0 

  Infusion related reaction 1 (7.7 ) 1 (7.7 ) 0 

Metabolism and nutrition disorders    

  -Total 1 (7.7 ) 1 (7.7 ) 0 

  Lactic acidosis 1 (7.7 ) 1 (7.7 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (7.7 ) 1 (7.7 ) 0 



  

  

2208 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 
recurrent 

1 (7.7 ) 1 (7.7 ) 0 

Nervous system disorders    

  -Total 2 (15.4) 0 2 (15.4) 

  Encephalopathy 1 (7.7 ) 0 1 (7.7 ) 

  Intracranial pressure increased 1 (7.7 ) 0 1 (7.7 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (7.7 ) 0 1 (7.7 ) 

  Pneumonia aspiration 1 (7.7 ) 0 1 (7.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153a 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Age 

Safety Set 

 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

34 (100) 6 (17.6) 4 (11.8) 9 (26.5) 15 (44.1) 

Blood and lymphatic system 
disorders 

     

-Total 15 (44.1) 3 (8.8 ) 1 (2.9 ) 7 (20.6) 4 (11.8) 

Anaemia 9 (26.5) 3 (8.8 ) 1 (2.9 ) 5 (14.7) 0 

Neutropenia 6 (17.6) 0 0 2 (5.9 ) 4 (11.8) 

Febrile neutropenia 2 (5.9 ) 0 0 2 (5.9 ) 0 

Cardiac disorders      

-Total 6 (17.6) 5 (14.7) 1 (2.9 ) 0 0 

Sinus tachycardia 3 (8.8 ) 3 (8.8 ) 0 0 0 

Tachycardia 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 
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Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

-Total 16 (47.1) 9 (26.5) 6 (17.6) 1 (2.9 ) 0 

Diarrhoea 10 (29.4) 8 (23.5) 1 (2.9 ) 1 (2.9 ) 0 

Vomiting 6 (17.6) 4 (11.8) 2 (5.9 ) 0 0 

Abdominal pain 5 (14.7) 3 (8.8 ) 2 (5.9 ) 0 0 

Nausea 4 (11.8) 0 4 (11.8) 0 0 

General disorders and 
administration site conditions 

     

-Total 17 (50.0) 9 (26.5) 7 (20.6) 1 (2.9 ) 0 

Pyrexia 14 (41.2) 8 (23.5) 5 (14.7) 1 (2.9 ) 0 

Face oedema 4 (11.8) 4 (11.8) 0 0 0 

Fatigue 3 (8.8 ) 1 (2.9 ) 2 (5.9 ) 0 0 

Oedema peripheral 1 (2.9 ) 1 (2.9 ) 0 0 0 

Pain 1 (2.9 ) 1 (2.9 ) 0 0 0 

Immune system disorders      

-Total 28 (82.4) 6 (17.6) 9 (26.5) 5 (14.7) 8 (23.5) 

Cytokine release syndrome 25 (73.5) 7 (20.6) 6 (17.6) 4 (11.8) 8 (23.5) 

Hypogammaglobulinaemia 12 (35.3) 3 (8.8 ) 8 (23.5) 1 (2.9 ) 0 
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Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

-Total 2 (5.9 ) 0 1 (2.9 ) 0 1 (2.9 ) 

Sepsis 1 (2.9 ) 0 0 0 1 (2.9 ) 

Upper respiratory tract 
infection 

1 (2.9 ) 0 1 (2.9 ) 0 0 

Investigations      

-Total 18 (52.9) 1 (2.9 ) 2 (5.9 ) 6 (17.6) 9 (26.5) 

White blood cell count 
decreased 

9 (26.5) 0 2 (5.9 ) 3 (8.8 ) 4 (11.8) 

Neutrophil count decreased 7 (20.6) 1 (2.9 ) 0 1 (2.9 ) 5 (14.7) 

Platelet count decreased 5 (14.7) 1 (2.9 ) 1 (2.9 ) 1 (2.9 ) 2 (5.9 ) 

Blood fibrinogen decreased 4 (11.8) 0 1 (2.9 ) 3 (8.8 ) 0 

Aspartate aminotransferase 
increased 

3 (8.8 ) 1 (2.9 ) 1 (2.9 ) 1 (2.9 ) 0 

Alanine aminotransferase 
increased 

2 (5.9 ) 1 (2.9 ) 0 1 (2.9 ) 0 

Lymphocyte count decreased 2 (5.9 ) 0 0 2 (5.9 ) 0 

Blood creatinine increased 1 (2.9 ) 0 1 (2.9 ) 0 0 

Metabolism and nutrition 
disorders 
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Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 17 (50.0) 6 (17.6) 3 (8.8 ) 6 (17.6) 2 (5.9 ) 

Hypokalaemia 11 (32.4) 4 (11.8) 1 (2.9 ) 6 (17.6) 0 

Hypophosphataemia 7 (20.6) 4 (11.8) 1 (2.9 ) 2 (5.9 ) 0 

Hypoalbuminaemia 4 (11.8) 1 (2.9 ) 3 (8.8 ) 0 0 

Hypocalcaemia 4 (11.8) 0 0 2 (5.9 ) 2 (5.9 ) 

Decreased appetite 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

Hypomagnesaemia 2 (5.9 ) 2 (5.9 ) 0 0 0 

Hyperuricaemia 1 (2.9 ) 1 (2.9 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 7 (20.6) 5 (14.7) 2 (5.9 ) 0 0 

Myalgia 4 (11.8) 4 (11.8) 0 0 0 

Pain in extremity 4 (11.8) 2 (5.9 ) 2 (5.9 ) 0 0 

Nervous system disorders      

-Total 9 (26.5) 5 (14.7) 2 (5.9 ) 2 (5.9 ) 0 

Headache 6 (17.6) 5 (14.7) 1 (2.9 ) 0 0 

Seizure 3 (8.8 ) 0 1 (2.9 ) 2 (5.9 ) 0 

Psychiatric disorders      
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Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

Insomnia 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

Renal and urinary disorders      

-Total 2 (5.9 ) 2 (5.9 ) 0 0 0 

Haematuria 2 (5.9 ) 2 (5.9 ) 0 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 12 (35.3) 6 (17.6) 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 

Cough 5 (14.7) 3 (8.8 ) 2 (5.9 ) 0 0 

Hypoxia 5 (14.7) 1 (2.9 ) 1 (2.9 ) 2 (5.9 ) 1 (2.9 ) 

Epistaxis 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

Oropharyngeal pain 2 (5.9 ) 2 (5.9 ) 0 0 0 

Tachypnoea 1 (2.9 ) 1 (2.9 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 10 (29.4) 8 (23.5) 1 (2.9 ) 1 (2.9 ) 0 

Rash 5 (14.7) 4 (11.8) 0 1 (2.9 ) 0 

Erythema 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

Pruritus 3 (8.8 ) 3 (8.8 ) 0 0 0 
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Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders      

-Total 7 (20.6) 5 (14.7) 1 (2.9 ) 1 (2.9 ) 0 

Hypertension 4 (11.8) 3 (8.8 ) 1 (2.9 ) 0 0 

Hypotension 3 (8.8 ) 2 (5.9 ) 0 1 (2.9 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153a 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Age 

Safety Set 

 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

18 (100) 2 (11.1) 4 (22.2) 4 (22.2) 8 (44.4) 

Blood and lymphatic system 
disorders 

     

-Total 7 (38.9) 0 2 (11.1) 3 (16.7) 2 (11.1) 

Anaemia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Febrile neutropenia 2 (11.1) 0 0 2 (11.1) 0 

Neutropenia 2 (11.1) 0 0 0 2 (11.1) 

Thrombocytopenia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Cardiac disorders      

-Total 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Tachycardia 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Gastrointestinal disorders      
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Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 9 (50.0) 4 (22.2) 3 (16.7) 2 (11.1) 0 

Nausea 5 (27.8) 1 (5.6 ) 3 (16.7) 1 (5.6 ) 0 

Vomiting 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

Diarrhoea 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

Abdominal pain upper 1 (5.6 ) 1 (5.6 ) 0 0 0 

Constipation 1 (5.6 ) 1 (5.6 ) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 8 (44.4) 3 (16.7) 3 (16.7) 2 (11.1) 0 

Pyrexia 4 (22.2) 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 

Pain 2 (11.1) 0 2 (11.1) 0 0 

Face oedema 1 (5.6 ) 0 0 1 (5.6 ) 0 

Fatigue 1 (5.6 ) 0 1 (5.6 ) 0 0 

Oedema peripheral 1 (5.6 ) 1 (5.6 ) 0 0 0 

Immune system disorders      

-Total 13 (72.2) 3 (16.7) 4 (22.2) 3 (16.7) 3 (16.7) 

Cytokine release syndrome 12 (66.7) 3 (16.7) 3 (16.7) 3 (16.7) 3 (16.7) 

Haemophagocytic 
lymphohistiocytosis 

3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 
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Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hypogammaglobulinaemia 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

Infections and infestations      

-Total 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Sepsis 1 (5.6 ) 0 0 1 (5.6 ) 0 

Upper respiratory tract 
infection 

1 (5.6 ) 0 1 (5.6 ) 0 0 

Investigations      

-Total 5 (27.8) 0 1 (5.6 ) 1 (5.6 ) 3 (16.7) 

Neutrophil count decreased 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

Immunoglobulins decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Platelet count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

White blood cell count 
decreased 

2 (11.1) 0 0 0 2 (11.1) 

Alanine aminotransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

Aspartate aminotransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

Lymphocyte count decreased 1 (5.6 ) 0 0 1 (5.6 ) 0 

Metabolism and nutrition 
disorders 
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Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 6 (33.3) 2 (11.1) 3 (16.7) 1 (5.6 ) 0 

Decreased appetite 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

Hypoalbuminaemia 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

Hyperglycaemia 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

Hypocalcaemia 2 (11.1) 0 2 (11.1) 0 0 

Hyperuricaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Hypokalaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

Hypophosphataemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

Arthralgia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Back pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

Myalgia 1 (5.6 ) 0 1 (5.6 ) 0 0 

Nervous system disorders      

-Total 7 (38.9) 1 (5.6 ) 5 (27.8) 1 (5.6 ) 0 

Headache 5 (27.8) 0 4 (22.2) 1 (5.6 ) 0 

Intention tremor 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Seizure 2 (11.1) 0 2 (11.1) 0 0 
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Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

Cough 1 (5.6 ) 1 (5.6 ) 0 0 0 

Hypoxia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Oropharyngeal pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

Petechiae 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Pruritus 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Rash 2 (11.1) 2 (11.1) 0 0 0 

Vascular disorders      

-Total 4 (22.2) 0 0 4 (22.2) 0 

Hypertension 3 (16.7) 0 0 3 (16.7) 0 

Hypotension 1 (5.6 ) 0 0 1 (5.6 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153a 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Age 

Safety Set 

 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

16 (94.1) 2 (11.8) 4 (23.5) 5 (29.4) 5 (29.4) 

Blood and lymphatic system 
disorders 

     

-Total 6 (35.3) 2 (11.8) 2 (11.8) 1 (5.9 ) 1 (5.9 ) 

Anaemia 2 (11.8) 2 (11.8) 0 0 0 

Thrombocytopenia 2 (11.8) 0 0 1 (5.9 ) 1 (5.9 ) 

B-cell aplasia 1 (5.9 ) 0 1 (5.9 ) 0 0 

Febrile neutropenia 1 (5.9 ) 0 1 (5.9 ) 0 0 

Cardiac disorders      

-Total 2 (11.8) 2 (11.8) 0 0 0 

Tachycardia 2 (11.8) 2 (11.8) 0 0 0 
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Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

-Total 7 (41.2) 2 (11.8) 5 (29.4) 0 0 

Abdominal pain upper 2 (11.8) 0 2 (11.8) 0 0 

Constipation 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

Diarrhoea 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

Nausea 2 (11.8) 0 2 (11.8) 0 0 

Abdominal pain 1 (5.9 ) 1 (5.9 ) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 8 (47.1) 2 (11.8) 4 (23.5) 2 (11.8) 0 

Pyrexia 7 (41.2) 3 (17.6) 2 (11.8) 2 (11.8) 0 

Fatigue 3 (17.6) 2 (11.8) 1 (5.9 ) 0 0 

Catheter site haemorrhage 2 (11.8) 1 (5.9 ) 0 1 (5.9 ) 0 

Oedema peripheral 2 (11.8) 2 (11.8) 0 0 0 

Chills 1 (5.9 ) 0 1 (5.9 ) 0 0 

Pain 1 (5.9 ) 0 0 1 (5.9 ) 0 

Immune system disorders      

-Total 9 (52.9) 2 (11.8) 3 (17.6) 2 (11.8) 2 (11.8) 
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Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Cytokine release syndrome 9 (52.9) 2 (11.8) 3 (17.6) 2 (11.8) 2 (11.8) 

Hypogammaglobulinaemia 1 (5.9 ) 0 1 (5.9 ) 0 0 

Infections and infestations      

-Total 2 (11.8) 0 2 (11.8) 0 0 

Herpes zoster 1 (5.9 ) 0 1 (5.9 ) 0 0 

Nasopharyngitis 1 (5.9 ) 1 (5.9 ) 0 0 0 

Respiratory syncytial virus 
infection 

1 (5.9 ) 0 1 (5.9 ) 0 0 

Investigations      

-Total 7 (41.2) 2 (11.8) 2 (11.8) 2 (11.8) 1 (5.9 ) 

Blood creatinine increased 2 (11.8) 2 (11.8) 0 0 0 

Immunoglobulins decreased 2 (11.8) 0 1 (5.9 ) 0 1 (5.9 ) 

Platelet count decreased 2 (11.8) 0 1 (5.9 ) 1 (5.9 ) 0 

Aspartate aminotransferase 
increased 

1 (5.9 ) 1 (5.9 ) 0 0 0 

Blood fibrinogen decreased 1 (5.9 ) 0 1 (5.9 ) 0 0 

Neutrophil count decreased 1 (5.9 ) 0 0 1 (5.9 ) 0 

Metabolism and nutrition 
disorders 
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Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 4 (23.5) 4 (23.5) 0 0 0 

Hypokalaemia 3 (17.6) 3 (17.6) 0 0 0 

Hyperphosphataemia 2 (11.8) 2 (11.8) 0 0 0 

Hypocalcaemia 1 (5.9 ) 1 (5.9 ) 0 0 0 

Hypomagnesaemia 1 (5.9 ) 1 (5.9 ) 0 0 0 

Hypophosphataemia 1 (5.9 ) 1 (5.9 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 4 (23.5) 2 (11.8) 2 (11.8) 0 0 

Arthralgia 3 (17.6) 1 (5.9 ) 2 (11.8) 0 0 

Myalgia 1 (5.9 ) 1 (5.9 ) 0 0 0 

Neoplasms benign, malignant 
and unspecified (incl cysts and 
polyps) 

     

-Total 1 (5.9 ) 0 0 0 1 (5.9 ) 

Acute lymphocytic leukaemia 
recurrent 

1 (5.9 ) 0 0 0 1 (5.9 ) 

Nervous system disorders      

-Total 5 (29.4) 1 (5.9 ) 2 (11.8) 2 (11.8) 0 
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Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Somnolence 2 (11.8) 0 0 2 (11.8) 0 

Headache 1 (5.9 ) 0 1 (5.9 ) 0 0 

Neuralgia 1 (5.9 ) 0 1 (5.9 ) 0 0 

Seizure 1 (5.9 ) 1 (5.9 ) 0 0 0 

Psychiatric disorders      

-Total 2 (11.8) 0 2 (11.8) 0 0 

Insomnia 2 (11.8) 0 2 (11.8) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 3 (17.6) 1 (5.9 ) 2 (11.8) 0 0 

Hypoxia 2 (11.8) 0 2 (11.8) 0 0 

Tachypnoea 2 (11.8) 2 (11.8) 0 0 0 

Epistaxis 1 (5.9 ) 1 (5.9 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 6 (35.3) 5 (29.4) 1 (5.9 ) 0 0 

Erythema 2 (11.8) 2 (11.8) 0 0 0 

Petechiae 2 (11.8) 2 (11.8) 0 0 0 

Rash 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 
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Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Ingrowing nail 1 (5.9 ) 1 (5.9 ) 0 0 0 

Pruritus 1 (5.9 ) 1 (5.9 ) 0 0 0 

Vascular disorders      

-Total 2 (11.8) 2 (11.8) 0 0 0 

Hypotension 2 (11.8) 2 (11.8) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153a 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

20 (71.4) 7 (25.0) 6 (21.4) 3 (10.7) 4 (14.3) 

Blood and lymphatic system 
disorders 

     

-Total 7 (25.0) 2 (7.1 ) 3 (10.7) 2 (7.1 ) 0 

Anaemia 5 (17.9) 1 (3.6 ) 2 (7.1 ) 2 (7.1 ) 0 

Febrile neutropenia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Neutropenia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Thrombocytopenia 1 (3.6 ) 0 1 (3.6 ) 0 0 

Cardiac disorders      

-Total 2 (7.1 ) 2 (7.1 ) 0 0 0 

Sinus tachycardia 2 (7.1 ) 2 (7.1 ) 0 0 0 



  

  

2229 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Tachycardia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Gastrointestinal disorders      

-Total 7 (25.0) 4 (14.3) 3 (10.7) 0 0 

Constipation 4 (14.3) 3 (10.7) 1 (3.6 ) 0 0 

Vomiting 4 (14.3) 2 (7.1 ) 2 (7.1 ) 0 0 

Abdominal pain 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 0 

Diarrhoea 2 (7.1 ) 0 2 (7.1 ) 0 0 

Abdominal pain upper 1 (3.6 ) 1 (3.6 ) 0 0 0 

Nausea 1 (3.6 ) 0 1 (3.6 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 8 (28.6) 4 (14.3) 3 (10.7) 1 (3.6 ) 0 

Pyrexia 7 (25.0) 3 (10.7) 3 (10.7) 1 (3.6 ) 0 

Chills 1 (3.6 ) 0 1 (3.6 ) 0 0 

Face oedema 1 (3.6 ) 1 (3.6 ) 0 0 0 

Fatigue 1 (3.6 ) 1 (3.6 ) 0 0 0 

Pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

Immune system disorders      

-Total 3 (10.7) 1 (3.6 ) 1 (3.6 ) 1 (3.6 ) 0 



  

  

2230 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hypogammaglobulinaemia 3 (10.7) 1 (3.6 ) 1 (3.6 ) 1 (3.6 ) 0 

Infections and infestations      

-Total 9 (32.1) 4 (14.3) 5 (17.9) 0 0 

Upper respiratory tract 
infection 

5 (17.9) 2 (7.1 ) 3 (10.7) 0 0 

Nasopharyngitis 4 (14.3) 3 (10.7) 1 (3.6 ) 0 0 

Rhinitis 2 (7.1 ) 2 (7.1 ) 0 0 0 

Herpes zoster 1 (3.6 ) 0 1 (3.6 ) 0 0 

Investigations      

-Total 9 (32.1) 1 (3.6 ) 2 (7.1 ) 2 (7.1 ) 4 (14.3) 

Platelet count decreased 5 (17.9) 2 (7.1 ) 1 (3.6 ) 0 2 (7.1 ) 

Alanine aminotransferase 
increased 

3 (10.7) 0 1 (3.6 ) 1 (3.6 ) 1 (3.6 ) 

Aspartate aminotransferase 
increased 

3 (10.7) 1 (3.6 ) 0 1 (3.6 ) 1 (3.6 ) 

Neutrophil count decreased 3 (10.7) 0 0 1 (3.6 ) 2 (7.1 ) 

White blood cell count 
decreased 

3 (10.7) 1 (3.6 ) 0 1 (3.6 ) 1 (3.6 ) 

Metabolism and nutrition 
disorders 

     



  

  

2231 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 5 (17.9) 4 (14.3) 0 1 (3.6 ) 0 

Decreased appetite 2 (7.1 ) 2 (7.1 ) 0 0 0 

Hyperglycaemia 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

Hyperuricaemia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Hypokalaemia 1 (3.6 ) 0 0 1 (3.6 ) 0 

Hypomagnesaemia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Hypophosphataemia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 5 (17.9) 1 (3.6 ) 4 (14.3) 0 0 

Arthralgia 4 (14.3) 0 4 (14.3) 0 0 

Back pain 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

Pain in extremity 2 (7.1 ) 0 2 (7.1 ) 0 0 

Nervous system disorders      

-Total 5 (17.9) 4 (14.3) 1 (3.6 ) 0 0 

Headache 5 (17.9) 4 (14.3) 1 (3.6 ) 0 0 

Psychiatric disorders      

-Total 1 (3.6 ) 1 (3.6 ) 0 0 0 

Insomnia 1 (3.6 ) 1 (3.6 ) 0 0 0 



  

  

2232 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Renal and urinary disorders      

-Total 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

Haematuria 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 7 (25.0) 5 (17.9) 1 (3.6 ) 1 (3.6 ) 0 

Cough 6 (21.4) 6 (21.4) 0 0 0 

Epistaxis 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 0 

Hypoxia 1 (3.6 ) 0 0 1 (3.6 ) 0 

Oropharyngeal pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

Tachypnoea 1 (3.6 ) 0 1 (3.6 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 4 (14.3) 3 (10.7) 1 (3.6 ) 0 0 

Petechiae 2 (7.1 ) 2 (7.1 ) 0 0 0 

Pruritus 2 (7.1 ) 2 (7.1 ) 0 0 0 

Rash 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

Vascular disorders      

-Total 1 (3.6 ) 0 1 (3.6 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hypertension 1 (3.6 ) 0 1 (3.6 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153a 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

12 (66.7) 3 (16.7) 3 (16.7) 4 (22.2) 2 (11.1) 

Blood and lymphatic system 
disorders 

     

-Total 2 (11.1) 0 0 2 (11.1) 0 

Anaemia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Thrombocytopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Cardiac disorders      

-Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

Tachycardia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Gastrointestinal disorders      

-Total 6 (33.3) 4 (22.2) 2 (11.1) 0 0 



  

  

2235 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nausea 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

Abdominal pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

Constipation 1 (5.6 ) 1 (5.6 ) 0 0 0 

Diarrhoea 1 (5.6 ) 1 (5.6 ) 0 0 0 

Vomiting 1 (5.6 ) 1 (5.6 ) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 5 (27.8) 2 (11.1) 3 (16.7) 0 0 

Pyrexia 4 (22.2) 1 (5.6 ) 3 (16.7) 0 0 

Chills 1 (5.6 ) 1 (5.6 ) 0 0 0 

Immune system disorders      

-Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

Hypogammaglobulinaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

Infections and infestations      

-Total 9 (50.0) 5 (27.8) 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

Nasopharyngitis 4 (22.2) 4 (22.2) 0 0 0 

Rhinitis 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Herpes zoster 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations      

-Total 4 (22.2) 1 (5.6 ) 0 2 (11.1) 1 (5.6 ) 

White blood cell count 
decreased 

3 (16.7) 1 (5.6 ) 0 1 (5.6 ) 1 (5.6 ) 

Lymphocyte count decreased 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

Neutrophil count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

Platelet count decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Alanine aminotransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

Aspartate aminotransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

Immunoglobulins decreased 1 (5.6 ) 0 0 1 (5.6 ) 0 

Metabolism and nutrition 
disorders 

     

-Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

Hyperuricaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Hypomagnesaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Arthralgia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Back pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

Pain in extremity 1 (5.6 ) 1 (5.6 ) 0 0 0 

Neoplasms benign, malignant 
and unspecified (incl cysts and 
polyps) 

     

-Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 0 0 1 (5.6 ) 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

Cough 2 (11.1) 0 2 (11.1) 0 0 

Epistaxis 2 (11.1) 2 (11.1) 0 0 0 

Oropharyngeal pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

Ingrowing nail 1 (5.6 ) 0 1 (5.6 ) 0 0 

 

 



  

  

2238 

- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153a 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

12 (85.7) 2 (14.3) 5 (35.7) 4 (28.6) 1 (7.1 ) 

Blood and lymphatic system 
disorders 

     

-Total 3 (21.4) 0 1 (7.1 ) 2 (14.3) 0 

Thrombocytopenia 2 (14.3) 0 1 (7.1 ) 1 (7.1 ) 0 

B-cell aplasia 1 (7.1 ) 0 0 1 (7.1 ) 0 

Neutropenia 1 (7.1 ) 0 1 (7.1 ) 0 0 

Gastrointestinal disorders      

-Total 2 (14.3) 0 2 (14.3) 0 0 

Abdominal pain 1 (7.1 ) 0 1 (7.1 ) 0 0 

Constipation 1 (7.1 ) 0 1 (7.1 ) 0 0 



  

  

2240 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Diarrhoea 1 (7.1 ) 0 1 (7.1 ) 0 0 

Nausea 1 (7.1 ) 1 (7.1 ) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 3 (21.4) 0 3 (21.4) 0 0 

Pyrexia 3 (21.4) 0 3 (21.4) 0 0 

Chills 1 (7.1 ) 0 1 (7.1 ) 0 0 

Oedema peripheral 1 (7.1 ) 0 1 (7.1 ) 0 0 

Immune system disorders      

-Total 2 (14.3) 1 (7.1 ) 1 (7.1 ) 0 0 

Cytokine release syndrome 1 (7.1 ) 0 1 (7.1 ) 0 0 

Hypogammaglobulinaemia 1 (7.1 ) 1 (7.1 ) 0 0 0 

Infections and infestations      

-Total 2 (14.3) 0 1 (7.1 ) 1 (7.1 ) 0 

Herpes zoster 1 (7.1 ) 0 1 (7.1 ) 0 0 

Respiratory syncytial virus 
infection 

1 (7.1 ) 0 0 1 (7.1 ) 0 

Investigations      

-Total 2 (14.3) 1 (7.1 ) 0 1 (7.1 ) 0 



  

  

2241 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Alanine aminotransferase 
increased 

2 (14.3) 2 (14.3) 0 0 0 

Aspartate aminotransferase 
increased 

2 (14.3) 2 (14.3) 0 0 0 

Neutrophil count decreased 1 (7.1 ) 0 0 1 (7.1 ) 0 

Platelet count decreased 1 (7.1 ) 1 (7.1 ) 0 0 0 

White blood cell count 
decreased 

1 (7.1 ) 0 0 1 (7.1 ) 0 

Metabolism and nutrition 
disorders 

     

-Total 2 (14.3) 0 2 (14.3) 0 0 

Hypomagnesaemia 2 (14.3) 1 (7.1 ) 1 (7.1 ) 0 0 

Hypoalbuminaemia 1 (7.1 ) 1 (7.1 ) 0 0 0 

Hypocalcaemia 1 (7.1 ) 0 1 (7.1 ) 0 0 

Hypokalaemia 1 (7.1 ) 1 (7.1 ) 0 0 0 

Hypophosphataemia 1 (7.1 ) 0 1 (7.1 ) 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 3 (21.4) 2 (14.3) 1 (7.1 ) 0 0 

Back pain 2 (14.3) 2 (14.3) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Arthralgia 1 (7.1 ) 1 (7.1 ) 0 0 0 

Pain in extremity 1 (7.1 ) 0 1 (7.1 ) 0 0 

Neoplasms benign, malignant 
and unspecified (incl cysts and 
polyps) 

     

-Total 1 (7.1 ) 0 0 0 1 (7.1 ) 

Acute lymphocytic leukaemia 
recurrent 

1 (7.1 ) 0 0 0 1 (7.1 ) 

Nervous system disorders      

-Total 1 (7.1 ) 0 1 (7.1 ) 0 0 

Neuralgia 1 (7.1 ) 0 1 (7.1 ) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 2 (14.3) 2 (14.3) 0 0 0 

Cough 2 (14.3) 2 (14.3) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 2 (14.3) 1 (7.1 ) 1 (7.1 ) 0 0 

Erythema 1 (7.1 ) 1 (7.1 ) 0 0 0 

Ingrowing nail 1 (7.1 ) 0 1 (7.1 ) 0 0 

 



  

  

2243 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153a 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Age 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Age: <10 years 

 
All patients 

N=9 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

2 (22.2) 1 (11.1) 0 1 (11.1) 0 

Infections and infestations      

-Total 1 (11.1) 1 (11.1) 0 0 0 

Rhinitis 1 (11.1) 1 (11.1) 0 0 0 

Neoplasms benign, malignant 
and unspecified (incl cysts and 
polyps) 

     

-Total 1 (11.1) 0 0 1 (11.1) 0 

Acute lymphocytic leukaemia 
recurrent 

1 (11.1) 0 0 1 (11.1) 0 
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- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153a 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Age 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

1 (14.3) 1 (14.3) 0 0 0 

Investigations      

-Total 1 (14.3) 1 (14.3) 0 0 0 

Lymphocyte count decreased 1 (14.3) 1 (14.3) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153a 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

34 (100) 4 (11.8) 4 (11.8) 10 (29.4) 16 (47.1) 

Blood and lymphatic system 
disorders 

     

-Total 16 (47.1) 2 (5.9 ) 3 (8.8 ) 7 (20.6) 4 (11.8) 

Anaemia 10 (29.4) 2 (5.9 ) 2 (5.9 ) 6 (17.6) 0 

Neutropenia 7 (20.6) 1 (2.9 ) 0 2 (5.9 ) 4 (11.8) 

Febrile neutropenia 3 (8.8 ) 1 (2.9 ) 0 2 (5.9 ) 0 

Thrombocytopenia 1 (2.9 ) 0 1 (2.9 ) 0 0 

Cardiac disorders      

-Total 6 (17.6) 5 (14.7) 1 (2.9 ) 0 0 

Sinus tachycardia 4 (11.8) 4 (11.8) 0 0 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Tachycardia 4 (11.8) 3 (8.8 ) 1 (2.9 ) 0 0 

Gastrointestinal disorders      

-Total 18 (52.9) 10 (29.4) 7 (20.6) 1 (2.9 ) 0 

Diarrhoea 10 (29.4) 7 (20.6) 2 (5.9 ) 1 (2.9 ) 0 

Vomiting 8 (23.5) 4 (11.8) 4 (11.8) 0 0 

Abdominal pain 5 (14.7) 2 (5.9 ) 3 (8.8 ) 0 0 

Nausea 5 (14.7) 0 5 (14.7) 0 0 

Constipation 4 (11.8) 3 (8.8 ) 1 (2.9 ) 0 0 

Abdominal pain upper 1 (2.9 ) 1 (2.9 ) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 20 (58.8) 10 (29.4) 8 (23.5) 2 (5.9 ) 0 

Pyrexia 18 (52.9) 9 (26.5) 7 (20.6) 2 (5.9 ) 0 

Face oedema 5 (14.7) 5 (14.7) 0 0 0 

Fatigue 3 (8.8 ) 1 (2.9 ) 2 (5.9 ) 0 0 

Pain 2 (5.9 ) 2 (5.9 ) 0 0 0 

Chills 1 (2.9 ) 0 1 (2.9 ) 0 0 

Oedema peripheral 1 (2.9 ) 1 (2.9 ) 0 0 0 



  

  

2250 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders      

-Total 29 (85.3) 5 (14.7) 10 (29.4) 6 (17.6) 8 (23.5) 

Cytokine release syndrome 25 (73.5) 7 (20.6) 6 (17.6) 4 (11.8) 8 (23.5) 

Hypogammaglobulinaemia 15 (44.1) 4 (11.8) 9 (26.5) 2 (5.9 ) 0 

Infections and infestations      

-Total 11 (32.4) 4 (11.8) 6 (17.6) 0 1 (2.9 ) 

Upper respiratory tract 
infection 

6 (17.6) 2 (5.9 ) 4 (11.8) 0 0 

Nasopharyngitis 4 (11.8) 3 (8.8 ) 1 (2.9 ) 0 0 

Rhinitis 2 (5.9 ) 2 (5.9 ) 0 0 0 

Herpes zoster 1 (2.9 ) 0 1 (2.9 ) 0 0 

Sepsis 1 (2.9 ) 0 0 0 1 (2.9 ) 

Investigations      

-Total 18 (52.9) 0 2 (5.9 ) 6 (17.6) 10 (29.4) 

White blood cell count 
decreased 

10 (29.4) 0 2 (5.9 ) 3 (8.8 ) 5 (14.7) 

Neutrophil count decreased 7 (20.6) 1 (2.9 ) 0 1 (2.9 ) 5 (14.7) 

Platelet count decreased 6 (17.6) 1 (2.9 ) 1 (2.9 ) 0 4 (11.8) 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Aspartate aminotransferase 
increased 

5 (14.7) 1 (2.9 ) 1 (2.9 ) 2 (5.9 ) 1 (2.9 ) 

Alanine aminotransferase 
increased 

4 (11.8) 0 1 (2.9 ) 2 (5.9 ) 1 (2.9 ) 

Blood fibrinogen decreased 4 (11.8) 0 1 (2.9 ) 3 (8.8 ) 0 

Lymphocyte count decreased 2 (5.9 ) 0 0 2 (5.9 ) 0 

Blood creatinine increased 1 (2.9 ) 0 1 (2.9 ) 0 0 

Metabolism and nutrition 
disorders 

     

-Total 18 (52.9) 7 (20.6) 2 (5.9 ) 7 (20.6) 2 (5.9 ) 

Hypokalaemia 11 (32.4) 3 (8.8 ) 1 (2.9 ) 7 (20.6) 0 

Hypophosphataemia 7 (20.6) 4 (11.8) 1 (2.9 ) 2 (5.9 ) 0 

Decreased appetite 5 (14.7) 4 (11.8) 1 (2.9 ) 0 0 

Hypoalbuminaemia 4 (11.8) 1 (2.9 ) 3 (8.8 ) 0 0 

Hypocalcaemia 4 (11.8) 0 0 2 (5.9 ) 2 (5.9 ) 

Hypomagnesaemia 3 (8.8 ) 3 (8.8 ) 0 0 0 

Hyperglycaemia 2 (5.9 ) 1 (2.9 ) 0 1 (2.9 ) 0 

Hyperuricaemia 2 (5.9 ) 2 (5.9 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and 
connective tissue disorders 

     

-Total 8 (23.5) 3 (8.8 ) 5 (14.7) 0 0 

Pain in extremity 5 (14.7) 2 (5.9 ) 3 (8.8 ) 0 0 

Arthralgia 4 (11.8) 0 4 (11.8) 0 0 

Myalgia 4 (11.8) 4 (11.8) 0 0 0 

Back pain 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

Neoplasms benign, malignant 
and unspecified (incl cysts and 
polyps) 

     

-Total 1 (2.9 ) 0 0 1 (2.9 ) 0 

Acute lymphocytic leukaemia 
recurrent 

1 (2.9 ) 0 0 1 (2.9 ) 0 

Nervous system disorders      

-Total 12 (35.3) 7 (20.6) 3 (8.8 ) 2 (5.9 ) 0 

Headache 10 (29.4) 8 (23.5) 2 (5.9 ) 0 0 

Seizure 3 (8.8 ) 0 1 (2.9 ) 2 (5.9 ) 0 

Psychiatric disorders      

-Total 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 



  

  

2253 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Insomnia 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

Renal and urinary disorders      

-Total 4 (11.8) 3 (8.8 ) 0 1 (2.9 ) 0 

Haematuria 4 (11.8) 3 (8.8 ) 0 1 (2.9 ) 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 15 (44.1) 8 (23.5) 3 (8.8 ) 3 (8.8 ) 1 (2.9 ) 

Cough 10 (29.4) 8 (23.5) 2 (5.9 ) 0 0 

Epistaxis 5 (14.7) 3 (8.8 ) 2 (5.9 ) 0 0 

Hypoxia 5 (14.7) 1 (2.9 ) 0 3 (8.8 ) 1 (2.9 ) 

Oropharyngeal pain 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

Tachypnoea 1 (2.9 ) 0 1 (2.9 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 12 (35.3) 9 (26.5) 2 (5.9 ) 1 (2.9 ) 0 

Rash 6 (17.6) 4 (11.8) 1 (2.9 ) 1 (2.9 ) 0 

Pruritus 5 (14.7) 5 (14.7) 0 0 0 

Erythema 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

Petechiae 2 (5.9 ) 2 (5.9 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders      

-Total 8 (23.5) 5 (14.7) 2 (5.9 ) 1 (2.9 ) 0 

Hypertension 5 (14.7) 3 (8.8 ) 2 (5.9 ) 0 0 

Hypotension 3 (8.8 ) 2 (5.9 ) 0 1 (2.9 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153a 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

18 (100) 1 (5.6 ) 2 (11.1) 6 (33.3) 9 (50.0) 

Blood and lymphatic system 
disorders 

     

-Total 7 (38.9) 0 1 (5.6 ) 4 (22.2) 2 (11.1) 

Anaemia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Febrile neutropenia 2 (11.1) 0 0 2 (11.1) 0 

Neutropenia 2 (11.1) 0 0 0 2 (11.1) 

Thrombocytopenia 2 (11.1) 0 0 2 (11.1) 0 

Cardiac disorders      

-Total 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Tachycardia 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

-Total 13 (72.2) 7 (38.9) 4 (22.2) 2 (11.1) 0 

Nausea 8 (44.4) 3 (16.7) 4 (22.2) 1 (5.6 ) 0 

Vomiting 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

Diarrhoea 4 (22.2) 3 (16.7) 0 1 (5.6 ) 0 

Abdominal pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

Abdominal pain upper 1 (5.6 ) 1 (5.6 ) 0 0 0 

Constipation 1 (5.6 ) 1 (5.6 ) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 11 (61.1) 4 (22.2) 5 (27.8) 2 (11.1) 0 

Pyrexia 6 (33.3) 2 (11.1) 3 (16.7) 1 (5.6 ) 0 

Pain 2 (11.1) 0 2 (11.1) 0 0 

Chills 1 (5.6 ) 1 (5.6 ) 0 0 0 

Face oedema 1 (5.6 ) 0 0 1 (5.6 ) 0 

Fatigue 1 (5.6 ) 0 1 (5.6 ) 0 0 

Oedema peripheral 1 (5.6 ) 1 (5.6 ) 0 0 0 

Immune system disorders      

-Total 13 (72.2) 2 (11.1) 5 (27.8) 3 (16.7) 3 (16.7) 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Cytokine release syndrome 12 (66.7) 3 (16.7) 3 (16.7) 3 (16.7) 3 (16.7) 

Hypogammaglobulinaemia 4 (22.2) 1 (5.6 ) 3 (16.7) 0 0 

Haemophagocytic 
lymphohistiocytosis 

3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

Infections and infestations      

-Total 10 (55.6) 4 (22.2) 3 (16.7) 2 (11.1) 1 (5.6 ) 

Nasopharyngitis 4 (22.2) 4 (22.2) 0 0 0 

Rhinitis 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Herpes zoster 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Sepsis 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

Upper respiratory tract 
infection 

1 (5.6 ) 0 1 (5.6 ) 0 0 

Investigations      

-Total 6 (33.3) 0 1 (5.6 ) 2 (11.1) 3 (16.7) 

Immunoglobulins decreased 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

Lymphocyte count decreased 3 (16.7) 1 (5.6 ) 0 2 (11.1) 0 

Neutrophil count decreased 3 (16.7) 0 0 0 3 (16.7) 

White blood cell count 
decreased 

3 (16.7) 1 (5.6 ) 0 0 2 (11.1) 

Platelet count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Alanine aminotransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

Aspartate aminotransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

Metabolism and nutrition 
disorders 

     

-Total 6 (33.3) 2 (11.1) 3 (16.7) 1 (5.6 ) 0 

Decreased appetite 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

Hypoalbuminaemia 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

Hyperglycaemia 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

Hyperuricaemia 2 (11.1) 2 (11.1) 0 0 0 

Hypocalcaemia 2 (11.1) 0 2 (11.1) 0 0 

Hypokalaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

Hypomagnesaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Hypophosphataemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 4 (22.2) 1 (5.6 ) 1 (5.6 ) 2 (11.1) 0 

Arthralgia 2 (11.1) 0 0 2 (11.1) 0 

Back pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Myalgia 1 (5.6 ) 0 1 (5.6 ) 0 0 

Pain in extremity 1 (5.6 ) 1 (5.6 ) 0 0 0 

Neoplasms benign, malignant 
and unspecified (incl cysts and 
polyps) 

     

-Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 0 0 1 (5.6 ) 0 

Nervous system disorders      

-Total 7 (38.9) 1 (5.6 ) 5 (27.8) 1 (5.6 ) 0 

Headache 5 (27.8) 0 4 (22.2) 1 (5.6 ) 0 

Intention tremor 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Seizure 2 (11.1) 0 2 (11.1) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 4 (22.2) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 0 

Oropharyngeal pain 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

Cough 2 (11.1) 0 2 (11.1) 0 0 

Epistaxis 2 (11.1) 2 (11.1) 0 0 0 

Hypoxia 1 (5.6 ) 0 0 1 (5.6 ) 0 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Skin and subcutaneous tissue 
disorders 

     

-Total 5 (27.8) 2 (11.1) 3 (16.7) 0 0 

Petechiae 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Pruritus 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Rash 2 (11.1) 2 (11.1) 0 0 0 

Ingrowing nail 1 (5.6 ) 0 1 (5.6 ) 0 0 

Vascular disorders      

-Total 4 (22.2) 0 0 4 (22.2) 0 

Hypertension 3 (16.7) 0 0 3 (16.7) 0 

Hypotension 1 (5.6 ) 0 0 1 (5.6 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153a 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

16 (94.1) 1 (5.9 ) 4 (23.5) 6 (35.3) 5 (29.4) 

Blood and lymphatic system 
disorders 

     

-Total 8 (47.1) 2 (11.8) 3 (17.6) 2 (11.8) 1 (5.9 ) 

Thrombocytopenia 3 (17.6) 0 1 (5.9 ) 1 (5.9 ) 1 (5.9 ) 

Anaemia 2 (11.8) 2 (11.8) 0 0 0 

B-cell aplasia 2 (11.8) 0 1 (5.9 ) 1 (5.9 ) 0 

Febrile neutropenia 1 (5.9 ) 0 1 (5.9 ) 0 0 

Neutropenia 1 (5.9 ) 0 1 (5.9 ) 0 0 

Cardiac disorders      

-Total 2 (11.8) 2 (11.8) 0 0 0 



  

  

2263 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Tachycardia 2 (11.8) 2 (11.8) 0 0 0 

Gastrointestinal disorders      

-Total 8 (47.1) 2 (11.8) 6 (35.3) 0 0 

Diarrhoea 3 (17.6) 1 (5.9 ) 2 (11.8) 0 0 

Nausea 3 (17.6) 1 (5.9 ) 2 (11.8) 0 0 

Abdominal pain 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

Abdominal pain upper 2 (11.8) 0 2 (11.8) 0 0 

Constipation 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 10 (58.8) 2 (11.8) 6 (35.3) 2 (11.8) 0 

Pyrexia 9 (52.9) 3 (17.6) 4 (23.5) 2 (11.8) 0 

Fatigue 3 (17.6) 2 (11.8) 1 (5.9 ) 0 0 

Oedema peripheral 3 (17.6) 2 (11.8) 1 (5.9 ) 0 0 

Catheter site haemorrhage 2 (11.8) 1 (5.9 ) 0 1 (5.9 ) 0 

Chills 2 (11.8) 0 2 (11.8) 0 0 

Pain 1 (5.9 ) 0 0 1 (5.9 ) 0 

Immune system disorders      
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 10 (58.8) 2 (11.8) 4 (23.5) 2 (11.8) 2 (11.8) 

Cytokine release syndrome 10 (58.8) 2 (11.8) 4 (23.5) 2 (11.8) 2 (11.8) 

Hypogammaglobulinaemia 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

Infections and infestations      

-Total 3 (17.6) 0 2 (11.8) 1 (5.9 ) 0 

Herpes zoster 2 (11.8) 0 2 (11.8) 0 0 

Respiratory syncytial virus 
infection 

2 (11.8) 0 1 (5.9 ) 1 (5.9 ) 0 

Nasopharyngitis 1 (5.9 ) 1 (5.9 ) 0 0 0 

Investigations      

-Total 7 (41.2) 2 (11.8) 2 (11.8) 2 (11.8) 1 (5.9 ) 

Alanine aminotransferase 
increased 

2 (11.8) 2 (11.8) 0 0 0 

Aspartate aminotransferase 
increased 

2 (11.8) 2 (11.8) 0 0 0 

Blood creatinine increased 2 (11.8) 2 (11.8) 0 0 0 

Immunoglobulins decreased 2 (11.8) 0 1 (5.9 ) 0 1 (5.9 ) 

Platelet count decreased 2 (11.8) 0 1 (5.9 ) 1 (5.9 ) 0 

Blood fibrinogen decreased 1 (5.9 ) 0 1 (5.9 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neutrophil count decreased 1 (5.9 ) 0 0 1 (5.9 ) 0 

White blood cell count 
decreased 

1 (5.9 ) 0 0 1 (5.9 ) 0 

Metabolism and nutrition 
disorders 

     

-Total 5 (29.4) 3 (17.6) 2 (11.8) 0 0 

Hypokalaemia 3 (17.6) 3 (17.6) 0 0 0 

Hypomagnesaemia 3 (17.6) 2 (11.8) 1 (5.9 ) 0 0 

Hyperphosphataemia 2 (11.8) 2 (11.8) 0 0 0 

Hypocalcaemia 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

Hypophosphataemia 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

Hypoalbuminaemia 1 (5.9 ) 1 (5.9 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 6 (35.3) 3 (17.6) 3 (17.6) 0 0 

Arthralgia 3 (17.6) 1 (5.9 ) 2 (11.8) 0 0 

Back pain 2 (11.8) 2 (11.8) 0 0 0 

Myalgia 1 (5.9 ) 1 (5.9 ) 0 0 0 

Pain in extremity 1 (5.9 ) 0 1 (5.9 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant 
and unspecified (incl cysts and 
polyps) 

     

-Total 2 (11.8) 0 0 0 2 (11.8) 

Acute lymphocytic leukaemia 
recurrent 

2 (11.8) 0 0 0 2 (11.8) 

Nervous system disorders      

-Total 5 (29.4) 1 (5.9 ) 2 (11.8) 2 (11.8) 0 

Neuralgia 2 (11.8) 0 2 (11.8) 0 0 

Somnolence 2 (11.8) 0 0 2 (11.8) 0 

Headache 1 (5.9 ) 0 1 (5.9 ) 0 0 

Seizure 1 (5.9 ) 1 (5.9 ) 0 0 0 

Psychiatric disorders      

-Total 2 (11.8) 0 2 (11.8) 0 0 

Insomnia 2 (11.8) 0 2 (11.8) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 5 (29.4) 3 (17.6) 2 (11.8) 0 0 

Cough 2 (11.8) 2 (11.8) 0 0 0 
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hypoxia 2 (11.8) 0 2 (11.8) 0 0 

Tachypnoea 2 (11.8) 2 (11.8) 0 0 0 

Epistaxis 1 (5.9 ) 1 (5.9 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 8 (47.1) 6 (35.3) 2 (11.8) 0 0 

Erythema 3 (17.6) 3 (17.6) 0 0 0 

Ingrowing nail 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

Petechiae 2 (11.8) 2 (11.8) 0 0 0 

Rash 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

Pruritus 1 (5.9 ) 1 (5.9 ) 0 0 0 

Vascular disorders      

-Total 2 (11.8) 2 (11.8) 0 0 0 

Hypotension 2 (11.8) 2 (11.8) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 
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in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153b 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Gender 

Safety Set 

 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

41 (100) 5 (12.2) 10 (24.4) 6 (14.6) 20 (48.8) 

Blood and lymphatic system 
disorders 

     

-Total 16 (39.0) 3 (7.3 ) 3 (7.3 ) 5 (12.2) 5 (12.2) 

Anaemia 10 (24.4) 3 (7.3 ) 2 (4.9 ) 5 (12.2) 0 

Neutropenia 4 (9.8 ) 0 0 0 4 (9.8 ) 

Thrombocytopenia 3 (7.3 ) 0 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 

Cardiac disorders      

-Total 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 0 0 

Tachycardia 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 0 0 

Gastrointestinal disorders      
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Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 17 (41.5) 6 (14.6) 10 (24.4) 1 (2.4 ) 0 

Diarrhoea 9 (22.0) 6 (14.6) 2 (4.9 ) 1 (2.4 ) 0 

Nausea 7 (17.1) 0 7 (17.1) 0 0 

Vomiting 5 (12.2) 3 (7.3 ) 2 (4.9 ) 0 0 

Abdominal pain 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 0 

Constipation 2 (4.9 ) 2 (4.9 ) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 16 (39.0) 6 (14.6) 8 (19.5) 2 (4.9 ) 0 

Pyrexia 14 (34.1) 6 (14.6) 6 (14.6) 2 (4.9 ) 0 

Fatigue 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 0 0 

Immune system disorders      

-Total 30 (73.2) 6 (14.6) 9 (22.0) 6 (14.6) 9 (22.0) 

Cytokine release syndrome 29 (70.7) 7 (17.1) 7 (17.1) 6 (14.6) 9 (22.0) 

Hypogammaglobulinaemia 8 (19.5) 1 (2.4 ) 7 (17.1) 0 0 

Infections and infestations      

-Total 3 (7.3 ) 1 (2.4 ) 2 (4.9 ) 0 0 

Herpes zoster 1 (2.4 ) 0 1 (2.4 ) 0 0 
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Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nasopharyngitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

Upper respiratory tract 
infection 

1 (2.4 ) 0 1 (2.4 ) 0 0 

Investigations      

-Total 16 (39.0) 2 (4.9 ) 3 (7.3 ) 2 (4.9 ) 9 (22.0) 

Neutrophil count decreased 7 (17.1) 1 (2.4 ) 0 1 (2.4 ) 5 (12.2) 

White blood cell count 
decreased 

7 (17.1) 0 2 (4.9 ) 1 (2.4 ) 4 (9.8 ) 

Platelet count decreased 6 (14.6) 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 3 (7.3 ) 

Aspartate aminotransferase 
increased 

4 (9.8 ) 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 

Immunoglobulins decreased 4 (9.8 ) 0 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

Alanine aminotransferase 
increased 

2 (4.9 ) 1 (2.4 ) 0 1 (2.4 ) 0 

Lymphocyte count decreased 1 (2.4 ) 0 0 1 (2.4 ) 0 

Metabolism and nutrition 
disorders 

     

-Total 19 (46.3) 10 (24.4) 4 (9.8 ) 4 (9.8 ) 1 (2.4 ) 

Hypokalaemia 10 (24.4) 5 (12.2) 1 (2.4 ) 4 (9.8 ) 0 

Hypoalbuminaemia 6 (14.6) 2 (4.9 ) 3 (7.3 ) 1 (2.4 ) 0 
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Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hypophosphataemia 6 (14.6) 4 (9.8 ) 1 (2.4 ) 1 (2.4 ) 0 

Decreased appetite 5 (12.2) 4 (9.8 ) 0 1 (2.4 ) 0 

Hypocalcaemia 4 (9.8 ) 1 (2.4 ) 2 (4.9 ) 0 1 (2.4 ) 

Hypomagnesaemia 3 (7.3 ) 3 (7.3 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 8 (19.5) 3 (7.3 ) 4 (9.8 ) 1 (2.4 ) 0 

Arthralgia 3 (7.3 ) 0 2 (4.9 ) 1 (2.4 ) 0 

Myalgia 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

Pain in extremity 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

Nervous system disorders      

-Total 11 (26.8) 3 (7.3 ) 6 (14.6) 2 (4.9 ) 0 

Headache 6 (14.6) 2 (4.9 ) 4 (9.8 ) 0 0 

Seizure 5 (12.2) 1 (2.4 ) 2 (4.9 ) 2 (4.9 ) 0 

Psychiatric disorders      

-Total 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

Anxiety 1 (2.4 ) 1 (2.4 ) 0 0 0 

Insomnia 1 (2.4 ) 0 1 (2.4 ) 0 0 
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Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 9 (22.0) 3 (7.3 ) 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 

Hypoxia 5 (12.2) 0 2 (4.9 ) 2 (4.9 ) 1 (2.4 ) 

Cough 2 (4.9 ) 2 (4.9 ) 0 0 0 

Epistaxis 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 10 (24.4) 8 (19.5) 2 (4.9 ) 0 0 

Pruritus 5 (12.2) 4 (9.8 ) 1 (2.4 ) 0 0 

Petechiae 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 0 

Rash 4 (9.8 ) 4 (9.8 ) 0 0 0 

Vascular disorders      

-Total 8 (19.5) 2 (4.9 ) 1 (2.4 ) 5 (12.2) 0 

Hypertension 5 (12.2) 1 (2.4 ) 1 (2.4 ) 3 (7.3 ) 0 

Hypotension 3 (7.3 ) 1 (2.4 ) 0 2 (4.9 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153b 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Gender 

Safety Set 

 

Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

27 (96.4) 5 (17.9) 4 (14.3) 11 (39.3) 7 (25.0) 

Blood and lymphatic system 
disorders 

     

-Total 8 (28.6) 2 (7.1 ) 0 4 (14.3) 2 (7.1 ) 

Neutropenia 4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 

Anaemia 3 (10.7) 2 (7.1 ) 0 1 (3.6 ) 0 

Thrombocytopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

Cardiac disorders      

-Total 4 (14.3) 4 (14.3) 0 0 0 

Tachycardia 4 (14.3) 4 (14.3) 0 0 0 

Gastrointestinal disorders      
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Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 13 (46.4) 8 (28.6) 3 (10.7) 2 (7.1 ) 0 

Diarrhoea 6 (21.4) 5 (17.9) 0 1 (3.6 ) 0 

Vomiting 5 (17.9) 4 (14.3) 1 (3.6 ) 0 0 

Nausea 4 (14.3) 1 (3.6 ) 2 (7.1 ) 1 (3.6 ) 0 

Abdominal pain 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

Constipation 1 (3.6 ) 0 1 (3.6 ) 0 0 

Stomatitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 13 (46.4) 7 (25.0) 4 (14.3) 2 (7.1 ) 0 

Pyrexia 11 (39.3) 7 (25.0) 2 (7.1 ) 2 (7.1 ) 0 

Fatigue 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 

Immune system disorders      

-Total 20 (71.4) 5 (17.9) 7 (25.0) 4 (14.3) 4 (14.3) 

Cytokine release syndrome 17 (60.7) 5 (17.9) 5 (17.9) 3 (10.7) 4 (14.3) 

Hypogammaglobulinaemia 8 (28.6) 3 (10.7) 4 (14.3) 1 (3.6 ) 0 

Infections and infestations      

-Total 2 (7.1 ) 0 1 (3.6 ) 1 (3.6 ) 0 
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Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Sinusitis 1 (3.6 ) 0 0 1 (3.6 ) 0 

Upper respiratory tract 
infection 

1 (3.6 ) 0 1 (3.6 ) 0 0 

Investigations      

-Total 9 (32.1) 0 0 5 (17.9) 4 (14.3) 

Neutrophil count decreased 4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 

White blood cell count 
decreased 

4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 

Platelet count decreased 3 (10.7) 0 1 (3.6 ) 2 (7.1 ) 0 

Lymphocyte count decreased 2 (7.1 ) 0 0 2 (7.1 ) 0 

Alanine aminotransferase 
increased 

1 (3.6 ) 1 (3.6 ) 0 0 0 

Aspartate aminotransferase 
increased 

1 (3.6 ) 1 (3.6 ) 0 0 0 

Metabolism and nutrition 
disorders 

     

-Total 6 (21.4) 0 2 (7.1 ) 3 (10.7) 1 (3.6 ) 

Hypokalaemia 5 (17.9) 2 (7.1 ) 1 (3.6 ) 2 (7.1 ) 0 

Hypocalcaemia 3 (10.7) 0 0 2 (7.1 ) 1 (3.6 ) 

Hypophosphataemia 3 (10.7) 2 (7.1 ) 0 1 (3.6 ) 0 
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Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Decreased appetite 1 (3.6 ) 0 1 (3.6 ) 0 0 

Hypoalbuminaemia 1 (3.6 ) 0 1 (3.6 ) 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 5 (17.9) 4 (14.3) 1 (3.6 ) 0 0 

Myalgia 3 (10.7) 3 (10.7) 0 0 0 

Arthralgia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Pain in extremity 1 (3.6 ) 0 1 (3.6 ) 0 0 

Nervous system disorders      

-Total 6 (21.4) 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 

Headache 6 (21.4) 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 

Seizure 1 (3.6 ) 0 1 (3.6 ) 0 0 

Psychiatric disorders      

-Total 4 (14.3) 2 (7.1 ) 2 (7.1 ) 0 0 

Anxiety 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 

Insomnia 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 7 (25.0) 4 (14.3) 2 (7.1 ) 1 (3.6 ) 0 
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Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Cough 4 (14.3) 2 (7.1 ) 2 (7.1 ) 0 0 

Hypoxia 3 (10.7) 1 (3.6 ) 1 (3.6 ) 1 (3.6 ) 0 

Epistaxis 1 (3.6 ) 1 (3.6 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 6 (21.4) 4 (14.3) 1 (3.6 ) 1 (3.6 ) 0 

Rash 5 (17.9) 3 (10.7) 1 (3.6 ) 1 (3.6 ) 0 

Pruritus 1 (3.6 ) 1 (3.6 ) 0 0 0 

Vascular disorders      

-Total 5 (17.9) 5 (17.9) 0 0 0 

Hypotension 3 (10.7) 3 (10.7) 0 0 0 

Hypertension 2 (7.1 ) 2 (7.1 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153b 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

29 (76.3) 8 (21.1) 11 (28.9) 7 (18.4) 3 (7.9 ) 

Blood and lymphatic system 
disorders 

     

-Total 9 (23.7) 2 (5.3 ) 3 (7.9 ) 4 (10.5) 0 

Anaemia 4 (10.5) 1 (2.6 ) 1 (2.6 ) 2 (5.3 ) 0 

Thrombocytopenia 4 (10.5) 0 2 (5.3 ) 2 (5.3 ) 0 

Neutropenia 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

Cardiac disorders      

-Total 1 (2.6 ) 1 (2.6 ) 0 0 0 

Tachycardia 1 (2.6 ) 1 (2.6 ) 0 0 0 

Gastrointestinal disorders      
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 10 (26.3) 6 (15.8) 4 (10.5) 0 0 

Nausea 5 (13.2) 3 (7.9 ) 2 (5.3 ) 0 0 

Diarrhoea 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 0 0 

Vomiting 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 

Abdominal pain 2 (5.3 ) 2 (5.3 ) 0 0 0 

Constipation 2 (5.3 ) 2 (5.3 ) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 7 (18.4) 2 (5.3 ) 4 (10.5) 1 (2.6 ) 0 

Pyrexia 7 (18.4) 2 (5.3 ) 4 (10.5) 1 (2.6 ) 0 

Fatigue 1 (2.6 ) 1 (2.6 ) 0 0 0 

Immune system disorders      

-Total 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

Hypogammaglobulinaemia 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

Infections and infestations      

-Total 9 (23.7) 5 (13.2) 3 (7.9 ) 1 (2.6 ) 0 

Herpes zoster 4 (10.5) 0 3 (7.9 ) 1 (2.6 ) 0 

Nasopharyngitis 4 (10.5) 4 (10.5) 0 0 0 

Rhinitis 2 (5.3 ) 2 (5.3 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Upper respiratory tract 
infection 

1 (2.6 ) 1 (2.6 ) 0 0 0 

Investigations      

-Total 10 (26.3) 2 (5.3 ) 2 (5.3 ) 3 (7.9 ) 3 (7.9 ) 

Platelet count decreased 6 (15.8) 2 (5.3 ) 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 

Alanine aminotransferase 
increased 

4 (10.5) 1 (2.6 ) 1 (2.6 ) 1 (2.6 ) 1 (2.6 ) 

Aspartate aminotransferase 
increased 

4 (10.5) 2 (5.3 ) 0 1 (2.6 ) 1 (2.6 ) 

White blood cell count 
decreased 

4 (10.5) 1 (2.6 ) 0 1 (2.6 ) 2 (5.3 ) 

Neutrophil count decreased 3 (7.9 ) 0 0 1 (2.6 ) 2 (5.3 ) 

Immunoglobulins decreased 1 (2.6 ) 0 0 1 (2.6 ) 0 

Lymphocyte count decreased 1 (2.6 ) 0 0 1 (2.6 ) 0 

Metabolism and nutrition 
disorders 

     

-Total 4 (10.5) 3 (7.9 ) 1 (2.6 ) 0 0 

Hypomagnesaemia 2 (5.3 ) 2 (5.3 ) 0 0 0 

Decreased appetite 1 (2.6 ) 1 (2.6 ) 0 0 0 

Hypoalbuminaemia 1 (2.6 ) 1 (2.6 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hypocalcaemia 1 (2.6 ) 0 1 (2.6 ) 0 0 

Hypokalaemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

Hypophosphataemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 5 (13.2) 2 (5.3 ) 2 (5.3 ) 1 (2.6 ) 0 

Arthralgia 4 (10.5) 1 (2.6 ) 2 (5.3 ) 1 (2.6 ) 0 

Pain in extremity 1 (2.6 ) 1 (2.6 ) 0 0 0 

Nervous system disorders      

-Total 1 (2.6 ) 1 (2.6 ) 0 0 0 

Headache 1 (2.6 ) 1 (2.6 ) 0 0 0 

Psychiatric disorders      

-Total 1 (2.6 ) 1 (2.6 ) 0 0 0 

Insomnia 1 (2.6 ) 1 (2.6 ) 0 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 9 (23.7) 7 (18.4) 2 (5.3 ) 0 0 

Cough 8 (21.1) 6 (15.8) 2 (5.3 ) 0 0 

Epistaxis 2 (5.3 ) 2 (5.3 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Skin and subcutaneous tissue 
disorders 

     

-Total 1 (2.6 ) 1 (2.6 ) 0 0 0 

Petechiae 1 (2.6 ) 1 (2.6 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153b 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

14 (63.6) 4 (18.2) 6 (27.3) 2 (9.1 ) 2 (9.1 ) 

Blood and lymphatic system 
disorders 

     

-Total 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

Anaemia 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

Cardiac disorders      

-Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

Tachycardia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Gastrointestinal disorders      

-Total 6 (27.3) 2 (9.1 ) 4 (18.2) 0 0 

Constipation 4 (18.2) 2 (9.1 ) 2 (9.1 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Abdominal pain 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

Stomatitis 2 (9.1 ) 0 2 (9.1 ) 0 0 

Vomiting 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

Diarrhoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

Nausea 1 (4.5 ) 0 1 (4.5 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 7 (31.8) 2 (9.1 ) 5 (22.7) 0 0 

Pyrexia 7 (31.8) 2 (9.1 ) 5 (22.7) 0 0 

Immune system disorders      

-Total 4 (18.2) 1 (4.5 ) 2 (9.1 ) 1 (4.5 ) 0 

Hypogammaglobulinaemia 3 (13.6) 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 0 

Cytokine release syndrome 1 (4.5 ) 0 1 (4.5 ) 0 0 

Infections and infestations      

-Total 11 (50.0) 4 (18.2) 6 (27.3) 1 (4.5 ) 0 

Nasopharyngitis 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

Upper respiratory tract 
infection 

4 (18.2) 1 (4.5 ) 3 (13.6) 0 0 

Rhinitis 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Sinusitis 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

Investigations      

-Total 5 (22.7) 1 (4.5 ) 0 2 (9.1 ) 2 (9.1 ) 

Neutrophil count decreased 3 (13.6) 0 0 2 (9.1 ) 1 (4.5 ) 

White blood cell count 
decreased 

3 (13.6) 1 (4.5 ) 0 2 (9.1 ) 0 

Alanine aminotransferase 
increased 

2 (9.1 ) 2 (9.1 ) 0 0 0 

Aspartate aminotransferase 
increased 

2 (9.1 ) 2 (9.1 ) 0 0 0 

Platelet count decreased 2 (9.1 ) 1 (4.5 ) 0 0 1 (4.5 ) 

Lymphocyte count decreased 1 (4.5 ) 1 (4.5 ) 0 0 0 

Metabolism and nutrition 
disorders 

     

-Total 3 (13.6) 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 0 

Hypomagnesaemia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

Decreased appetite 1 (4.5 ) 1 (4.5 ) 0 0 0 

Hypokalaemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

Hypophosphataemia 1 (4.5 ) 0 1 (4.5 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and 
connective tissue disorders 

     

-Total 3 (13.6) 0 3 (13.6) 0 0 

Pain in extremity 3 (13.6) 0 3 (13.6) 0 0 

Arthralgia 2 (9.1 ) 0 2 (9.1 ) 0 0 

Nervous system disorders      

-Total 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

Headache 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

Psychiatric disorders      

-Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

Anxiety 1 (4.5 ) 1 (4.5 ) 0 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 3 (13.6) 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 0 

Epistaxis 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

Cough 2 (9.1 ) 2 (9.1 ) 0 0 0 

Hypoxia 1 (4.5 ) 0 0 1 (4.5 ) 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Pruritus 2 (9.1 ) 2 (9.1 ) 0 0 0 

Rash 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

Petechiae 1 (4.5 ) 1 (4.5 ) 0 0 0 

Vascular disorders      

-Total 1 (4.5 ) 0 1 (4.5 ) 0 0 

Hypertension 1 (4.5 ) 0 1 (4.5 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153b 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Gender 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Gender: Female 

 
All patients 

N=10 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

2 (20.0) 2 (20.0) 0 0 0 

Infections and infestations      

-Total 1 (10.0) 1 (10.0) 0 0 0 

Rhinitis 1 (10.0) 1 (10.0) 0 0 0 

Investigations      

-Total 1 (10.0) 1 (10.0) 0 0 0 

Lymphocyte count decreased 1 (10.0) 1 (10.0) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153b 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

41 (100) 3 (7.3 ) 9 (22.0) 8 (19.5) 21 (51.2) 

Blood and lymphatic system 
disorders 

     

-Total 18 (43.9) 2 (4.9 ) 5 (12.2) 6 (14.6) 5 (12.2) 

Anaemia 10 (24.4) 2 (4.9 ) 3 (7.3 ) 5 (12.2) 0 

Neutropenia 6 (14.6) 1 (2.4 ) 1 (2.4 ) 0 4 (9.8 ) 

Thrombocytopenia 5 (12.2) 0 2 (4.9 ) 2 (4.9 ) 1 (2.4 ) 

Cardiac disorders      

-Total 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 0 0 

Tachycardia 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 0 0 

Gastrointestinal disorders      
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 23 (56.1) 10 (24.4) 12 (29.3) 1 (2.4 ) 0 

Diarrhoea 11 (26.8) 6 (14.6) 4 (9.8 ) 1 (2.4 ) 0 

Nausea 11 (26.8) 3 (7.3 ) 8 (19.5) 0 0 

Vomiting 7 (17.1) 4 (9.8 ) 3 (7.3 ) 0 0 

Abdominal pain 5 (12.2) 4 (9.8 ) 1 (2.4 ) 0 0 

Constipation 3 (7.3 ) 3 (7.3 ) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 20 (48.8) 7 (17.1) 10 (24.4) 3 (7.3 ) 0 

Pyrexia 19 (46.3) 7 (17.1) 9 (22.0) 3 (7.3 ) 0 

Fatigue 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 0 0 

Immune system disorders      

-Total 30 (73.2) 5 (12.2) 10 (24.4) 6 (14.6) 9 (22.0) 

Cytokine release syndrome 29 (70.7) 7 (17.1) 7 (17.1) 6 (14.6) 9 (22.0) 

Hypogammaglobulinaemia 10 (24.4) 2 (4.9 ) 8 (19.5) 0 0 

Infections and infestations      

-Total 12 (29.3) 6 (14.6) 5 (12.2) 1 (2.4 ) 0 

Herpes zoster 5 (12.2) 0 4 (9.8 ) 1 (2.4 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nasopharyngitis 5 (12.2) 5 (12.2) 0 0 0 

Rhinitis 2 (4.9 ) 2 (4.9 ) 0 0 0 

Upper respiratory tract 
infection 

2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

Investigations      

-Total 17 (41.5) 1 (2.4 ) 3 (7.3 ) 3 (7.3 ) 10 (24.4) 

White blood cell count 
decreased 

8 (19.5) 0 2 (4.9 ) 1 (2.4 ) 5 (12.2) 

Neutrophil count decreased 7 (17.1) 1 (2.4 ) 0 0 6 (14.6) 

Platelet count decreased 7 (17.1) 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 4 (9.8 ) 

Aspartate aminotransferase 
increased 

6 (14.6) 2 (4.9 ) 1 (2.4 ) 2 (4.9 ) 1 (2.4 ) 

Alanine aminotransferase 
increased 

5 (12.2) 1 (2.4 ) 1 (2.4 ) 2 (4.9 ) 1 (2.4 ) 

Immunoglobulins decreased 5 (12.2) 0 2 (4.9 ) 2 (4.9 ) 1 (2.4 ) 

Lymphocyte count decreased 2 (4.9 ) 0 0 2 (4.9 ) 0 

Metabolism and nutrition 
disorders 

     

-Total 19 (46.3) 9 (22.0) 5 (12.2) 4 (9.8 ) 1 (2.4 ) 

Hypokalaemia 10 (24.4) 5 (12.2) 1 (2.4 ) 4 (9.8 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hypoalbuminaemia 7 (17.1) 3 (7.3 ) 3 (7.3 ) 1 (2.4 ) 0 

Decreased appetite 6 (14.6) 5 (12.2) 0 1 (2.4 ) 0 

Hypophosphataemia 6 (14.6) 4 (9.8 ) 1 (2.4 ) 1 (2.4 ) 0 

Hypocalcaemia 5 (12.2) 1 (2.4 ) 3 (7.3 ) 0 1 (2.4 ) 

Hypomagnesaemia 5 (12.2) 5 (12.2) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 9 (22.0) 1 (2.4 ) 6 (14.6) 2 (4.9 ) 0 

Arthralgia 6 (14.6) 0 4 (9.8 ) 2 (4.9 ) 0 

Pain in extremity 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 0 

Myalgia 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

Nervous system disorders      

-Total 11 (26.8) 3 (7.3 ) 6 (14.6) 2 (4.9 ) 0 

Headache 7 (17.1) 3 (7.3 ) 4 (9.8 ) 0 0 

Seizure 5 (12.2) 1 (2.4 ) 2 (4.9 ) 2 (4.9 ) 0 

Psychiatric disorders      

-Total 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

Insomnia 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Anxiety 1 (2.4 ) 1 (2.4 ) 0 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 15 (36.6) 7 (17.1) 5 (12.2) 2 (4.9 ) 1 (2.4 ) 

Cough 9 (22.0) 7 (17.1) 2 (4.9 ) 0 0 

Hypoxia 5 (12.2) 0 2 (4.9 ) 2 (4.9 ) 1 (2.4 ) 

Epistaxis 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 11 (26.8) 9 (22.0) 2 (4.9 ) 0 0 

Petechiae 5 (12.2) 4 (9.8 ) 1 (2.4 ) 0 0 

Pruritus 5 (12.2) 4 (9.8 ) 1 (2.4 ) 0 0 

Rash 4 (9.8 ) 4 (9.8 ) 0 0 0 

Vascular disorders      

-Total 8 (19.5) 2 (4.9 ) 1 (2.4 ) 5 (12.2) 0 

Hypertension 5 (12.2) 1 (2.4 ) 1 (2.4 ) 3 (7.3 ) 0 

Hypotension 3 (7.3 ) 1 (2.4 ) 0 2 (4.9 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 
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the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153b 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

27 (96.4) 4 (14.3) 5 (17.9) 11 (39.3) 7 (25.0) 

Blood and lymphatic system 
disorders 

     

-Total 8 (28.6) 2 (7.1 ) 0 4 (14.3) 2 (7.1 ) 

Anaemia 4 (14.3) 2 (7.1 ) 0 2 (7.1 ) 0 

Neutropenia 4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 

Thrombocytopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

Cardiac disorders      

-Total 5 (17.9) 5 (17.9) 0 0 0 

Tachycardia 5 (17.9) 5 (17.9) 0 0 0 

Gastrointestinal disorders      
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 14 (50.0) 7 (25.0) 5 (17.9) 2 (7.1 ) 0 

Diarrhoea 6 (21.4) 5 (17.9) 0 1 (3.6 ) 0 

Vomiting 6 (21.4) 4 (14.3) 2 (7.1 ) 0 0 

Nausea 5 (17.9) 1 (3.6 ) 3 (10.7) 1 (3.6 ) 0 

Constipation 4 (14.3) 2 (7.1 ) 2 (7.1 ) 0 0 

Abdominal pain 3 (10.7) 0 3 (10.7) 0 0 

Stomatitis 3 (10.7) 0 3 (10.7) 0 0 

General disorders and 
administration site conditions 

     

-Total 15 (53.6) 6 (21.4) 7 (25.0) 2 (7.1 ) 0 

Pyrexia 14 (50.0) 7 (25.0) 5 (17.9) 2 (7.1 ) 0 

Fatigue 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 

Immune system disorders      

-Total 22 (78.6) 4 (14.3) 9 (32.1) 5 (17.9) 4 (14.3) 

Cytokine release syndrome 18 (64.3) 5 (17.9) 6 (21.4) 3 (10.7) 4 (14.3) 

Hypogammaglobulinaemia 11 (39.3) 4 (14.3) 5 (17.9) 2 (7.1 ) 0 

Infections and infestations      

-Total 13 (46.4) 4 (14.3) 7 (25.0) 2 (7.1 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Upper respiratory tract 
infection 

5 (17.9) 1 (3.6 ) 4 (14.3) 0 0 

Nasopharyngitis 4 (14.3) 3 (10.7) 1 (3.6 ) 0 0 

Rhinitis 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 0 

Sinusitis 3 (10.7) 0 1 (3.6 ) 2 (7.1 ) 0 

Investigations      

-Total 9 (32.1) 0 0 5 (17.9) 4 (14.3) 

White blood cell count 
decreased 

6 (21.4) 1 (3.6 ) 0 3 (10.7) 2 (7.1 ) 

Neutrophil count decreased 4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 

Lymphocyte count decreased 3 (10.7) 1 (3.6 ) 0 2 (7.1 ) 0 

Platelet count decreased 3 (10.7) 0 1 (3.6 ) 1 (3.6 ) 1 (3.6 ) 

Alanine aminotransferase 
increased 

2 (7.1 ) 2 (7.1 ) 0 0 0 

Aspartate aminotransferase 
increased 

2 (7.1 ) 2 (7.1 ) 0 0 0 

Metabolism and nutrition 
disorders 

     

-Total 8 (28.6) 1 (3.6 ) 2 (7.1 ) 4 (14.3) 1 (3.6 ) 

Hypokalaemia 5 (17.9) 1 (3.6 ) 1 (3.6 ) 3 (10.7) 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hypophosphataemia 4 (14.3) 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 

Hypocalcaemia 3 (10.7) 0 0 2 (7.1 ) 1 (3.6 ) 

Decreased appetite 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

Hypomagnesaemia 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

Hypoalbuminaemia 1 (3.6 ) 0 1 (3.6 ) 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 7 (25.0) 4 (14.3) 3 (10.7) 0 0 

Arthralgia 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 

Myalgia 3 (10.7) 3 (10.7) 0 0 0 

Pain in extremity 3 (10.7) 0 3 (10.7) 0 0 

Nervous system disorders      

-Total 9 (32.1) 5 (17.9) 3 (10.7) 1 (3.6 ) 0 

Headache 9 (32.1) 5 (17.9) 3 (10.7) 1 (3.6 ) 0 

Seizure 1 (3.6 ) 0 1 (3.6 ) 0 0 

Psychiatric disorders      

-Total 4 (14.3) 2 (7.1 ) 2 (7.1 ) 0 0 

Anxiety 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Insomnia 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 8 (28.6) 4 (14.3) 2 (7.1 ) 2 (7.1 ) 0 

Cough 5 (17.9) 3 (10.7) 2 (7.1 ) 0 0 

Epistaxis 4 (14.3) 3 (10.7) 1 (3.6 ) 0 0 

Hypoxia 3 (10.7) 1 (3.6 ) 0 2 (7.1 ) 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 7 (25.0) 4 (14.3) 2 (7.1 ) 1 (3.6 ) 0 

Rash 6 (21.4) 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 

Pruritus 3 (10.7) 3 (10.7) 0 0 0 

Petechiae 1 (3.6 ) 1 (3.6 ) 0 0 0 

Vascular disorders      

-Total 6 (21.4) 5 (17.9) 1 (3.6 ) 0 0 

Hypertension 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 0 

Hypotension 3 (10.7) 3 (10.7) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 
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the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153c 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Response status at study entry 

Safety Set 

 

Timing: within 8 weeks post infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

1 (100) 0 0 1 (100) 0 

Gastrointestinal disorders      

-Total 1 (100) 0 1 (100) 0 0 

Dyspepsia 1 (100) 1 (100) 0 0 0 

Vomiting 1 (100) 0 1 (100) 0 0 

Immune system disorders      

-Total 1 (100) 0 0 1 (100) 0 

Cytokine release syndrome 1 (100) 0 0 1 (100) 0 

Infections and infestations      

-Total 1 (100) 0 1 (100) 0 0 

Paronychia 1 (100) 0 1 (100) 0 0 

Investigations      
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Timing: within 8 weeks post infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 1 (100) 0 1 (100) 0 0 

Immunoglobulins decreased 1 (100) 0 1 (100) 0 0 

Metabolism and nutrition 
disorders 

     

-Total 1 (100) 0 1 (100) 0 0 

Hypokalaemia 1 (100) 0 1 (100) 0 0 

Hyponatraemia 1 (100) 0 1 (100) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 1 (100) 1 (100) 0 0 0 

Rash 1 (100) 1 (100) 0 0 0 

Vascular disorders      

-Total 1 (100) 0 0 1 (100) 0 

Hypertension 1 (100) 0 0 1 (100) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153c 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Response status at study entry 

Safety Set 

 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

67 (98.5) 10 (14.7) 17 (25.0) 14 (20.6) 26 (38.2) 

Blood and lymphatic system 
disorders 

     

-Total 20 (29.4) 5 (7.4 ) 2 (2.9 ) 7 (10.3) 6 (8.8 ) 

Anaemia 13 (19.1) 5 (7.4 ) 2 (2.9 ) 6 (8.8 ) 0 

Neutropenia 8 (11.8) 0 0 2 (2.9 ) 6 (8.8 ) 

Cardiac disorders      

-Total 8 (11.8) 6 (8.8 ) 2 (2.9 ) 0 0 

Tachycardia 8 (11.8) 6 (8.8 ) 2 (2.9 ) 0 0 

Gastrointestinal disorders      

-Total 29 (42.6) 14 (20.6) 12 (17.6) 3 (4.4 ) 0 

Diarrhoea 15 (22.1) 11 (16.2) 2 (2.9 ) 2 (2.9 ) 0 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nausea 11 (16.2) 1 (1.5 ) 9 (13.2) 1 (1.5 ) 0 

Vomiting 9 (13.2) 7 (10.3) 2 (2.9 ) 0 0 

Abdominal pain 6 (8.8 ) 4 (5.9 ) 2 (2.9 ) 0 0 

Constipation 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 29 (42.6) 13 (19.1) 12 (17.6) 4 (5.9 ) 0 

Pyrexia 25 (36.8) 13 (19.1) 8 (11.8) 4 (5.9 ) 0 

Fatigue 7 (10.3) 3 (4.4 ) 4 (5.9 ) 0 0 

Immune system disorders      

-Total 49 (72.1) 11 (16.2) 16 (23.5) 9 (13.2) 13 (19.1) 

Cytokine release syndrome 45 (66.2) 12 (17.6) 12 (17.6) 8 (11.8) 13 (19.1) 

Hypogammaglobulinaemia 16 (23.5) 4 (5.9 ) 11 (16.2) 1 (1.5 ) 0 

Infections and infestations      

-Total 3 (4.4 ) 1 (1.5 ) 2 (2.9 ) 0 0 

Upper respiratory tract 
infection 

2 (2.9 ) 0 2 (2.9 ) 0 0 

Nasopharyngitis 1 (1.5 ) 1 (1.5 ) 0 0 0 

Investigations      
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 23 (33.8) 2 (2.9 ) 2 (2.9 ) 6 (8.8 ) 13 (19.1) 

Neutrophil count decreased 11 (16.2) 1 (1.5 ) 0 3 (4.4 ) 7 (10.3) 

White blood cell count 
decreased 

11 (16.2) 0 2 (2.9 ) 3 (4.4 ) 6 (8.8 ) 

Platelet count decreased 9 (13.2) 1 (1.5 ) 2 (2.9 ) 3 (4.4 ) 3 (4.4 ) 

Aspartate aminotransferase 
increased 

5 (7.4 ) 3 (4.4 ) 1 (1.5 ) 1 (1.5 ) 0 

Alanine aminotransferase 
increased 

3 (4.4 ) 2 (2.9 ) 0 1 (1.5 ) 0 

Immunoglobulins decreased 3 (4.4 ) 0 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 

Metabolism and nutrition 
disorders 

     

-Total 24 (35.3) 10 (14.7) 5 (7.4 ) 7 (10.3) 2 (2.9 ) 

Hypokalaemia 14 (20.6) 7 (10.3) 1 (1.5 ) 6 (8.8 ) 0 

Hypophosphataemia 9 (13.2) 6 (8.8 ) 1 (1.5 ) 2 (2.9 ) 0 

Hypoalbuminaemia 7 (10.3) 2 (2.9 ) 4 (5.9 ) 1 (1.5 ) 0 

Hypocalcaemia 7 (10.3) 1 (1.5 ) 2 (2.9 ) 2 (2.9 ) 2 (2.9 ) 

Decreased appetite 6 (8.8 ) 4 (5.9 ) 1 (1.5 ) 1 (1.5 ) 0 

Hypomagnesaemia 3 (4.4 ) 3 (4.4 ) 0 0 0 

Hyponatraemia 1 (1.5 ) 0 0 1 (1.5 ) 0 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and 
connective tissue disorders 

     

-Total 8 (11.8) 3 (4.4 ) 4 (5.9 ) 1 (1.5 ) 0 

Arthralgia 4 (5.9 ) 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 0 

Pain in extremity 4 (5.9 ) 2 (2.9 ) 2 (2.9 ) 0 0 

Nervous system disorders      

-Total 12 (17.6) 5 (7.4 ) 6 (8.8 ) 1 (1.5 ) 0 

Headache 12 (17.6) 5 (7.4 ) 6 (8.8 ) 1 (1.5 ) 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 16 (23.5) 7 (10.3) 5 (7.4 ) 3 (4.4 ) 1 (1.5 ) 

Hypoxia 8 (11.8) 1 (1.5 ) 3 (4.4 ) 3 (4.4 ) 1 (1.5 ) 

Cough 6 (8.8 ) 4 (5.9 ) 2 (2.9 ) 0 0 

Epistaxis 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 13 (19.1) 10 (14.7) 2 (2.9 ) 1 (1.5 ) 0 

Rash 8 (11.8) 6 (8.8 ) 1 (1.5 ) 1 (1.5 ) 0 

Pruritus 6 (8.8 ) 5 (7.4 ) 1 (1.5 ) 0 0 

Vascular disorders      
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 6 (8.8 ) 3 (4.4 ) 1 (1.5 ) 2 (2.9 ) 0 

Hypertension 6 (8.8 ) 3 (4.4 ) 1 (1.5 ) 2 (2.9 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153c 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Response status at study entry 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

40 (67.8) 12 (20.3) 16 (27.1) 7 (11.9) 5 (8.5 ) 

Blood and lymphatic system 
disorders 

     

-Total 8 (13.6) 2 (3.4 ) 3 (5.1 ) 3 (5.1 ) 0 

Anaemia 6 (10.2) 1 (1.7 ) 2 (3.4 ) 3 (5.1 ) 0 

Neutropenia 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

Cardiac disorders      

-Total 2 (3.4 ) 2 (3.4 ) 0 0 0 

Tachycardia 2 (3.4 ) 2 (3.4 ) 0 0 0 

Gastrointestinal disorders      

-Total 15 (25.4) 8 (13.6) 7 (11.9) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Constipation 6 (10.2) 4 (6.8 ) 2 (3.4 ) 0 0 

Nausea 6 (10.2) 3 (5.1 ) 3 (5.1 ) 0 0 

Abdominal pain 5 (8.5 ) 3 (5.1 ) 2 (3.4 ) 0 0 

Vomiting 5 (8.5 ) 3 (5.1 ) 2 (3.4 ) 0 0 

Diarrhoea 4 (6.8 ) 1 (1.7 ) 3 (5.1 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 14 (23.7) 4 (6.8 ) 9 (15.3) 1 (1.7 ) 0 

Pyrexia 14 (23.7) 4 (6.8 ) 9 (15.3) 1 (1.7 ) 0 

Fatigue 1 (1.7 ) 1 (1.7 ) 0 0 0 

Immune system disorders      

-Total 6 (10.2) 2 (3.4 ) 3 (5.1 ) 1 (1.7 ) 0 

Hypogammaglobulinaemia 5 (8.5 ) 2 (3.4 ) 2 (3.4 ) 1 (1.7 ) 0 

Cytokine release syndrome 1 (1.7 ) 0 1 (1.7 ) 0 0 

Infections and infestations      

-Total 13 (22.0) 9 (15.3) 4 (6.8 ) 0 0 

Nasopharyngitis 8 (13.6) 7 (11.9) 1 (1.7 ) 0 0 

Upper respiratory tract 
infection 

5 (8.5 ) 2 (3.4 ) 3 (5.1 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Paronychia 1 (1.7 ) 0 1 (1.7 ) 0 0 

Investigations      

-Total 15 (25.4) 3 (5.1 ) 2 (3.4 ) 5 (8.5 ) 5 (8.5 ) 

Platelet count decreased 8 (13.6) 3 (5.1 ) 2 (3.4 ) 1 (1.7 ) 2 (3.4 ) 

White blood cell count 
decreased 

7 (11.9) 2 (3.4 ) 0 3 (5.1 ) 2 (3.4 ) 

Alanine aminotransferase 
increased 

6 (10.2) 3 (5.1 ) 1 (1.7 ) 1 (1.7 ) 1 (1.7 ) 

Aspartate aminotransferase 
increased 

6 (10.2) 4 (6.8 ) 0 1 (1.7 ) 1 (1.7 ) 

Neutrophil count decreased 6 (10.2) 0 0 3 (5.1 ) 3 (5.1 ) 

Immunoglobulins decreased 1 (1.7 ) 0 0 1 (1.7 ) 0 

Metabolism and nutrition 
disorders 

     

-Total 7 (11.9) 4 (6.8 ) 2 (3.4 ) 1 (1.7 ) 0 

Hypomagnesaemia 4 (6.8 ) 3 (5.1 ) 1 (1.7 ) 0 0 

Decreased appetite 2 (3.4 ) 2 (3.4 ) 0 0 0 

Hypokalaemia 2 (3.4 ) 1 (1.7 ) 0 1 (1.7 ) 0 

Hypophosphataemia 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

Hypoalbuminaemia 1 (1.7 ) 1 (1.7 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hypocalcaemia 1 (1.7 ) 0 1 (1.7 ) 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 8 (13.6) 2 (3.4 ) 5 (8.5 ) 1 (1.7 ) 0 

Arthralgia 6 (10.2) 1 (1.7 ) 4 (6.8 ) 1 (1.7 ) 0 

Pain in extremity 4 (6.8 ) 1 (1.7 ) 3 (5.1 ) 0 0 

Nervous system disorders      

-Total 5 (8.5 ) 4 (6.8 ) 1 (1.7 ) 0 0 

Headache 5 (8.5 ) 4 (6.8 ) 1 (1.7 ) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 12 (20.3) 8 (13.6) 3 (5.1 ) 1 (1.7 ) 0 

Cough 10 (16.9) 8 (13.6) 2 (3.4 ) 0 0 

Epistaxis 5 (8.5 ) 4 (6.8 ) 1 (1.7 ) 0 0 

Hypoxia 1 (1.7 ) 0 0 1 (1.7 ) 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 3 (5.1 ) 2 (3.4 ) 1 (1.7 ) 0 0 

Pruritus 2 (3.4 ) 2 (3.4 ) 0 0 0 

Rash 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders      

-Total 1 (1.7 ) 0 1 (1.7 ) 0 0 

Hypertension 1 (1.7 ) 0 1 (1.7 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153c 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

1 (100) 0 0 1 (100) 0 

Gastrointestinal disorders      

-Total 1 (100) 0 1 (100) 0 0 

Dyspepsia 1 (100) 1 (100) 0 0 0 

Vomiting 1 (100) 0 1 (100) 0 0 

Immune system disorders      

-Total 1 (100) 0 0 1 (100) 0 

Cytokine release syndrome 1 (100) 0 0 1 (100) 0 

Infections and infestations      

-Total 1 (100) 0 1 (100) 0 0 

Paronychia 1 (100) 0 1 (100) 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations      

-Total 1 (100) 0 1 (100) 0 0 

Immunoglobulins decreased 1 (100) 0 1 (100) 0 0 

Metabolism and nutrition 
disorders 

     

-Total 1 (100) 0 1 (100) 0 0 

Hypokalaemia 1 (100) 0 1 (100) 0 0 

Hyponatraemia 1 (100) 0 1 (100) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 1 (100) 1 (100) 0 0 0 

Rash 1 (100) 1 (100) 0 0 0 

Vascular disorders      

-Total 1 (100) 0 0 1 (100) 0 

Hypertension 1 (100) 0 0 1 (100) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 
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in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153c 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

67 (98.5) 8 (11.8) 16 (23.5) 16 (23.5) 27 (39.7) 

Blood and lymphatic system 
disorders 

     

-Total 21 (30.9) 4 (5.9 ) 4 (5.9 ) 7 (10.3) 6 (8.8 ) 

Anaemia 14 (20.6) 4 (5.9 ) 3 (4.4 ) 7 (10.3) 0 

Neutropenia 10 (14.7) 1 (1.5 ) 1 (1.5 ) 2 (2.9 ) 6 (8.8 ) 

Cardiac disorders      

-Total 9 (13.2) 7 (10.3) 2 (2.9 ) 0 0 

Tachycardia 9 (13.2) 7 (10.3) 2 (2.9 ) 0 0 

Gastrointestinal disorders      

-Total 36 (52.9) 18 (26.5) 15 (22.1) 3 (4.4 ) 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Diarrhoea 17 (25.0) 11 (16.2) 4 (5.9 ) 2 (2.9 ) 0 

Nausea 16 (23.5) 4 (5.9 ) 11 (16.2) 1 (1.5 ) 0 

Vomiting 12 (17.6) 8 (11.8) 4 (5.9 ) 0 0 

Abdominal pain 8 (11.8) 4 (5.9 ) 4 (5.9 ) 0 0 

Constipation 7 (10.3) 5 (7.4 ) 2 (2.9 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 35 (51.5) 13 (19.1) 17 (25.0) 5 (7.4 ) 0 

Pyrexia 33 (48.5) 14 (20.6) 14 (20.6) 5 (7.4 ) 0 

Fatigue 7 (10.3) 3 (4.4 ) 4 (5.9 ) 0 0 

Immune system disorders      

-Total 51 (75.0) 9 (13.2) 19 (27.9) 10 (14.7) 13 (19.1) 

Cytokine release syndrome 46 (67.6) 12 (17.6) 13 (19.1) 8 (11.8) 13 (19.1) 

Hypogammaglobulinaemia 21 (30.9) 6 (8.8 ) 13 (19.1) 2 (2.9 ) 0 

Infections and infestations      

-Total 16 (23.5) 10 (14.7) 6 (8.8 ) 0 0 

Nasopharyngitis 9 (13.2) 8 (11.8) 1 (1.5 ) 0 0 

Upper respiratory tract 
infection 

7 (10.3) 2 (2.9 ) 5 (7.4 ) 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Paronychia 1 (1.5 ) 0 1 (1.5 ) 0 0 

Investigations      

-Total 24 (35.3) 1 (1.5 ) 2 (2.9 ) 7 (10.3) 14 (20.6) 

White blood cell count 
decreased 

14 (20.6) 1 (1.5 ) 2 (2.9 ) 4 (5.9 ) 7 (10.3) 

Neutrophil count decreased 11 (16.2) 1 (1.5 ) 0 2 (2.9 ) 8 (11.8) 

Platelet count decreased 10 (14.7) 1 (1.5 ) 2 (2.9 ) 2 (2.9 ) 5 (7.4 ) 

Aspartate aminotransferase 
increased 

8 (11.8) 4 (5.9 ) 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 

Alanine aminotransferase 
increased 

7 (10.3) 3 (4.4 ) 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 

Immunoglobulins decreased 4 (5.9 ) 0 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 

Metabolism and nutrition 
disorders 

     

-Total 26 (38.2) 10 (14.7) 6 (8.8 ) 8 (11.8) 2 (2.9 ) 

Hypokalaemia 14 (20.6) 6 (8.8 ) 1 (1.5 ) 7 (10.3) 0 

Hypophosphataemia 10 (14.7) 6 (8.8 ) 2 (2.9 ) 2 (2.9 ) 0 

Decreased appetite 8 (11.8) 6 (8.8 ) 1 (1.5 ) 1 (1.5 ) 0 

Hypoalbuminaemia 8 (11.8) 3 (4.4 ) 4 (5.9 ) 1 (1.5 ) 0 

Hypocalcaemia 8 (11.8) 1 (1.5 ) 3 (4.4 ) 2 (2.9 ) 2 (2.9 ) 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hypomagnesaemia 7 (10.3) 6 (8.8 ) 1 (1.5 ) 0 0 

Hyponatraemia 1 (1.5 ) 0 0 1 (1.5 ) 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 11 (16.2) 1 (1.5 ) 8 (11.8) 2 (2.9 ) 0 

Arthralgia 9 (13.2) 1 (1.5 ) 6 (8.8 ) 2 (2.9 ) 0 

Pain in extremity 7 (10.3) 3 (4.4 ) 4 (5.9 ) 0 0 

Nervous system disorders      

-Total 16 (23.5) 8 (11.8) 7 (10.3) 1 (1.5 ) 0 

Headache 16 (23.5) 8 (11.8) 7 (10.3) 1 (1.5 ) 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 23 (33.8) 11 (16.2) 7 (10.3) 4 (5.9 ) 1 (1.5 ) 

Cough 14 (20.6) 10 (14.7) 4 (5.9 ) 0 0 

Epistaxis 8 (11.8) 6 (8.8 ) 2 (2.9 ) 0 0 

Hypoxia 8 (11.8) 1 (1.5 ) 2 (2.9 ) 4 (5.9 ) 1 (1.5 ) 

Skin and subcutaneous tissue 
disorders 

     

-Total 14 (20.6) 10 (14.7) 3 (4.4 ) 1 (1.5 ) 0 

Rash 9 (13.2) 6 (8.8 ) 2 (2.9 ) 1 (1.5 ) 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Pruritus 8 (11.8) 7 (10.3) 1 (1.5 ) 0 0 

Vascular disorders      

-Total 7 (10.3) 3 (4.4 ) 2 (2.9 ) 2 (2.9 ) 0 

Hypertension 7 (10.3) 3 (4.4 ) 2 (2.9 ) 2 (2.9 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153d 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Region 

Safety Set 

 

Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

47 (97.9) 10 (20.8) 9 (18.8) 10 (20.8) 18 (37.5) 

Blood and lymphatic system 
disorders 

     

-Total 15 (31.3) 4 (8.3 ) 2 (4.2 ) 5 (10.4) 4 (8.3 ) 

Anaemia 6 (12.5) 4 (8.3 ) 1 (2.1 ) 1 (2.1 ) 0 

Neutropenia 4 (8.3 ) 0 0 1 (2.1 ) 3 (6.3 ) 

Febrile neutropenia 3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

Thrombocytopenia 2 (4.2 ) 0 0 1 (2.1 ) 1 (2.1 ) 

Disseminated intravascular 
coagulation 

1 (2.1 ) 0 0 1 (2.1 ) 0 

Cardiac disorders      

-Total 5 (10.4) 3 (6.3 ) 2 (4.2 ) 0 0 
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Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Tachycardia 5 (10.4) 3 (6.3 ) 2 (4.2 ) 0 0 

Eye disorders      

-Total 1 (2.1 ) 1 (2.1 ) 0 0 0 

Dry eye 1 (2.1 ) 1 (2.1 ) 0 0 0 

Gastrointestinal disorders      

-Total 20 (41.7) 9 (18.8) 9 (18.8) 2 (4.2 ) 0 

Diarrhoea 9 (18.8) 6 (12.5) 2 (4.2 ) 1 (2.1 ) 0 

Nausea 7 (14.6) 1 (2.1 ) 5 (10.4) 1 (2.1 ) 0 

Vomiting 6 (12.5) 4 (8.3 ) 2 (4.2 ) 0 0 

Abdominal pain upper 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

Abdominal pain 1 (2.1 ) 0 1 (2.1 ) 0 0 

Constipation 1 (2.1 ) 1 (2.1 ) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 22 (45.8) 12 (25.0) 6 (12.5) 4 (8.3 ) 0 

Pyrexia 17 (35.4) 11 (22.9) 3 (6.3 ) 3 (6.3 ) 0 

Fatigue 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 0 0 

Pain 3 (6.3 ) 0 2 (4.2 ) 1 (2.1 ) 0 
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Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Face oedema 1 (2.1 ) 0 0 1 (2.1 ) 0 

Localised oedema 1 (2.1 ) 0 0 1 (2.1 ) 0 

Oedema peripheral 1 (2.1 ) 1 (2.1 ) 0 0 0 

Immune system disorders      

-Total 36 (75.0) 6 (12.5) 14 (29.2) 6 (12.5) 10 (20.8) 

Cytokine release syndrome 31 (64.6) 6 (12.5) 9 (18.8) 6 (12.5) 10 (20.8) 

Hypogammaglobulinaemia 15 (31.3) 4 (8.3 ) 11 (22.9) 0 0 

Drug hypersensitivity 1 (2.1 ) 0 1 (2.1 ) 0 0 

Infections and infestations      

-Total 4 (8.3 ) 0 4 (8.3 ) 0 0 

Upper respiratory tract 
infection 

2 (4.2 ) 0 2 (4.2 ) 0 0 

Herpes zoster 1 (2.1 ) 0 1 (2.1 ) 0 0 

Paronychia 1 (2.1 ) 0 1 (2.1 ) 0 0 

Investigations      

-Total 14 (29.2) 0 3 (6.3 ) 5 (10.4) 6 (12.5) 

White blood cell count 
decreased 

6 (12.5) 0 2 (4.2 ) 2 (4.2 ) 2 (4.2 ) 

Neutrophil count decreased 5 (10.4) 1 (2.1 ) 0 1 (2.1 ) 3 (6.3 ) 
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Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Platelet count decreased 5 (10.4) 1 (2.1 ) 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

Immunoglobulins decreased 4 (8.3 ) 0 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

Alanine aminotransferase 
increased 

2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

Aspartate aminotransferase 
increased 

2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

Blood bilirubin increased 1 (2.1 ) 0 0 1 (2.1 ) 0 

Blood creatinine increased 1 (2.1 ) 0 1 (2.1 ) 0 0 

Blood fibrinogen decreased 1 (2.1 ) 0 1 (2.1 ) 0 0 

Metabolism and nutrition 
disorders 

     

-Total 14 (29.2) 7 (14.6) 4 (8.3 ) 3 (6.3 ) 0 

Decreased appetite 5 (10.4) 4 (8.3 ) 0 1 (2.1 ) 0 

Hypokalaemia 5 (10.4) 3 (6.3 ) 2 (4.2 ) 0 0 

Hypoalbuminaemia 4 (8.3 ) 1 (2.1 ) 2 (4.2 ) 1 (2.1 ) 0 

Hypocalcaemia 3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

Hypophosphataemia 3 (6.3 ) 3 (6.3 ) 0 0 0 

Hypomagnesaemia 2 (4.2 ) 2 (4.2 ) 0 0 0 

Hyperglycaemia 1 (2.1 ) 0 0 1 (2.1 ) 0 
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Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hyponatraemia 1 (2.1 ) 0 1 (2.1 ) 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 9 (18.8) 5 (10.4) 4 (8.3 ) 0 0 

Myalgia 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 0 

Arthralgia 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 0 0 

Back pain 1 (2.1 ) 1 (2.1 ) 0 0 0 

Muscular weakness 1 (2.1 ) 1 (2.1 ) 0 0 0 

Pain in extremity 1 (2.1 ) 0 1 (2.1 ) 0 0 

Nervous system disorders      

-Total 13 (27.1) 4 (8.3 ) 6 (12.5) 3 (6.3 ) 0 

Headache 6 (12.5) 2 (4.2 ) 3 (6.3 ) 1 (2.1 ) 0 

Seizure 6 (12.5) 1 (2.1 ) 3 (6.3 ) 2 (4.2 ) 0 

Tremor 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

Psychiatric disorders      

-Total 1 (2.1 ) 0 1 (2.1 ) 0 0 

Anxiety 1 (2.1 ) 0 1 (2.1 ) 0 0 

Insomnia 1 (2.1 ) 0 1 (2.1 ) 0 0 
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Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 7 (14.6) 5 (10.4) 1 (2.1 ) 1 (2.1 ) 0 

Oropharyngeal pain 3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 0 0 

Cough 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

Epistaxis 2 (4.2 ) 2 (4.2 ) 0 0 0 

Hypoxia 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 12 (25.0) 9 (18.8) 3 (6.3 ) 0 0 

Rash 6 (12.5) 5 (10.4) 1 (2.1 ) 0 0 

Erythema 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 0 

Pruritus 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 0 

Petechiae 1 (2.1 ) 1 (2.1 ) 0 0 0 

Vascular disorders      

-Total 8 (16.7) 4 (8.3 ) 0 4 (8.3 ) 0 

Hypertension 6 (12.5) 3 (6.3 ) 0 3 (6.3 ) 0 

Hypotension 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 
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- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153d 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Region 

Safety Set 

 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

18 (100) 0 5 (27.8) 6 (33.3) 7 (38.9) 

Blood and lymphatic system 
disorders 

     

-Total 11 (61.1) 1 (5.6 ) 2 (11.1) 6 (33.3) 2 (11.1) 

Anaemia 7 (38.9) 1 (5.6 ) 1 (5.6 ) 5 (27.8) 0 

Neutropenia 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

Thrombocytopenia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Febrile neutropenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Cardiac disorders      

-Total 6 (33.3) 6 (33.3) 0 0 0 

Sinus bradycardia 3 (16.7) 3 (16.7) 0 0 0 



  

  

2337 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Sinus tachycardia 3 (16.7) 3 (16.7) 0 0 0 

Tachycardia 3 (16.7) 3 (16.7) 0 0 0 

Gastrointestinal disorders      

-Total 11 (61.1) 5 (27.8) 5 (27.8) 1 (5.6 ) 0 

Abdominal pain 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

Diarrhoea 5 (27.8) 4 (22.2) 0 1 (5.6 ) 0 

Vomiting 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

Nausea 3 (16.7) 0 3 (16.7) 0 0 

Constipation 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Paraesthesia oral 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Abdominal distension 1 (5.6 ) 1 (5.6 ) 0 0 0 

Abdominal pain upper 1 (5.6 ) 0 1 (5.6 ) 0 0 

Gingival bleeding 1 (5.6 ) 0 1 (5.6 ) 0 0 

Proctalgia 1 (5.6 ) 1 (5.6 ) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 11 (61.1) 2 (11.1) 8 (44.4) 1 (5.6 ) 0 

Pyrexia 8 (44.4) 2 (11.1) 5 (27.8) 1 (5.6 ) 0 
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Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Face oedema 4 (22.2) 4 (22.2) 0 0 0 

Fatigue 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

Oedema peripheral 3 (16.7) 3 (16.7) 0 0 0 

Catheter site pain 2 (11.1) 2 (11.1) 0 0 0 

Chills 1 (5.6 ) 0 1 (5.6 ) 0 0 

Localised oedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

Non-cardiac chest pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

Pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

Immune system disorders      

-Total 13 (72.2) 5 (27.8) 3 (16.7) 4 (22.2) 1 (5.6 ) 

Cytokine release syndrome 12 (66.7) 6 (33.3) 2 (11.1) 3 (16.7) 1 (5.6 ) 

Allergy to immunoglobulin 
therapy 

3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Hypogammaglobulinaemia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections and infestations      

-Total 4 (22.2) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 

Sepsis 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

Bacterial infection 1 (5.6 ) 0 0 1 (5.6 ) 0 
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Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Cellulitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

Nasopharyngitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

Rash pustular 1 (5.6 ) 1 (5.6 ) 0 0 0 

Viral upper respiratory tract 
infection 

1 (5.6 ) 0 1 (5.6 ) 0 0 

Injury, poisoning and 
procedural complications 

     

-Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

Contusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

Fall 1 (5.6 ) 1 (5.6 ) 0 0 0 

Investigations      

-Total 14 (77.8) 2 (11.1) 3 (16.7) 2 (11.1) 7 (38.9) 

Neutrophil count decreased 5 (27.8) 0 0 2 (11.1) 3 (16.7) 

White blood cell count 
decreased 

5 (27.8) 0 0 1 (5.6 ) 4 (22.2) 

Platelet count decreased 4 (22.2) 0 0 2 (11.1) 2 (11.1) 

Aspartate aminotransferase 
increased 

3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

Lymphocyte count decreased 3 (16.7) 0 0 3 (16.7) 0 
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Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Blood alkaline phosphatase 
increased 

2 (11.1) 2 (11.1) 0 0 0 

Blood bilirubin increased 2 (11.1) 0 1 (5.6 ) 0 1 (5.6 ) 

Blood creatinine increased 2 (11.1) 2 (11.1) 0 0 0 

Blood fibrinogen decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Serum ferritin increased 2 (11.1) 2 (11.1) 0 0 0 

Alanine aminotransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

Gamma-glutamyltransferase 
increased 

1 (5.6 ) 0 1 (5.6 ) 0 0 

Metabolism and nutrition 
disorders 

     

-Total 12 (66.7) 5 (27.8) 3 (16.7) 4 (22.2) 0 

Hypokalaemia 8 (44.4) 4 (22.2) 0 4 (22.2) 0 

Hypophosphataemia 5 (27.8) 3 (16.7) 1 (5.6 ) 1 (5.6 ) 0 

Hyperphosphataemia 2 (11.1) 2 (11.1) 0 0 0 

Hyperuricaemia 2 (11.1) 2 (11.1) 0 0 0 

Hypocalcaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Decreased appetite 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hypercalcaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Hyperglycaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Hyperkalaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

Hypoalbuminaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Hypomagnesaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 4 (22.2) 1 (5.6 ) 1 (5.6 ) 2 (11.1) 0 

Pain in extremity 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Muscular weakness 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Arthralgia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Myalgia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Nervous system disorders      

-Total 7 (38.9) 3 (16.7) 4 (22.2) 0 0 

Headache 6 (33.3) 3 (16.7) 3 (16.7) 0 0 

Tremor 2 (11.1) 2 (11.1) 0 0 0 

Dizziness 1 (5.6 ) 1 (5.6 ) 0 0 0 

Lethargy 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Psychiatric disorders      

-Total 7 (38.9) 1 (5.6 ) 5 (27.8) 1 (5.6 ) 0 

Agitation 3 (16.7) 0 2 (11.1) 1 (5.6 ) 0 

Anxiety 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Confusional state 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Insomnia 2 (11.1) 0 2 (11.1) 0 0 

Renal and urinary disorders      

-Total 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

Acute kidney injury 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Haematuria 2 (11.1) 2 (11.1) 0 0 0 

Proteinuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 8 (44.4) 3 (16.7) 4 (22.2) 1 (5.6 ) 0 

Hypoxia 4 (22.2) 0 3 (16.7) 1 (5.6 ) 0 

Cough 3 (16.7) 3 (16.7) 0 0 0 

Tachypnoea 3 (16.7) 3 (16.7) 0 0 0 

Rhinorrhoea 2 (11.1) 2 (11.1) 0 0 0 
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Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Dyspnoea 1 (5.6 ) 1 (5.6 ) 0 0 0 

Epistaxis 1 (5.6 ) 0 1 (5.6 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 8 (44.4) 6 (33.3) 2 (11.1) 0 0 

Dry skin 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Petechiae 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Pruritus 2 (11.1) 2 (11.1) 0 0 0 

Rash 2 (11.1) 2 (11.1) 0 0 0 

Urticaria 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Erythema 1 (5.6 ) 1 (5.6 ) 0 0 0 

Vascular disorders      

-Total 5 (27.8) 3 (16.7) 1 (5.6 ) 1 (5.6 ) 0 

Hypotension 4 (22.2) 3 (16.7) 0 1 (5.6 ) 0 

Pallor 1 (5.6 ) 0 1 (5.6 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153d 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Region 

Safety Set 

 

Timing: within 8 weeks post infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

3 (100) 0 0 0 3 (100) 

Blood and lymphatic system 
disorders 

     

-Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

Disseminated intravascular 
coagulation 

2 (66.7) 0 2 (66.7) 0 0 

Febrile neutropenia 1 (33.3) 0 0 1 (33.3) 0 

Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

Eye disorders      

-Total 1 (33.3) 0 1 (33.3) 0 0 

Dry eye 1 (33.3) 1 (33.3) 0 0 0 

Ocular hypertension 1 (33.3) 0 1 (33.3) 0 0 
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Timing: within 8 weeks post infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

-Total 2 (66.7) 1 (33.3) 1 (33.3) 0 0 

Diarrhoea 1 (33.3) 1 (33.3) 0 0 0 

Nausea 1 (33.3) 0 1 (33.3) 0 0 

Stomatitis 1 (33.3) 0 1 (33.3) 0 0 

Immune system disorders      

-Total 3 (100) 0 1 (33.3) 0 2 (66.7) 

Cytokine release syndrome 3 (100) 0 1 (33.3) 0 2 (66.7) 

Infections and infestations      

-Total 2 (66.7) 1 (33.3) 1 (33.3) 0 0 

Bronchopulmonary 
aspergillosis 

1 (33.3) 0 1 (33.3) 0 0 

Parotitis 1 (33.3) 1 (33.3) 0 0 0 

Investigations      

-Total 3 (100) 0 0 1 (33.3) 2 (66.7) 

Blood fibrinogen decreased 2 (66.7) 0 0 2 (66.7) 0 

Blood creatine phosphokinase 
increased 

1 (33.3) 0 0 0 1 (33.3) 

Neutrophil count decreased 1 (33.3) 0 0 0 1 (33.3) 
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Timing: within 8 weeks post infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition 
disorders 

     

-Total 2 (66.7) 0 0 0 2 (66.7) 

Hypoalbuminaemia 2 (66.7) 0 2 (66.7) 0 0 

Hypocalcaemia 2 (66.7) 0 0 0 2 (66.7) 

Hypokalaemia 2 (66.7) 0 0 2 (66.7) 0 

Hyponatraemia 1 (33.3) 0 0 1 (33.3) 0 

Hypophosphataemia 1 (33.3) 0 0 1 (33.3) 0 

Tumour lysis syndrome 1 (33.3) 0 0 0 1 (33.3) 

Musculoskeletal and 
connective tissue disorders 

     

-Total 1 (33.3) 1 (33.3) 0 0 0 

Myalgia 1 (33.3) 1 (33.3) 0 0 0 

Psychiatric disorders      

-Total 1 (33.3) 1 (33.3) 0 0 0 

Insomnia 1 (33.3) 1 (33.3) 0 0 0 

Renal and urinary disorders      

-Total 1 (33.3) 0 0 0 1 (33.3) 

Acute kidney injury 1 (33.3) 0 0 0 1 (33.3) 
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Timing: within 8 weeks post infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 2 (66.7) 0 0 1 (33.3) 1 (33.3) 

Hypoxia 2 (66.7) 0 0 1 (33.3) 1 (33.3) 

Cough 1 (33.3) 0 1 (33.3) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 2 (66.7) 1 (33.3) 0 1 (33.3) 0 

Rash 1 (33.3) 0 0 1 (33.3) 0 

Skin exfoliation 1 (33.3) 1 (33.3) 0 0 0 

Vascular disorders      

-Total 1 (33.3) 0 1 (33.3) 0 0 

Hypertension 1 (33.3) 0 1 (33.3) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153d 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

27 (62.8) 10 (23.3) 11 (25.6) 5 (11.6) 1 (2.3 ) 

Blood and lymphatic system 
disorders 

     

-Total 5 (11.6) 2 (4.7 ) 2 (4.7 ) 1 (2.3 ) 0 

Anaemia 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 0 0 

Neutropenia 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 0 0 

Thrombocytopenia 2 (4.7 ) 0 1 (2.3 ) 1 (2.3 ) 0 

Gastrointestinal disorders      

-Total 7 (16.3) 4 (9.3 ) 3 (7.0 ) 0 0 

Nausea 4 (9.3 ) 2 (4.7 ) 2 (4.7 ) 0 0 

Vomiting 2 (4.7 ) 2 (4.7 ) 0 0 0 



  

  

2351 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Abdominal pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

Constipation 1 (2.3 ) 1 (2.3 ) 0 0 0 

Diarrhoea 1 (2.3 ) 0 1 (2.3 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 6 (14.0) 1 (2.3 ) 5 (11.6) 0 0 

Pyrexia 6 (14.0) 1 (2.3 ) 5 (11.6) 0 0 

Chills 1 (2.3 ) 0 1 (2.3 ) 0 0 

Immune system disorders      

-Total 3 (7.0 ) 2 (4.7 ) 1 (2.3 ) 0 0 

Hypogammaglobulinaemia 3 (7.0 ) 2 (4.7 ) 1 (2.3 ) 0 0 

Infections and infestations      

-Total 12 (27.9) 6 (14.0) 5 (11.6) 1 (2.3 ) 0 

Nasopharyngitis 7 (16.3) 6 (14.0) 1 (2.3 ) 0 0 

Herpes zoster 4 (9.3 ) 0 3 (7.0 ) 1 (2.3 ) 0 

Rhinitis 3 (7.0 ) 2 (4.7 ) 1 (2.3 ) 0 0 

Upper respiratory tract 
infection 

1 (2.3 ) 1 (2.3 ) 0 0 0 

Injury, poisoning and 
procedural complications 

     



  

  

2352 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 1 (2.3 ) 1 (2.3 ) 0 0 0 

Contusion 1 (2.3 ) 1 (2.3 ) 0 0 0 

Investigations      

-Total 6 (14.0) 2 (4.7 ) 0 3 (7.0 ) 1 (2.3 ) 

Alanine aminotransferase 
increased 

4 (9.3 ) 2 (4.7 ) 0 1 (2.3 ) 1 (2.3 ) 

Aspartate aminotransferase 
increased 

4 (9.3 ) 2 (4.7 ) 0 1 (2.3 ) 1 (2.3 ) 

Platelet count decreased 3 (7.0 ) 3 (7.0 ) 0 0 0 

White blood cell count 
decreased 

3 (7.0 ) 2 (4.7 ) 0 1 (2.3 ) 0 

Immunoglobulins decreased 1 (2.3 ) 0 0 1 (2.3 ) 0 

Lymphocyte count decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

Neutrophil count decreased 1 (2.3 ) 0 0 1 (2.3 ) 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 2 (4.7 ) 2 (4.7 ) 0 0 0 

Arthralgia 1 (2.3 ) 1 (2.3 ) 0 0 0 

Back pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

Nervous system disorders      



  

  

2353 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 1 (2.3 ) 1 (2.3 ) 0 0 0 

Headache 1 (2.3 ) 1 (2.3 ) 0 0 0 

Psychiatric disorders      

-Total 1 (2.3 ) 1 (2.3 ) 0 0 0 

Insomnia 1 (2.3 ) 1 (2.3 ) 0 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 5 (11.6) 3 (7.0 ) 2 (4.7 ) 0 0 

Cough 4 (9.3 ) 3 (7.0 ) 1 (2.3 ) 0 0 

Dyspnoea 1 (2.3 ) 0 1 (2.3 ) 0 0 

Oropharyngeal pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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2355 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153d 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

14 (93.3) 2 (13.3) 5 (33.3) 3 (20.0) 4 (26.7) 

Blood and lymphatic system 
disorders 

     

-Total 6 (40.0) 0 2 (13.3) 4 (26.7) 0 

Anaemia 4 (26.7) 0 1 (6.7 ) 3 (20.0) 0 

Thrombocytopenia 2 (13.3) 0 1 (6.7 ) 1 (6.7 ) 0 

Febrile neutropenia 1 (6.7 ) 1 (6.7 ) 0 0 0 

Cardiac disorders      

-Total 3 (20.0) 3 (20.0) 0 0 0 

Sinus tachycardia 2 (13.3) 2 (13.3) 0 0 0 

Tachycardia 2 (13.3) 2 (13.3) 0 0 0 



  

  

2356 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Sinus bradycardia 1 (6.7 ) 1 (6.7 ) 0 0 0 

Eye disorders      

-Total 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

Eye pain 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

Gastrointestinal disorders      

-Total 9 (60.0) 5 (33.3) 4 (26.7) 0 0 

Constipation 5 (33.3) 3 (20.0) 2 (13.3) 0 0 

Abdominal pain 4 (26.7) 2 (13.3) 2 (13.3) 0 0 

Diarrhoea 3 (20.0) 1 (6.7 ) 2 (13.3) 0 0 

Vomiting 3 (20.0) 1 (6.7 ) 2 (13.3) 0 0 

Abdominal distension 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

Nausea 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

Abdominal pain upper 1 (6.7 ) 1 (6.7 ) 0 0 0 

Gingival bleeding 1 (6.7 ) 1 (6.7 ) 0 0 0 

Proctalgia 1 (6.7 ) 0 1 (6.7 ) 0 0 

Stomatitis 1 (6.7 ) 0 1 (6.7 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 10 (66.7) 5 (33.3) 4 (26.7) 1 (6.7 ) 0 



  

  

2357 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Pyrexia 7 (46.7) 2 (13.3) 4 (26.7) 1 (6.7 ) 0 

Chills 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

Gait disturbance 2 (13.3) 2 (13.3) 0 0 0 

Face oedema 1 (6.7 ) 1 (6.7 ) 0 0 0 

Fatigue 1 (6.7 ) 1 (6.7 ) 0 0 0 

Localised oedema 1 (6.7 ) 1 (6.7 ) 0 0 0 

Non-cardiac chest pain 1 (6.7 ) 0 1 (6.7 ) 0 0 

Oedema peripheral 1 (6.7 ) 0 1 (6.7 ) 0 0 

Pain 1 (6.7 ) 1 (6.7 ) 0 0 0 

Immune system disorders      

-Total 6 (40.0) 2 (13.3) 3 (20.0) 1 (6.7 ) 0 

Allergy to immunoglobulin 
therapy 

2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

Drug hypersensitivity 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

Hypogammaglobulinaemia 2 (13.3) 0 1 (6.7 ) 1 (6.7 ) 0 

Cytokine release syndrome 1 (6.7 ) 0 1 (6.7 ) 0 0 

Infections and infestations      

-Total 7 (46.7) 2 (13.3) 3 (20.0) 1 (6.7 ) 1 (6.7 ) 

Rash pustular 3 (20.0) 3 (20.0) 0 0 0 



  

  

2358 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Enterovirus infection 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

Upper respiratory tract 
infection 

2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

Bacterial infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

Cellulitis 1 (6.7 ) 0 1 (6.7 ) 0 0 

Nasopharyngitis 1 (6.7 ) 1 (6.7 ) 0 0 0 

Rhinitis 1 (6.7 ) 1 (6.7 ) 0 0 0 

Sepsis 1 (6.7 ) 0 0 0 1 (6.7 ) 

Viral upper respiratory tract 
infection 

1 (6.7 ) 0 1 (6.7 ) 0 0 

Injury, poisoning and 
procedural complications 

     

-Total 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

Contusion 1 (6.7 ) 1 (6.7 ) 0 0 0 

Fall 1 (6.7 ) 0 1 (6.7 ) 0 0 

Investigations      

-Total 8 (53.3) 1 (6.7 ) 2 (13.3) 2 (13.3) 3 (20.0) 

Platelet count decreased 5 (33.3) 0 2 (13.3) 1 (6.7 ) 2 (13.3) 

Neutrophil count decreased 4 (26.7) 0 0 2 (13.3) 2 (13.3) 



  

  

2359 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

White blood cell count 
decreased 

4 (26.7) 0 0 2 (13.3) 2 (13.3) 

Alanine aminotransferase 
increased 

2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

Aspartate aminotransferase 
increased 

2 (13.3) 2 (13.3) 0 0 0 

Blood alkaline phosphatase 
increased 

1 (6.7 ) 1 (6.7 ) 0 0 0 

Gamma-glutamyltransferase 
increased 

1 (6.7 ) 0 1 (6.7 ) 0 0 

Lymphocyte count decreased 1 (6.7 ) 0 0 1 (6.7 ) 0 

Metabolism and nutrition 
disorders 

     

-Total 8 (53.3) 5 (33.3) 2 (13.3) 1 (6.7 ) 0 

Hypomagnesaemia 4 (26.7) 3 (20.0) 1 (6.7 ) 0 0 

Decreased appetite 2 (13.3) 2 (13.3) 0 0 0 

Hyperglycaemia 2 (13.3) 1 (6.7 ) 0 1 (6.7 ) 0 

Hyperkalaemia 2 (13.3) 2 (13.3) 0 0 0 

Hyperuricaemia 2 (13.3) 2 (13.3) 0 0 0 

Hypokalaemia 2 (13.3) 1 (6.7 ) 0 1 (6.7 ) 0 

Hypophosphataemia 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 



  

  

2360 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hypercalcaemia 1 (6.7 ) 1 (6.7 ) 0 0 0 

Hypoalbuminaemia 1 (6.7 ) 1 (6.7 ) 0 0 0 

Hypocalcaemia 1 (6.7 ) 0 1 (6.7 ) 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 8 (53.3) 2 (13.3) 5 (33.3) 1 (6.7 ) 0 

Arthralgia 5 (33.3) 0 4 (26.7) 1 (6.7 ) 0 

Back pain 4 (26.7) 2 (13.3) 2 (13.3) 0 0 

Pain in extremity 4 (26.7) 1 (6.7 ) 3 (20.0) 0 0 

Neck pain 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

Muscular weakness 1 (6.7 ) 1 (6.7 ) 0 0 0 

Nervous system disorders      

-Total 4 (26.7) 3 (20.0) 1 (6.7 ) 0 0 

Headache 3 (20.0) 2 (13.3) 1 (6.7 ) 0 0 

Dizziness 1 (6.7 ) 1 (6.7 ) 0 0 0 

Lethargy 1 (6.7 ) 1 (6.7 ) 0 0 0 

Psychiatric disorders      

-Total 3 (20.0) 2 (13.3) 1 (6.7 ) 0 0 

Agitation 1 (6.7 ) 0 1 (6.7 ) 0 0 



  

  

2361 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Anxiety 1 (6.7 ) 1 (6.7 ) 0 0 0 

Confusional state 1 (6.7 ) 1 (6.7 ) 0 0 0 

Renal and urinary disorders      

-Total 1 (6.7 ) 0 0 1 (6.7 ) 0 

Haematuria 1 (6.7 ) 0 0 1 (6.7 ) 0 

Proteinuria 1 (6.7 ) 0 1 (6.7 ) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 9 (60.0) 6 (40.0) 2 (13.3) 1 (6.7 ) 0 

Cough 6 (40.0) 5 (33.3) 1 (6.7 ) 0 0 

Epistaxis 5 (33.3) 4 (26.7) 1 (6.7 ) 0 0 

Nasal congestion 4 (26.7) 4 (26.7) 0 0 0 

Oropharyngeal pain 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

Dyspnoea 1 (6.7 ) 0 1 (6.7 ) 0 0 

Hypoxia 1 (6.7 ) 0 0 1 (6.7 ) 0 

Rhinorrhoea 1 (6.7 ) 0 1 (6.7 ) 0 0 

Tachypnoea 1 (6.7 ) 0 1 (6.7 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     



  

  

2362 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 6 (40.0) 5 (33.3) 1 (6.7 ) 0 0 

Dry skin 2 (13.3) 2 (13.3) 0 0 0 

Petechiae 2 (13.3) 2 (13.3) 0 0 0 

Rash 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

Erythema 1 (6.7 ) 1 (6.7 ) 0 0 0 

Pruritus 1 (6.7 ) 1 (6.7 ) 0 0 0 

Vascular disorders      

-Total 3 (20.0) 2 (13.3) 1 (6.7 ) 0 0 

Pallor 2 (13.3) 2 (13.3) 0 0 0 

Hypertension 1 (6.7 ) 0 1 (6.7 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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2363 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153d 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

2 (100) 0 1 (50.0) 0 1 (50.0) 

Eye disorders      

-Total 1 (50.0) 1 (50.0) 0 0 0 

Blepharitis 1 (50.0) 1 (50.0) 0 0 0 

Gastrointestinal disorders      

-Total 1 (50.0) 0 1 (50.0) 0 0 

Stomatitis 1 (50.0) 0 1 (50.0) 0 0 

General disorders and 
administration site conditions 

     

-Total 1 (50.0) 1 (50.0) 0 0 0 

Pyrexia 1 (50.0) 1 (50.0) 0 0 0 



  

  

2364 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

-Total 2 (100) 0 2 (100) 0 0 

Upper respiratory tract 
infection 

2 (100) 0 2 (100) 0 0 

Paronychia 1 (50.0) 0 1 (50.0) 0 0 

Pharyngitis 1 (50.0) 0 1 (50.0) 0 0 

Rhinitis 1 (50.0) 1 (50.0) 0 0 0 

Investigations      

-Total 2 (100) 0 1 (50.0) 0 1 (50.0) 

Neutrophil count decreased 1 (50.0) 0 0 0 1 (50.0) 

Weight decreased 1 (50.0) 0 1 (50.0) 0 0 

Nervous system disorders      

-Total 1 (50.0) 1 (50.0) 0 0 0 

Headache 1 (50.0) 1 (50.0) 0 0 0 

Renal and urinary disorders      

-Total 1 (50.0) 1 (50.0) 0 0 0 

Haematuria 1 (50.0) 1 (50.0) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     



  

  

2365 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 1 (50.0) 1 (50.0) 0 0 0 

Pruritus 1 (50.0) 1 (50.0) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t153_gd_b2001x.sas@@/main/1 25JUN21:16:54                                        Final 

 
  



  

  

2366 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153d 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Region 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Region: Europe 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

2 (11.1) 2 (11.1) 0 0 0 

Infections and infestations      

-Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

Rhinitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

Investigations      

-Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

Lymphocyte count decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 



  

  

2367 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153d 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

47 (97.9) 7 (14.6) 10 (20.8) 11 (22.9) 19 (39.6) 

Blood and lymphatic system 
disorders 

     

-Total 16 (33.3) 3 (6.3 ) 4 (8.3 ) 5 (10.4) 4 (8.3 ) 

Anaemia 6 (12.5) 3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 0 

Neutropenia 6 (12.5) 1 (2.1 ) 1 (2.1 ) 1 (2.1 ) 3 (6.3 ) 

Febrile neutropenia 3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

Thrombocytopenia 3 (6.3 ) 0 1 (2.1 ) 1 (2.1 ) 1 (2.1 ) 

Disseminated intravascular 
coagulation 

1 (2.1 ) 0 0 1 (2.1 ) 0 

Cardiac disorders      



  

  

2369 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 5 (10.4) 3 (6.3 ) 2 (4.2 ) 0 0 

Tachycardia 5 (10.4) 3 (6.3 ) 2 (4.2 ) 0 0 

Eye disorders      

-Total 1 (2.1 ) 1 (2.1 ) 0 0 0 

Dry eye 1 (2.1 ) 1 (2.1 ) 0 0 0 

Gastrointestinal disorders      

-Total 24 (50.0) 11 (22.9) 11 (22.9) 2 (4.2 ) 0 

Diarrhoea 10 (20.8) 6 (12.5) 3 (6.3 ) 1 (2.1 ) 0 

Nausea 10 (20.8) 3 (6.3 ) 6 (12.5) 1 (2.1 ) 0 

Vomiting 8 (16.7) 6 (12.5) 2 (4.2 ) 0 0 

Abdominal pain upper 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

Abdominal pain 1 (2.1 ) 0 1 (2.1 ) 0 0 

Constipation 1 (2.1 ) 1 (2.1 ) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 25 (52.1) 12 (25.0) 9 (18.8) 4 (8.3 ) 0 

Pyrexia 20 (41.7) 11 (22.9) 6 (12.5) 3 (6.3 ) 0 

Fatigue 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 0 0 
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Pain 3 (6.3 ) 0 2 (4.2 ) 1 (2.1 ) 0 

Chills 1 (2.1 ) 0 1 (2.1 ) 0 0 

Face oedema 1 (2.1 ) 0 0 1 (2.1 ) 0 

Localised oedema 1 (2.1 ) 0 0 1 (2.1 ) 0 

Oedema peripheral 1 (2.1 ) 1 (2.1 ) 0 0 0 

Immune system disorders      

-Total 36 (75.0) 5 (10.4) 15 (31.3) 6 (12.5) 10 (20.8) 

Cytokine release syndrome 31 (64.6) 6 (12.5) 9 (18.8) 6 (12.5) 10 (20.8) 

Hypogammaglobulinaemia 18 (37.5) 6 (12.5) 12 (25.0) 0 0 

Drug hypersensitivity 1 (2.1 ) 0 1 (2.1 ) 0 0 

Infections and infestations      

-Total 16 (33.3) 6 (12.5) 9 (18.8) 1 (2.1 ) 0 

Nasopharyngitis 7 (14.6) 6 (12.5) 1 (2.1 ) 0 0 

Herpes zoster 5 (10.4) 0 4 (8.3 ) 1 (2.1 ) 0 

Rhinitis 3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 0 0 

Upper respiratory tract 
infection 

3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 0 0 

Paronychia 1 (2.1 ) 0 1 (2.1 ) 0 0 



  

  

2371 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and 
procedural complications 

     

-Total 1 (2.1 ) 1 (2.1 ) 0 0 0 

Contusion 1 (2.1 ) 1 (2.1 ) 0 0 0 

Investigations      

-Total 15 (31.3) 0 2 (4.2 ) 6 (12.5) 7 (14.6) 

White blood cell count 
decreased 

8 (16.7) 1 (2.1 ) 2 (4.2 ) 3 (6.3 ) 2 (4.2 ) 

Alanine aminotransferase 
increased 

5 (10.4) 2 (4.2 ) 0 2 (4.2 ) 1 (2.1 ) 

Aspartate aminotransferase 
increased 

5 (10.4) 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 1 (2.1 ) 

Immunoglobulins decreased 5 (10.4) 0 2 (4.2 ) 2 (4.2 ) 1 (2.1 ) 

Neutrophil count decreased 5 (10.4) 1 (2.1 ) 0 1 (2.1 ) 3 (6.3 ) 

Platelet count decreased 5 (10.4) 1 (2.1 ) 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

Blood bilirubin increased 1 (2.1 ) 0 0 1 (2.1 ) 0 

Blood creatinine increased 1 (2.1 ) 0 1 (2.1 ) 0 0 

Blood fibrinogen decreased 1 (2.1 ) 0 1 (2.1 ) 0 0 

Lymphocyte count decreased 1 (2.1 ) 1 (2.1 ) 0 0 0 



  

  

2372 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition 
disorders 

     

-Total 14 (29.2) 7 (14.6) 4 (8.3 ) 3 (6.3 ) 0 

Decreased appetite 5 (10.4) 4 (8.3 ) 0 1 (2.1 ) 0 

Hypokalaemia 5 (10.4) 3 (6.3 ) 2 (4.2 ) 0 0 

Hypoalbuminaemia 4 (8.3 ) 1 (2.1 ) 2 (4.2 ) 1 (2.1 ) 0 

Hypocalcaemia 3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

Hypophosphataemia 3 (6.3 ) 3 (6.3 ) 0 0 0 

Hypomagnesaemia 2 (4.2 ) 2 (4.2 ) 0 0 0 

Hyperglycaemia 1 (2.1 ) 0 0 1 (2.1 ) 0 

Hyponatraemia 1 (2.1 ) 0 1 (2.1 ) 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 9 (18.8) 5 (10.4) 4 (8.3 ) 0 0 

Myalgia 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 0 

Arthralgia 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 0 0 

Back pain 2 (4.2 ) 2 (4.2 ) 0 0 0 

Muscular weakness 1 (2.1 ) 1 (2.1 ) 0 0 0 

Pain in extremity 1 (2.1 ) 0 1 (2.1 ) 0 0 



  

  

2373 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders      

-Total 13 (27.1) 4 (8.3 ) 6 (12.5) 3 (6.3 ) 0 

Headache 7 (14.6) 3 (6.3 ) 3 (6.3 ) 1 (2.1 ) 0 

Seizure 6 (12.5) 1 (2.1 ) 3 (6.3 ) 2 (4.2 ) 0 

Tremor 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

Psychiatric disorders      

-Total 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

Insomnia 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

Anxiety 1 (2.1 ) 0 1 (2.1 ) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 10 (20.8) 7 (14.6) 2 (4.2 ) 1 (2.1 ) 0 

Cough 5 (10.4) 3 (6.3 ) 2 (4.2 ) 0 0 

Oropharyngeal pain 4 (8.3 ) 2 (4.2 ) 2 (4.2 ) 0 0 

Epistaxis 2 (4.2 ) 2 (4.2 ) 0 0 0 

Hypoxia 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

Dyspnoea 1 (2.1 ) 0 1 (2.1 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     



  

  

2374 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 12 (25.0) 9 (18.8) 3 (6.3 ) 0 0 

Rash 6 (12.5) 5 (10.4) 1 (2.1 ) 0 0 

Erythema 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 0 

Pruritus 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 0 

Petechiae 1 (2.1 ) 1 (2.1 ) 0 0 0 

Vascular disorders      

-Total 8 (16.7) 4 (8.3 ) 0 4 (8.3 ) 0 

Hypertension 6 (12.5) 3 (6.3 ) 0 3 (6.3 ) 0 

Hypotension 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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2375 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153d 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

18 (100) 0 4 (22.2) 6 (33.3) 8 (44.4) 

Blood and lymphatic system 
disorders 

     

-Total 12 (66.7) 1 (5.6 ) 2 (11.1) 7 (38.9) 2 (11.1) 

Anaemia 8 (44.4) 1 (5.6 ) 1 (5.6 ) 6 (33.3) 0 

Neutropenia 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

Thrombocytopenia 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

Febrile neutropenia 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

Cardiac disorders      

-Total 6 (33.3) 6 (33.3) 0 0 0 

Sinus tachycardia 4 (22.2) 4 (22.2) 0 0 0 



  

  

2376 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Tachycardia 4 (22.2) 4 (22.2) 0 0 0 

Sinus bradycardia 3 (16.7) 3 (16.7) 0 0 0 

Eye disorders      

-Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Eye pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Gastrointestinal disorders      

-Total 15 (83.3) 8 (44.4) 6 (33.3) 1 (5.6 ) 0 

Abdominal pain 7 (38.9) 4 (22.2) 3 (16.7) 0 0 

Constipation 6 (33.3) 4 (22.2) 2 (11.1) 0 0 

Diarrhoea 6 (33.3) 4 (22.2) 1 (5.6 ) 1 (5.6 ) 0 

Nausea 5 (27.8) 1 (5.6 ) 4 (22.2) 0 0 

Vomiting 5 (27.8) 2 (11.1) 3 (16.7) 0 0 

Abdominal distension 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Abdominal pain upper 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Gingival bleeding 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Paraesthesia oral 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Proctalgia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Stomatitis 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

2377 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and 
administration site conditions 

     

-Total 15 (83.3) 3 (16.7) 10 (55.6) 2 (11.1) 0 

Pyrexia 12 (66.7) 2 (11.1) 8 (44.4) 2 (11.1) 0 

Face oedema 5 (27.8) 5 (27.8) 0 0 0 

Fatigue 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

Oedema peripheral 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

Chills 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

Catheter site pain 2 (11.1) 2 (11.1) 0 0 0 

Gait disturbance 2 (11.1) 2 (11.1) 0 0 0 

Localised oedema 2 (11.1) 2 (11.1) 0 0 0 

Non-cardiac chest pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Pain 2 (11.1) 2 (11.1) 0 0 0 

Immune system disorders      

-Total 15 (83.3) 4 (22.2) 5 (27.8) 5 (27.8) 1 (5.6 ) 

Cytokine release syndrome 13 (72.2) 6 (33.3) 3 (16.7) 3 (16.7) 1 (5.6 ) 

Allergy to immunoglobulin 
therapy 

4 (22.2) 2 (11.1) 2 (11.1) 0 0 

Hypogammaglobulinaemia 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 



  

  

2378 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Drug hypersensitivity 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Infections and infestations      

-Total 9 (50.0) 3 (16.7) 2 (11.1) 2 (11.1) 2 (11.1) 

Rash pustular 3 (16.7) 3 (16.7) 0 0 0 

Sepsis 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

Bacterial infection 2 (11.1) 0 0 2 (11.1) 0 

Cellulitis 2 (11.1) 0 2 (11.1) 0 0 

Enterovirus infection 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Nasopharyngitis 2 (11.1) 2 (11.1) 0 0 0 

Upper respiratory tract 
infection 

2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Viral upper respiratory tract 
infection 

2 (11.1) 0 2 (11.1) 0 0 

Rhinitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

Injury, poisoning and 
procedural complications 

     

-Total 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Contusion 2 (11.1) 2 (11.1) 0 0 0 

Fall 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 



  

  

2379 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations      

-Total 14 (77.8) 1 (5.6 ) 4 (22.2) 2 (11.1) 7 (38.9) 

White blood cell count 
decreased 

6 (33.3) 0 0 1 (5.6 ) 5 (27.8) 

Neutrophil count decreased 5 (27.8) 0 0 1 (5.6 ) 4 (22.2) 

Platelet count decreased 5 (27.8) 0 0 1 (5.6 ) 4 (22.2) 

Lymphocyte count decreased 4 (22.2) 0 0 4 (22.2) 0 

Aspartate aminotransferase 
increased 

3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

Alanine aminotransferase 
increased 

2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Blood alkaline phosphatase 
increased 

2 (11.1) 2 (11.1) 0 0 0 

Blood bilirubin increased 2 (11.1) 0 1 (5.6 ) 0 1 (5.6 ) 

Blood creatinine increased 2 (11.1) 2 (11.1) 0 0 0 

Blood fibrinogen decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Gamma-glutamyltransferase 
increased 

2 (11.1) 0 2 (11.1) 0 0 

Serum ferritin increased 2 (11.1) 2 (11.1) 0 0 0 



  

  

2380 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition 
disorders 

     

-Total 14 (77.8) 5 (27.8) 4 (22.2) 5 (27.8) 0 

Hypokalaemia 8 (44.4) 3 (16.7) 0 5 (27.8) 0 

Hypophosphataemia 6 (33.3) 3 (16.7) 2 (11.1) 1 (5.6 ) 0 

Hypomagnesaemia 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

Hyperuricaemia 4 (22.2) 4 (22.2) 0 0 0 

Decreased appetite 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Hyperglycaemia 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

Hyperkalaemia 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Hypocalcaemia 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

Hypercalcaemia 2 (11.1) 2 (11.1) 0 0 0 

Hyperphosphataemia 2 (11.1) 2 (11.1) 0 0 0 

Hypoalbuminaemia 2 (11.1) 2 (11.1) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 8 (44.4) 1 (5.6 ) 4 (22.2) 3 (16.7) 0 

Arthralgia 6 (33.3) 0 4 (22.2) 2 (11.1) 0 

Pain in extremity 6 (33.3) 3 (16.7) 3 (16.7) 0 0 



  

  

2381 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Back pain 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

Muscular weakness 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Neck pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Myalgia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Nervous system disorders      

-Total 9 (50.0) 4 (22.2) 5 (27.8) 0 0 

Headache 8 (44.4) 4 (22.2) 4 (22.2) 0 0 

Dizziness 2 (11.1) 2 (11.1) 0 0 0 

Lethargy 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Tremor 2 (11.1) 2 (11.1) 0 0 0 

Psychiatric disorders      

-Total 7 (38.9) 1 (5.6 ) 5 (27.8) 1 (5.6 ) 0 

Agitation 3 (16.7) 0 2 (11.1) 1 (5.6 ) 0 

Anxiety 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Confusional state 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

Insomnia 2 (11.1) 0 2 (11.1) 0 0 

Renal and urinary disorders      

-Total 4 (22.2) 1 (5.6 ) 1 (5.6 ) 2 (11.1) 0 



  

  

2382 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Haematuria 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

Acute kidney injury 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Proteinuria 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 12 (66.7) 5 (27.8) 5 (27.8) 2 (11.1) 0 

Cough 8 (44.4) 7 (38.9) 1 (5.6 ) 0 0 

Epistaxis 6 (33.3) 4 (22.2) 2 (11.1) 0 0 

Hypoxia 4 (22.2) 0 2 (11.1) 2 (11.1) 0 

Nasal congestion 4 (22.2) 4 (22.2) 0 0 0 

Rhinorrhoea 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Tachypnoea 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Dyspnoea 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Oropharyngeal pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 11 (61.1) 8 (44.4) 3 (16.7) 0 0 

Dry skin 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

Petechiae 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 



  

  

2383 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Pruritus 3 (16.7) 3 (16.7) 0 0 0 

Rash 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Erythema 2 (11.1) 2 (11.1) 0 0 0 

Urticaria 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Vascular disorders      

-Total 7 (38.9) 4 (22.2) 2 (11.1) 1 (5.6 ) 0 

Hypotension 4 (22.2) 3 (16.7) 0 1 (5.6 ) 0 

Pallor 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Hypertension 1 (5.6 ) 0 1 (5.6 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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2384 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153d 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

3 (100) 0 0 0 3 (100) 

Blood and lymphatic system 
disorders 

     

-Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

Disseminated intravascular 
coagulation 

2 (66.7) 0 2 (66.7) 0 0 

Febrile neutropenia 1 (33.3) 0 0 1 (33.3) 0 

Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

Eye disorders      

-Total 1 (33.3) 0 1 (33.3) 0 0 

Blepharitis 1 (33.3) 1 (33.3) 0 0 0 

Dry eye 1 (33.3) 1 (33.3) 0 0 0 



  

  

2385 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Ocular hypertension 1 (33.3) 0 1 (33.3) 0 0 

Gastrointestinal disorders      

-Total 2 (66.7) 0 2 (66.7) 0 0 

Stomatitis 2 (66.7) 0 2 (66.7) 0 0 

Diarrhoea 1 (33.3) 1 (33.3) 0 0 0 

Nausea 1 (33.3) 0 1 (33.3) 0 0 

General disorders and 
administration site conditions 

     

-Total 1 (33.3) 1 (33.3) 0 0 0 

Pyrexia 1 (33.3) 1 (33.3) 0 0 0 

Immune system disorders      

-Total 3 (100) 0 1 (33.3) 0 2 (66.7) 

Cytokine release syndrome 3 (100) 0 1 (33.3) 0 2 (66.7) 

Infections and infestations      

-Total 2 (66.7) 0 2 (66.7) 0 0 

Upper respiratory tract 
infection 

2 (66.7) 0 2 (66.7) 0 0 

Bronchopulmonary 
aspergillosis 

1 (33.3) 0 1 (33.3) 0 0 

Paronychia 1 (33.3) 0 1 (33.3) 0 0 



  

  

2386 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Parotitis 1 (33.3) 1 (33.3) 0 0 0 

Pharyngitis 1 (33.3) 0 1 (33.3) 0 0 

Rhinitis 1 (33.3) 1 (33.3) 0 0 0 

Investigations      

-Total 3 (100) 0 0 1 (33.3) 2 (66.7) 

Blood fibrinogen decreased 2 (66.7) 0 0 2 (66.7) 0 

Blood creatine phosphokinase 
increased 

1 (33.3) 0 0 0 1 (33.3) 

Neutrophil count decreased 1 (33.3) 0 0 0 1 (33.3) 

Weight decreased 1 (33.3) 0 1 (33.3) 0 0 

Metabolism and nutrition 
disorders 

     

-Total 2 (66.7) 0 0 0 2 (66.7) 

Hypoalbuminaemia 2 (66.7) 0 2 (66.7) 0 0 

Hypocalcaemia 2 (66.7) 0 0 0 2 (66.7) 

Hypokalaemia 2 (66.7) 0 0 2 (66.7) 0 

Hyponatraemia 1 (33.3) 0 0 1 (33.3) 0 

Hypophosphataemia 1 (33.3) 0 0 1 (33.3) 0 

Tumour lysis syndrome 1 (33.3) 0 0 0 1 (33.3) 



  

  

2387 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and 
connective tissue disorders 

     

-Total 1 (33.3) 1 (33.3) 0 0 0 

Myalgia 1 (33.3) 1 (33.3) 0 0 0 

Nervous system disorders      

-Total 1 (33.3) 1 (33.3) 0 0 0 

Headache 1 (33.3) 1 (33.3) 0 0 0 

Psychiatric disorders      

-Total 1 (33.3) 1 (33.3) 0 0 0 

Insomnia 1 (33.3) 1 (33.3) 0 0 0 

Renal and urinary disorders      

-Total 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

Acute kidney injury 1 (33.3) 0 0 0 1 (33.3) 

Haematuria 1 (33.3) 1 (33.3) 0 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 2 (66.7) 0 0 1 (33.3) 1 (33.3) 

Hypoxia 2 (66.7) 0 0 1 (33.3) 1 (33.3) 

Cough 1 (33.3) 0 1 (33.3) 0 0 



  

  

2388 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Skin and subcutaneous tissue 
disorders 

     

-Total 2 (66.7) 1 (33.3) 0 1 (33.3) 0 

Pruritus 1 (33.3) 1 (33.3) 0 0 0 

Rash 1 (33.3) 0 0 1 (33.3) 0 

Skin exfoliation 1 (33.3) 1 (33.3) 0 0 0 

Vascular disorders      

-Total 1 (33.3) 0 1 (33.3) 0 0 

Hypertension 1 (33.3) 0 1 (33.3) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153e 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Prior SCT therapy 

Safety Set 

 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

41 (97.6) 6 (14.3) 11 (26.2) 7 (16.7) 17 (40.5) 

Blood and lymphatic system 
disorders 

     

-Total 14 (33.3) 4 (9.5 ) 1 (2.4 ) 6 (14.3) 3 (7.1 ) 

Anaemia 9 (21.4) 4 (9.5 ) 1 (2.4 ) 4 (9.5 ) 0 

Neutropenia 4 (9.5 ) 0 0 1 (2.4 ) 3 (7.1 ) 

Febrile neutropenia 2 (4.8 ) 0 0 2 (4.8 ) 0 

Cardiac disorders      

-Total 5 (11.9) 5 (11.9) 0 0 0 

Tachycardia 5 (11.9) 5 (11.9) 0 0 0 

Gastrointestinal disorders      

-Total 15 (35.7) 8 (19.0) 7 (16.7) 0 0 



  

  

2390 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Diarrhoea 6 (14.3) 6 (14.3) 0 0 0 

Nausea 6 (14.3) 1 (2.4 ) 5 (11.9) 0 0 

Vomiting 5 (11.9) 4 (9.5 ) 1 (2.4 ) 0 0 

Abdominal pain 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 0 

Constipation 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 22 (52.4) 11 (26.2) 8 (19.0) 3 (7.1 ) 0 

Pyrexia 17 (40.5) 10 (23.8) 4 (9.5 ) 3 (7.1 ) 0 

Fatigue 6 (14.3) 2 (4.8 ) 4 (9.5 ) 0 0 

Face oedema 1 (2.4 ) 1 (2.4 ) 0 0 0 

Immune system disorders      

-Total 29 (69.0) 6 (14.3) 13 (31.0) 5 (11.9) 5 (11.9) 

Cytokine release syndrome 25 (59.5) 7 (16.7) 9 (21.4) 4 (9.5 ) 5 (11.9) 

Hypogammaglobulinaemia 14 (33.3) 3 (7.1 ) 10 (23.8) 1 (2.4 ) 0 

Infections and infestations      

-Total 2 (4.8 ) 0 2 (4.8 ) 0 0 

Upper respiratory tract 
infection 

2 (4.8 ) 0 2 (4.8 ) 0 0 
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Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations      

-Total 16 (38.1) 2 (4.8 ) 1 (2.4 ) 2 (4.8 ) 11 (26.2) 

Neutrophil count decreased 9 (21.4) 1 (2.4 ) 0 2 (4.8 ) 6 (14.3) 

White blood cell count 
decreased 

8 (19.0) 0 2 (4.8 ) 1 (2.4 ) 5 (11.9) 

Platelet count decreased 7 (16.7) 1 (2.4 ) 2 (4.8 ) 2 (4.8 ) 2 (4.8 ) 

Aspartate aminotransferase 
increased 

3 (7.1 ) 3 (7.1 ) 0 0 0 

Alanine aminotransferase 
increased 

2 (4.8 ) 2 (4.8 ) 0 0 0 

Immunoglobulins decreased 1 (2.4 ) 0 0 0 1 (2.4 ) 

Metabolism and nutrition 
disorders 

     

-Total 10 (23.8) 6 (14.3) 1 (2.4 ) 3 (7.1 ) 0 

Hypokalaemia 5 (11.9) 3 (7.1 ) 0 2 (4.8 ) 0 

Decreased appetite 3 (7.1 ) 3 (7.1 ) 0 0 0 

Hypophosphataemia 3 (7.1 ) 3 (7.1 ) 0 0 0 

Hypoalbuminaemia 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

Hypocalcaemia 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

Hypomagnesaemia 1 (2.4 ) 1 (2.4 ) 0 0 0 
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Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and 
connective tissue disorders 

     

-Total 8 (19.0) 5 (11.9) 2 (4.8 ) 1 (2.4 ) 0 

Arthralgia 3 (7.1 ) 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 0 

Myalgia 2 (4.8 ) 2 (4.8 ) 0 0 0 

Pain in extremity 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

Back pain 1 (2.4 ) 1 (2.4 ) 0 0 0 

Nervous system disorders      

-Total 7 (16.7) 3 (7.1 ) 4 (9.5 ) 0 0 

Headache 7 (16.7) 3 (7.1 ) 4 (9.5 ) 0 0 

Tremor 1 (2.4 ) 1 (2.4 ) 0 0 0 

Renal and urinary disorders      

-Total 1 (2.4 ) 1 (2.4 ) 0 0 0 

Haematuria 1 (2.4 ) 1 (2.4 ) 0 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 8 (19.0) 4 (9.5 ) 3 (7.1 ) 1 (2.4 ) 0 

Epistaxis 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 0 

Hypoxia 3 (7.1 ) 0 2 (4.8 ) 1 (2.4 ) 0 
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Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Cough 2 (4.8 ) 2 (4.8 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 8 (19.0) 7 (16.7) 1 (2.4 ) 0 0 

Rash 5 (11.9) 4 (9.5 ) 1 (2.4 ) 0 0 

Pruritus 4 (9.5 ) 4 (9.5 ) 0 0 0 

Vascular disorders      

-Total 2 (4.8 ) 2 (4.8 ) 0 0 0 

Hypertension 2 (4.8 ) 2 (4.8 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153e 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Prior SCT therapy 

Safety Set 

 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

27 (100) 4 (14.8) 5 (18.5) 8 (29.6) 10 (37.0) 

Blood and lymphatic system 
disorders 

     

-Total 11 (40.7) 1 (3.7 ) 3 (11.1) 4 (14.8) 3 (11.1) 

Anaemia 4 (14.8) 1 (3.7 ) 1 (3.7 ) 2 (7.4 ) 0 

Neutropenia 4 (14.8) 0 0 1 (3.7 ) 3 (11.1) 

Disseminated intravascular 
coagulation 

3 (11.1) 0 2 (7.4 ) 1 (3.7 ) 0 

Febrile neutropenia 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

Cardiac disorders      

-Total 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 

Tachycardia 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 
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Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

-Total 15 (55.6) 6 (22.2) 6 (22.2) 3 (11.1) 0 

Diarrhoea 9 (33.3) 5 (18.5) 2 (7.4 ) 2 (7.4 ) 0 

Nausea 5 (18.5) 0 4 (14.8) 1 (3.7 ) 0 

Vomiting 5 (18.5) 3 (11.1) 2 (7.4 ) 0 0 

Abdominal pain 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 9 (33.3) 3 (11.1) 4 (14.8) 2 (7.4 ) 0 

Pyrexia 8 (29.6) 3 (11.1) 4 (14.8) 1 (3.7 ) 0 

Face oedema 4 (14.8) 3 (11.1) 0 1 (3.7 ) 0 

Localised oedema 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

Fatigue 1 (3.7 ) 1 (3.7 ) 0 0 0 

Immune system disorders      

-Total 21 (77.8) 5 (18.5) 3 (11.1) 5 (18.5) 8 (29.6) 

Cytokine release syndrome 21 (77.8) 5 (18.5) 3 (11.1) 5 (18.5) 8 (29.6) 

Haemophagocytic 
lymphohistiocytosis 

3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

Hypogammaglobulinaemia 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 
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Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

-Total 1 (3.7 ) 1 (3.7 ) 0 0 0 

Nasopharyngitis 1 (3.7 ) 1 (3.7 ) 0 0 0 

Investigations      

-Total 13 (48.1) 0 4 (14.8) 6 (22.2) 3 (11.1) 

Blood fibrinogen decreased 5 (18.5) 0 2 (7.4 ) 3 (11.1) 0 

Blood bilirubin increased 3 (11.1) 0 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 

Immunoglobulins decreased 3 (11.1) 0 2 (7.4 ) 1 (3.7 ) 0 

White blood cell count 
decreased 

3 (11.1) 0 0 2 (7.4 ) 1 (3.7 ) 

Aspartate aminotransferase 
increased 

2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

Neutrophil count decreased 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

Platelet count decreased 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

Alanine aminotransferase 
increased 

1 (3.7 ) 0 0 1 (3.7 ) 0 

Metabolism and nutrition 
disorders 

     

-Total 15 (55.6) 4 (14.8) 5 (18.5) 4 (14.8) 2 (7.4 ) 

Hypokalaemia 10 (37.0) 4 (14.8) 2 (7.4 ) 4 (14.8) 0 
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Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hypophosphataemia 6 (22.2) 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 

Hypoalbuminaemia 5 (18.5) 1 (3.7 ) 3 (11.1) 1 (3.7 ) 0 

Hypocalcaemia 5 (18.5) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 2 (7.4 ) 

Decreased appetite 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

Hyperglycaemia 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

Hypomagnesaemia 2 (7.4 ) 2 (7.4 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 6 (22.2) 3 (11.1) 3 (11.1) 0 0 

Myalgia 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 

Pain in extremity 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

Arthralgia 1 (3.7 ) 0 1 (3.7 ) 0 0 

Nervous system disorders      

-Total 7 (25.9) 3 (11.1) 3 (11.1) 1 (3.7 ) 0 

Headache 5 (18.5) 2 (7.4 ) 2 (7.4 ) 1 (3.7 ) 0 

Tremor 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

Renal and urinary disorders      

-Total 1 (3.7 ) 1 (3.7 ) 0 0 0 

Haematuria 1 (3.7 ) 1 (3.7 ) 0 0 0 
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Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 8 (29.6) 3 (11.1) 2 (7.4 ) 2 (7.4 ) 1 (3.7 ) 

Hypoxia 5 (18.5) 1 (3.7 ) 1 (3.7 ) 2 (7.4 ) 1 (3.7 ) 

Cough 4 (14.8) 2 (7.4 ) 2 (7.4 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 6 (22.2) 4 (14.8) 1 (3.7 ) 1 (3.7 ) 0 

Rash 4 (14.8) 3 (11.1) 0 1 (3.7 ) 0 

Pruritus 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

Vascular disorders      

-Total 5 (18.5) 1 (3.7 ) 1 (3.7 ) 3 (11.1) 0 

Hypertension 5 (18.5) 1 (3.7 ) 1 (3.7 ) 3 (11.1) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153e 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

29 (76.3) 11 (28.9) 8 (21.1) 5 (13.2) 5 (13.2) 

Blood and lymphatic system 
disorders 

     

-Total 6 (15.8) 1 (2.6 ) 2 (5.3 ) 3 (7.9 ) 0 

Anaemia 5 (13.2) 1 (2.6 ) 1 (2.6 ) 3 (7.9 ) 0 

Febrile neutropenia 1 (2.6 ) 1 (2.6 ) 0 0 0 

Neutropenia 1 (2.6 ) 0 1 (2.6 ) 0 0 

Cardiac disorders      

-Total 1 (2.6 ) 1 (2.6 ) 0 0 0 

Tachycardia 1 (2.6 ) 1 (2.6 ) 0 0 0 

Gastrointestinal disorders      
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 12 (31.6) 7 (18.4) 5 (13.2) 0 0 

Constipation 5 (13.2) 3 (7.9 ) 2 (5.3 ) 0 0 

Nausea 4 (10.5) 3 (7.9 ) 1 (2.6 ) 0 0 

Vomiting 4 (10.5) 3 (7.9 ) 1 (2.6 ) 0 0 

Abdominal pain 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 

Diarrhoea 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 10 (26.3) 5 (13.2) 4 (10.5) 1 (2.6 ) 0 

Pyrexia 9 (23.7) 4 (10.5) 4 (10.5) 1 (2.6 ) 0 

Face oedema 1 (2.6 ) 1 (2.6 ) 0 0 0 

Fatigue 1 (2.6 ) 1 (2.6 ) 0 0 0 

Immune system disorders      

-Total 4 (10.5) 2 (5.3 ) 2 (5.3 ) 0 0 

Hypogammaglobulinaemia 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 

Cytokine release syndrome 1 (2.6 ) 0 1 (2.6 ) 0 0 

Infections and infestations      

-Total 12 (31.6) 9 (23.7) 3 (7.9 ) 0 0 

Nasopharyngitis 6 (15.8) 5 (13.2) 1 (2.6 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Rhinitis 5 (13.2) 4 (10.5) 1 (2.6 ) 0 0 

Upper respiratory tract 
infection 

3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 

Investigations      

-Total 13 (34.2) 2 (5.3 ) 2 (5.3 ) 4 (10.5) 5 (13.2) 

Platelet count decreased 7 (18.4) 2 (5.3 ) 2 (5.3 ) 1 (2.6 ) 2 (5.3 ) 

Alanine aminotransferase 
increased 

6 (15.8) 3 (7.9 ) 1 (2.6 ) 1 (2.6 ) 1 (2.6 ) 

Aspartate aminotransferase 
increased 

6 (15.8) 4 (10.5) 0 1 (2.6 ) 1 (2.6 ) 

Neutrophil count decreased 5 (13.2) 0 0 2 (5.3 ) 3 (7.9 ) 

White blood cell count 
decreased 

5 (13.2) 1 (2.6 ) 0 2 (5.3 ) 2 (5.3 ) 

Immunoglobulins decreased 1 (2.6 ) 0 0 1 (2.6 ) 0 

Metabolism and nutrition 
disorders 

     

-Total 4 (10.5) 3 (7.9 ) 1 (2.6 ) 0 0 

Hypophosphataemia 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

Decreased appetite 1 (2.6 ) 1 (2.6 ) 0 0 0 

Hyperglycaemia 1 (2.6 ) 1 (2.6 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hypomagnesaemia 1 (2.6 ) 0 1 (2.6 ) 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 4 (10.5) 2 (5.3 ) 2 (5.3 ) 0 0 

Back pain 2 (5.3 ) 2 (5.3 ) 0 0 0 

Pain in extremity 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

Arthralgia 1 (2.6 ) 0 1 (2.6 ) 0 0 

Nervous system disorders      

-Total 2 (5.3 ) 2 (5.3 ) 0 0 0 

Headache 2 (5.3 ) 2 (5.3 ) 0 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 9 (23.7) 6 (15.8) 3 (7.9 ) 0 0 

Cough 7 (18.4) 5 (13.2) 2 (5.3 ) 0 0 

Epistaxis 4 (10.5) 3 (7.9 ) 1 (2.6 ) 0 0 

Vascular disorders      

-Total 1 (2.6 ) 0 1 (2.6 ) 0 0 

Hypertension 1 (2.6 ) 0 1 (2.6 ) 0 0 
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- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153e 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

12 (54.5) 2 (9.1 ) 8 (36.4) 2 (9.1 ) 0 

Blood and lymphatic system 
disorders 

     

-Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

Anaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

Neutropenia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Cardiac disorders      

-Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

Tachycardia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Gastrointestinal disorders      

-Total 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Abdominal pain 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

Nausea 2 (9.1 ) 0 2 (9.1 ) 0 0 

Constipation 1 (4.5 ) 1 (4.5 ) 0 0 0 

Diarrhoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

Vomiting 1 (4.5 ) 0 1 (4.5 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 5 (22.7) 0 5 (22.7) 0 0 

Pyrexia 5 (22.7) 0 5 (22.7) 0 0 

Localised oedema 1 (4.5 ) 1 (4.5 ) 0 0 0 

Immune system disorders      

-Total 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

Hypogammaglobulinaemia 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

Infections and infestations      

-Total 4 (18.2) 2 (9.1 ) 2 (9.1 ) 0 0 

Nasopharyngitis 2 (9.1 ) 2 (9.1 ) 0 0 0 

Upper respiratory tract 
infection 

2 (9.1 ) 0 2 (9.1 ) 0 0 

Investigations      
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

White blood cell count 
decreased 

2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

Neutrophil count decreased 1 (4.5 ) 0 0 1 (4.5 ) 0 

Platelet count decreased 1 (4.5 ) 1 (4.5 ) 0 0 0 

Metabolism and nutrition 
disorders 

     

-Total 4 (18.2) 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 

Hypomagnesaemia 3 (13.6) 3 (13.6) 0 0 0 

Hypokalaemia 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

Decreased appetite 1 (4.5 ) 1 (4.5 ) 0 0 0 

Hyperglycaemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

Hypoalbuminaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Hypocalcaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 6 (27.3) 2 (9.1 ) 3 (13.6) 1 (4.5 ) 0 

Arthralgia 5 (22.7) 1 (4.5 ) 3 (13.6) 1 (4.5 ) 0 

Back pain 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

Pain in extremity 2 (9.1 ) 0 2 (9.1 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders      

-Total 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

Headache 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

Renal and urinary disorders      

-Total 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

Haematuria 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 3 (13.6) 2 (9.1 ) 0 1 (4.5 ) 0 

Cough 3 (13.6) 3 (13.6) 0 0 0 

Epistaxis 1 (4.5 ) 1 (4.5 ) 0 0 0 

Hypoxia 1 (4.5 ) 0 0 1 (4.5 ) 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

Pruritus 2 (9.1 ) 2 (9.1 ) 0 0 0 

Rash 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153e 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

1 (6.3 ) 1 (6.3 ) 0 0 0 

Infections and infestations      

-Total 1 (6.3 ) 1 (6.3 ) 0 0 0 

Rhinitis 1 (6.3 ) 1 (6.3 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153e 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

41 (97.6) 4 (9.5 ) 11 (26.2) 8 (19.0) 18 (42.9) 

Blood and lymphatic system 
disorders 

     

-Total 15 (35.7) 3 (7.1 ) 3 (7.1 ) 6 (14.3) 3 (7.1 ) 

Anaemia 10 (23.8) 3 (7.1 ) 2 (4.8 ) 5 (11.9) 0 

Neutropenia 5 (11.9) 0 1 (2.4 ) 1 (2.4 ) 3 (7.1 ) 

Febrile neutropenia 3 (7.1 ) 1 (2.4 ) 0 2 (4.8 ) 0 

Cardiac disorders      

-Total 5 (11.9) 5 (11.9) 0 0 0 

Tachycardia 5 (11.9) 5 (11.9) 0 0 0 

Gastrointestinal disorders      
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 22 (52.4) 12 (28.6) 10 (23.8) 0 0 

Nausea 10 (23.8) 4 (9.5 ) 6 (14.3) 0 0 

Diarrhoea 8 (19.0) 6 (14.3) 2 (4.8 ) 0 0 

Vomiting 7 (16.7) 5 (11.9) 2 (4.8 ) 0 0 

Constipation 6 (14.3) 4 (9.5 ) 2 (4.8 ) 0 0 

Abdominal pain 5 (11.9) 3 (7.1 ) 2 (4.8 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 27 (64.3) 13 (31.0) 10 (23.8) 4 (9.5 ) 0 

Pyrexia 23 (54.8) 12 (28.6) 7 (16.7) 4 (9.5 ) 0 

Fatigue 6 (14.3) 2 (4.8 ) 4 (9.5 ) 0 0 

Face oedema 2 (4.8 ) 2 (4.8 ) 0 0 0 

Immune system disorders      

-Total 30 (71.4) 5 (11.9) 15 (35.7) 5 (11.9) 5 (11.9) 

Cytokine release syndrome 26 (61.9) 7 (16.7) 10 (23.8) 4 (9.5 ) 5 (11.9) 

Hypogammaglobulinaemia 17 (40.5) 5 (11.9) 11 (26.2) 1 (2.4 ) 0 

Infections and infestations      

-Total 14 (33.3) 9 (21.4) 5 (11.9) 0 0 

Nasopharyngitis 6 (14.3) 5 (11.9) 1 (2.4 ) 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Rhinitis 5 (11.9) 4 (9.5 ) 1 (2.4 ) 0 0 

Upper respiratory tract 
infection 

5 (11.9) 2 (4.8 ) 3 (7.1 ) 0 0 

Investigations      

-Total 17 (40.5) 1 (2.4 ) 1 (2.4 ) 3 (7.1 ) 12 (28.6) 

White blood cell count 
decreased 

11 (26.2) 1 (2.4 ) 2 (4.8 ) 2 (4.8 ) 6 (14.3) 

Neutrophil count decreased 9 (21.4) 1 (2.4 ) 0 1 (2.4 ) 7 (16.7) 

Platelet count decreased 8 (19.0) 1 (2.4 ) 2 (4.8 ) 1 (2.4 ) 4 (9.5 ) 

Alanine aminotransferase 
increased 

6 (14.3) 3 (7.1 ) 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 

Aspartate aminotransferase 
increased 

6 (14.3) 4 (9.5 ) 0 1 (2.4 ) 1 (2.4 ) 

Immunoglobulins decreased 2 (4.8 ) 0 0 1 (2.4 ) 1 (2.4 ) 

Metabolism and nutrition 
disorders 

     

-Total 11 (26.2) 6 (14.3) 2 (4.8 ) 3 (7.1 ) 0 

Hypokalaemia 5 (11.9) 3 (7.1 ) 0 2 (4.8 ) 0 

Decreased appetite 4 (9.5 ) 4 (9.5 ) 0 0 0 

Hypophosphataemia 4 (9.5 ) 3 (7.1 ) 1 (2.4 ) 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hypoalbuminaemia 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

Hypocalcaemia 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

Hypomagnesaemia 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

Hyperglycaemia 1 (2.4 ) 1 (2.4 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 9 (21.4) 4 (9.5 ) 4 (9.5 ) 1 (2.4 ) 0 

Arthralgia 4 (9.5 ) 1 (2.4 ) 2 (4.8 ) 1 (2.4 ) 0 

Pain in extremity 4 (9.5 ) 2 (4.8 ) 2 (4.8 ) 0 0 

Back pain 3 (7.1 ) 3 (7.1 ) 0 0 0 

Myalgia 2 (4.8 ) 2 (4.8 ) 0 0 0 

Nervous system disorders      

-Total 9 (21.4) 5 (11.9) 4 (9.5 ) 0 0 

Headache 9 (21.4) 5 (11.9) 4 (9.5 ) 0 0 

Tremor 1 (2.4 ) 1 (2.4 ) 0 0 0 

Renal and urinary disorders      

-Total 1 (2.4 ) 1 (2.4 ) 0 0 0 

Haematuria 1 (2.4 ) 1 (2.4 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 13 (31.0) 6 (14.3) 6 (14.3) 1 (2.4 ) 0 

Cough 7 (16.7) 5 (11.9) 2 (4.8 ) 0 0 

Epistaxis 7 (16.7) 5 (11.9) 2 (4.8 ) 0 0 

Hypoxia 3 (7.1 ) 0 2 (4.8 ) 1 (2.4 ) 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 8 (19.0) 7 (16.7) 1 (2.4 ) 0 0 

Rash 5 (11.9) 4 (9.5 ) 1 (2.4 ) 0 0 

Pruritus 4 (9.5 ) 4 (9.5 ) 0 0 0 

Vascular disorders      

-Total 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 0 

Hypertension 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153e 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

27 (100) 4 (14.8) 4 (14.8) 9 (33.3) 10 (37.0) 

Blood and lymphatic system 
disorders 

     

-Total 11 (40.7) 1 (3.7 ) 3 (11.1) 4 (14.8) 3 (11.1) 

Neutropenia 5 (18.5) 1 (3.7 ) 0 1 (3.7 ) 3 (11.1) 

Anaemia 4 (14.8) 1 (3.7 ) 1 (3.7 ) 2 (7.4 ) 0 

Disseminated intravascular 
coagulation 

3 (11.1) 0 2 (7.4 ) 1 (3.7 ) 0 

Febrile neutropenia 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

Cardiac disorders      

-Total 4 (14.8) 2 (7.4 ) 2 (7.4 ) 0 0 

Tachycardia 4 (14.8) 2 (7.4 ) 2 (7.4 ) 0 0 



  

  

2420 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

-Total 15 (55.6) 6 (22.2) 6 (22.2) 3 (11.1) 0 

Diarrhoea 9 (33.3) 5 (18.5) 2 (7.4 ) 2 (7.4 ) 0 

Nausea 6 (22.2) 0 5 (18.5) 1 (3.7 ) 0 

Vomiting 6 (22.2) 3 (11.1) 3 (11.1) 0 0 

Abdominal pain 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 

Constipation 1 (3.7 ) 1 (3.7 ) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 11 (40.7) 2 (7.4 ) 7 (25.9) 2 (7.4 ) 0 

Pyrexia 10 (37.0) 2 (7.4 ) 7 (25.9) 1 (3.7 ) 0 

Face oedema 4 (14.8) 3 (11.1) 0 1 (3.7 ) 0 

Localised oedema 3 (11.1) 2 (7.4 ) 0 1 (3.7 ) 0 

Fatigue 1 (3.7 ) 1 (3.7 ) 0 0 0 

Immune system disorders      

-Total 22 (81.5) 4 (14.8) 4 (14.8) 6 (22.2) 8 (29.6) 

Cytokine release syndrome 21 (77.8) 5 (18.5) 3 (11.1) 5 (18.5) 8 (29.6) 

Hypogammaglobulinaemia 4 (14.8) 1 (3.7 ) 2 (7.4 ) 1 (3.7 ) 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Haemophagocytic 
lymphohistiocytosis 

3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

Infections and infestations      

-Total 5 (18.5) 3 (11.1) 2 (7.4 ) 0 0 

Nasopharyngitis 3 (11.1) 3 (11.1) 0 0 0 

Upper respiratory tract 
infection 

2 (7.4 ) 0 2 (7.4 ) 0 0 

Investigations      

-Total 13 (48.1) 0 4 (14.8) 6 (22.2) 3 (11.1) 

Blood fibrinogen decreased 5 (18.5) 0 2 (7.4 ) 3 (11.1) 0 

Blood bilirubin increased 3 (11.1) 0 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 

Immunoglobulins decreased 3 (11.1) 0 2 (7.4 ) 1 (3.7 ) 0 

White blood cell count 
decreased 

3 (11.1) 0 0 2 (7.4 ) 1 (3.7 ) 

Aspartate aminotransferase 
increased 

2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

Neutrophil count decreased 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

Platelet count decreased 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

Alanine aminotransferase 
increased 

1 (3.7 ) 0 0 1 (3.7 ) 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition 
disorders 

     

-Total 16 (59.3) 4 (14.8) 5 (18.5) 5 (18.5) 2 (7.4 ) 

Hypokalaemia 10 (37.0) 3 (11.1) 2 (7.4 ) 5 (18.5) 0 

Hypoalbuminaemia 6 (22.2) 2 (7.4 ) 3 (11.1) 1 (3.7 ) 0 

Hypocalcaemia 6 (22.2) 1 (3.7 ) 2 (7.4 ) 1 (3.7 ) 2 (7.4 ) 

Hypophosphataemia 6 (22.2) 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 

Hypomagnesaemia 5 (18.5) 5 (18.5) 0 0 0 

Decreased appetite 4 (14.8) 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 

Hyperglycaemia 3 (11.1) 1 (3.7 ) 0 2 (7.4 ) 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 9 (33.3) 3 (11.1) 5 (18.5) 1 (3.7 ) 0 

Arthralgia 5 (18.5) 0 4 (14.8) 1 (3.7 ) 0 

Myalgia 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 

Back pain 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 

Pain in extremity 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 

Nervous system disorders      

-Total 9 (33.3) 4 (14.8) 4 (14.8) 1 (3.7 ) 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Headache 7 (25.9) 3 (11.1) 3 (11.1) 1 (3.7 ) 0 

Tremor 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

Renal and urinary disorders      

-Total 3 (11.1) 2 (7.4 ) 0 1 (3.7 ) 0 

Haematuria 3 (11.1) 2 (7.4 ) 0 1 (3.7 ) 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 10 (37.0) 5 (18.5) 1 (3.7 ) 3 (11.1) 1 (3.7 ) 

Cough 7 (25.9) 5 (18.5) 2 (7.4 ) 0 0 

Hypoxia 5 (18.5) 1 (3.7 ) 0 3 (11.1) 1 (3.7 ) 

Epistaxis 1 (3.7 ) 1 (3.7 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 7 (25.9) 4 (14.8) 2 (7.4 ) 1 (3.7 ) 0 

Rash 5 (18.5) 3 (11.1) 1 (3.7 ) 1 (3.7 ) 0 

Pruritus 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 

Vascular disorders      

-Total 5 (18.5) 1 (3.7 ) 1 (3.7 ) 3 (11.1) 0 

Hypertension 5 (18.5) 1 (3.7 ) 1 (3.7 ) 3 (11.1) 0 
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- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t153_gd_b2001x.sas@@/main/1 25JUN21:16:54                                        Final 

 



  

  

2425 

Tabl e 153f => Adverse events  post CTL019 infusi on, in at leas t 10% of the patients  OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents), r egardl ess of study drug rel ati onshi p, by pri mar y system organ class, preferr ed ter m, maxi mum CTC  grade and Baseline bone marr ow tumor  burden (Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                           
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153f 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

25 (96.2) 4 (15.4) 8 (30.8) 4 (15.4) 9 (34.6) 

Blood and lymphatic system 
disorders 

     

-Total 9 (34.6) 2 (7.7 ) 3 (11.5) 4 (15.4) 0 

Anaemia 5 (19.2) 2 (7.7 ) 2 (7.7 ) 1 (3.8 ) 0 

Febrile neutropenia 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

Neutropenia 1 (3.8 ) 0 0 1 (3.8 ) 0 

Cardiac disorders      

-Total 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

Tachycardia 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

Gastrointestinal disorders      

-Total 10 (38.5) 3 (11.5) 6 (23.1) 1 (3.8 ) 0 
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Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Diarrhoea 5 (19.2) 3 (11.5) 1 (3.8 ) 1 (3.8 ) 0 

Nausea 5 (19.2) 0 5 (19.2) 0 0 

Vomiting 4 (15.4) 2 (7.7 ) 2 (7.7 ) 0 0 

Abdominal pain 2 (7.7 ) 0 2 (7.7 ) 0 0 

Abdominal pain upper 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

Constipation 1 (3.8 ) 1 (3.8 ) 0 0 0 

Gingival bleeding 1 (3.8 ) 0 1 (3.8 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 11 (42.3) 5 (19.2) 5 (19.2) 1 (3.8 ) 0 

Pyrexia 8 (30.8) 5 (19.2) 3 (11.5) 0 0 

Fatigue 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

Chills 1 (3.8 ) 0 1 (3.8 ) 0 0 

Face oedema 1 (3.8 ) 0 0 1 (3.8 ) 0 

Immune system disorders      

-Total 17 (65.4) 3 (11.5) 8 (30.8) 2 (7.7 ) 4 (15.4) 

Cytokine release syndrome 15 (57.7) 3 (11.5) 6 (23.1) 2 (7.7 ) 4 (15.4) 

Hypogammaglobulinaemia 8 (30.8) 3 (11.5) 5 (19.2) 0 0 
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Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Allergy to immunoglobulin 
therapy 

1 (3.8 ) 1 (3.8 ) 0 0 0 

Infections and infestations      

-Total 4 (15.4) 0 4 (15.4) 0 0 

Device related infection 2 (7.7 ) 0 2 (7.7 ) 0 0 

Herpes zoster 1 (3.8 ) 0 1 (3.8 ) 0 0 

Upper respiratory tract 
infection 

1 (3.8 ) 0 1 (3.8 ) 0 0 

Investigations      

-Total 10 (38.5) 1 (3.8 ) 2 (7.7 ) 1 (3.8 ) 6 (23.1) 

Neutrophil count decreased 5 (19.2) 1 (3.8 ) 0 2 (7.7 ) 2 (7.7 ) 

Platelet count decreased 5 (19.2) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 2 (7.7 ) 

Aspartate aminotransferase 
increased 

3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

White blood cell count 
decreased 

3 (11.5) 0 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 

Alanine aminotransferase 
increased 

2 (7.7 ) 1 (3.8 ) 0 1 (3.8 ) 0 

Immunoglobulins decreased 2 (7.7 ) 0 1 (3.8 ) 0 1 (3.8 ) 

Metabolism and nutrition 
disorders 
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Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 8 (30.8) 5 (19.2) 1 (3.8 ) 2 (7.7 ) 0 

Hypoalbuminaemia 3 (11.5) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 0 

Hypokalaemia 3 (11.5) 2 (7.7 ) 0 1 (3.8 ) 0 

Decreased appetite 2 (7.7 ) 1 (3.8 ) 0 1 (3.8 ) 0 

Hypomagnesaemia 2 (7.7 ) 2 (7.7 ) 0 0 0 

Hyperglycaemia 1 (3.8 ) 0 0 1 (3.8 ) 0 

Hypophosphataemia 1 (3.8 ) 1 (3.8 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 7 (26.9) 5 (19.2) 2 (7.7 ) 0 0 

Myalgia 3 (11.5) 3 (11.5) 0 0 0 

Pain in extremity 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

Arthralgia 1 (3.8 ) 0 1 (3.8 ) 0 0 

Back pain 1 (3.8 ) 1 (3.8 ) 0 0 0 

Nervous system disorders      

-Total 6 (23.1) 2 (7.7 ) 2 (7.7 ) 2 (7.7 ) 0 

Headache 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

Seizure 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

Psychiatric disorders      



  

  

2429 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 2 (7.7 ) 0 2 (7.7 ) 0 0 

Insomnia 2 (7.7 ) 0 2 (7.7 ) 0 0 

Anxiety 1 (3.8 ) 0 1 (3.8 ) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 7 (26.9) 4 (15.4) 1 (3.8 ) 2 (7.7 ) 0 

Hypoxia 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

Oropharyngeal pain 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

Cough 2 (7.7 ) 2 (7.7 ) 0 0 0 

Epistaxis 1 (3.8 ) 1 (3.8 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 6 (23.1) 5 (19.2) 1 (3.8 ) 0 0 

Erythema 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

Pruritus 2 (7.7 ) 2 (7.7 ) 0 0 0 

Rash 2 (7.7 ) 2 (7.7 ) 0 0 0 

Petechiae 1 (3.8 ) 1 (3.8 ) 0 0 0 

Vascular disorders      

-Total 4 (15.4) 3 (11.5) 0 1 (3.8 ) 0 
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Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hypertension 2 (7.7 ) 1 (3.8 ) 0 1 (3.8 ) 0 

Hypotension 2 (7.7 ) 2 (7.7 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153f 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

40 (100) 4 (10.0) 6 (15.0) 14 (35.0) 16 (40.0) 

Blood and lymphatic system 
disorders 

     

-Total 17 (42.5) 3 (7.5 ) 1 (2.5 ) 7 (17.5) 6 (15.0) 

Anaemia 8 (20.0) 3 (7.5 ) 0 5 (12.5) 0 

Neutropenia 6 (15.0) 0 0 1 (2.5 ) 5 (12.5) 

Thrombocytopenia 4 (10.0) 0 1 (2.5 ) 2 (5.0 ) 1 (2.5 ) 

Febrile neutropenia 2 (5.0 ) 0 0 2 (5.0 ) 0 

Cardiac disorders      

-Total 5 (12.5) 4 (10.0) 1 (2.5 ) 0 0 

Tachycardia 5 (12.5) 4 (10.0) 1 (2.5 ) 0 0 

Gastrointestinal disorders      



  

  

2433 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 21 (52.5) 11 (27.5) 8 (20.0) 2 (5.0 ) 0 

Diarrhoea 10 (25.0) 8 (20.0) 1 (2.5 ) 1 (2.5 ) 0 

Nausea 6 (15.0) 1 (2.5 ) 4 (10.0) 1 (2.5 ) 0 

Vomiting 5 (12.5) 4 (10.0) 1 (2.5 ) 0 0 

Abdominal pain 4 (10.0) 4 (10.0) 0 0 0 

Constipation 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

Abdominal pain upper 1 (2.5 ) 0 1 (2.5 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 19 (47.5) 7 (17.5) 9 (22.5) 3 (7.5 ) 0 

Pyrexia 15 (37.5) 7 (17.5) 5 (12.5) 3 (7.5 ) 0 

Face oedema 4 (10.0) 4 (10.0) 0 0 0 

Fatigue 4 (10.0) 1 (2.5 ) 3 (7.5 ) 0 0 

Pain 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 0 0 

Catheter site haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

Immune system disorders      

-Total 32 (80.0) 8 (20.0) 8 (20.0) 8 (20.0) 8 (20.0) 

Cytokine release syndrome 29 (72.5) 8 (20.0) 6 (15.0) 7 (17.5) 8 (20.0) 

Hypogammaglobulinaemia 8 (20.0) 1 (2.5 ) 6 (15.0) 1 (2.5 ) 0 
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Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Allergy to immunoglobulin 
therapy 

1 (2.5 ) 1 (2.5 ) 0 0 0 

Infections and infestations      

-Total 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

Nasopharyngitis 1 (2.5 ) 1 (2.5 ) 0 0 0 

Upper respiratory tract 
infection 

1 (2.5 ) 0 1 (2.5 ) 0 0 

Investigations      

-Total 17 (42.5) 1 (2.5 ) 3 (7.5 ) 7 (17.5) 6 (15.0) 

White blood cell count 
decreased 

7 (17.5) 0 1 (2.5 ) 2 (5.0 ) 4 (10.0) 

Neutrophil count decreased 6 (15.0) 0 0 1 (2.5 ) 5 (12.5) 

Blood fibrinogen decreased 5 (12.5) 0 2 (5.0 ) 3 (7.5 ) 0 

Platelet count decreased 3 (7.5 ) 0 1 (2.5 ) 1 (2.5 ) 1 (2.5 ) 

Aspartate aminotransferase 
increased 

2 (5.0 ) 1 (2.5 ) 0 1 (2.5 ) 0 

Immunoglobulins decreased 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

Alanine aminotransferase 
increased 

1 (2.5 ) 1 (2.5 ) 0 0 0 

Metabolism and nutrition 
disorders 

     



  

  

2435 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 17 (42.5) 5 (12.5) 5 (12.5) 5 (12.5) 2 (5.0 ) 

Hypokalaemia 11 (27.5) 5 (12.5) 2 (5.0 ) 4 (10.0) 0 

Hypophosphataemia 8 (20.0) 5 (12.5) 1 (2.5 ) 2 (5.0 ) 0 

Hypocalcaemia 7 (17.5) 1 (2.5 ) 2 (5.0 ) 2 (5.0 ) 2 (5.0 ) 

Decreased appetite 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 0 

Hypoalbuminaemia 4 (10.0) 1 (2.5 ) 3 (7.5 ) 0 0 

Dehydration 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

Hyperglycaemia 1 (2.5 ) 1 (2.5 ) 0 0 0 

Hypomagnesaemia 1 (2.5 ) 1 (2.5 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 6 (15.0) 2 (5.0 ) 3 (7.5 ) 1 (2.5 ) 0 

Myalgia 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

Arthralgia 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

Pain in extremity 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

Nervous system disorders      

-Total 12 (30.0) 3 (7.5 ) 6 (15.0) 3 (7.5 ) 0 

Headache 8 (20.0) 3 (7.5 ) 4 (10.0) 1 (2.5 ) 0 

Seizure 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 0 0 
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Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Encephalopathy 1 (2.5 ) 0 0 1 (2.5 ) 0 

Neuralgia 1 (2.5 ) 0 1 (2.5 ) 0 0 

Somnolence 1 (2.5 ) 0 0 1 (2.5 ) 0 

Psychiatric disorders      

-Total 3 (7.5 ) 3 (7.5 ) 0 0 0 

Anxiety 2 (5.0 ) 2 (5.0 ) 0 0 0 

Insomnia 1 (2.5 ) 1 (2.5 ) 0 0 0 

Renal and urinary disorders      

-Total 2 (5.0 ) 2 (5.0 ) 0 0 0 

Haematuria 2 (5.0 ) 2 (5.0 ) 0 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 10 (25.0) 4 (10.0) 4 (10.0) 1 (2.5 ) 1 (2.5 ) 

Hypoxia 5 (12.5) 1 (2.5 ) 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 

Cough 4 (10.0) 2 (5.0 ) 2 (5.0 ) 0 0 

Epistaxis 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

Pleural effusion 1 (2.5 ) 1 (2.5 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 
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Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 13 (32.5) 10 (25.0) 2 (5.0 ) 1 (2.5 ) 0 

Rash 6 (15.0) 5 (12.5) 0 1 (2.5 ) 0 

Pruritus 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 0 

Petechiae 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

Erythema 2 (5.0 ) 2 (5.0 ) 0 0 0 

Vascular disorders      

-Total 9 (22.5) 4 (10.0) 1 (2.5 ) 4 (10.0) 0 

Hypertension 5 (12.5) 2 (5.0 ) 1 (2.5 ) 2 (5.0 ) 0 

Hypotension 4 (10.0) 2 (5.0 ) 0 2 (5.0 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153f 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

3 (100) 1 (33.3) 0 0 2 (66.7) 

Blood and lymphatic system 
disorders 

     

-Total 1 (33.3) 0 0 0 1 (33.3) 

Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

Gastrointestinal disorders      

-Total 1 (33.3) 1 (33.3) 0 0 0 

Vomiting 1 (33.3) 1 (33.3) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 2 (66.7) 1 (33.3) 0 1 (33.3) 0 

Pyrexia 2 (66.7) 1 (33.3) 0 1 (33.3) 0 



  

  

2439 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Catheter site haemorrhage 1 (33.3) 0 0 1 (33.3) 0 

Pain 1 (33.3) 0 0 1 (33.3) 0 

Immune system disorders      

-Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

Cytokine release syndrome 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

Allergy to immunoglobulin 
therapy 

1 (33.3) 0 1 (33.3) 0 0 

Infections and infestations      

-Total 1 (33.3) 0 1 (33.3) 0 0 

Cystitis 1 (33.3) 0 1 (33.3) 0 0 

Pseudomembranous colitis 1 (33.3) 0 1 (33.3) 0 0 

Investigations      

-Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

Clostridium test positive 1 (33.3) 0 1 (33.3) 0 0 

Platelet count decreased 1 (33.3) 0 0 1 (33.3) 0 

White blood cell count 
decreased 

1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition 
disorders 

     

-Total 2 (66.7) 0 0 2 (66.7) 0 



  

  

2440 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Dehydration 1 (33.3) 0 0 1 (33.3) 0 

Hypokalaemia 1 (33.3) 0 0 1 (33.3) 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 1 (33.3) 1 (33.3) 0 0 0 

Arthralgia 1 (33.3) 1 (33.3) 0 0 0 

Nervous system disorders      

-Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

Encephalopathy 1 (33.3) 0 0 0 1 (33.3) 

Headache 1 (33.3) 0 1 (33.3) 0 0 

Somnolence 1 (33.3) 0 0 1 (33.3) 0 

Psychiatric disorders      

-Total 1 (33.3) 0 1 (33.3) 0 0 

Anxiety 1 (33.3) 0 1 (33.3) 0 0 

Insomnia 1 (33.3) 0 1 (33.3) 0 0 

Restlessness 1 (33.3) 0 1 (33.3) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 1 (33.3) 0 1 (33.3) 0 0 
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Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Pleural effusion 1 (33.3) 0 1 (33.3) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 1 (33.3) 0 1 (33.3) 0 0 

Decubitus ulcer 1 (33.3) 0 1 (33.3) 0 0 

Rash 1 (33.3) 0 1 (33.3) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153f 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

19 (79.2) 5 (20.8) 6 (25.0) 5 (20.8) 3 (12.5) 

Blood and lymphatic system 
disorders 

     

-Total 4 (16.7) 1 (4.2 ) 2 (8.3 ) 1 (4.2 ) 0 

Anaemia 2 (8.3 ) 0 1 (4.2 ) 1 (4.2 ) 0 

Neutropenia 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

Thrombocytopenia 1 (4.2 ) 0 1 (4.2 ) 0 0 

Gastrointestinal disorders      

-Total 9 (37.5) 5 (20.8) 4 (16.7) 0 0 

Nausea 4 (16.7) 2 (8.3 ) 2 (8.3 ) 0 0 

Abdominal pain 3 (12.5) 3 (12.5) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vomiting 3 (12.5) 2 (8.3 ) 1 (4.2 ) 0 0 

Diarrhoea 2 (8.3 ) 0 2 (8.3 ) 0 0 

Constipation 1 (4.2 ) 1 (4.2 ) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 8 (33.3) 3 (12.5) 4 (16.7) 1 (4.2 ) 0 

Pyrexia 7 (29.2) 2 (8.3 ) 4 (16.7) 1 (4.2 ) 0 

Chills 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

Fatigue 1 (4.2 ) 1 (4.2 ) 0 0 0 

Pain 1 (4.2 ) 1 (4.2 ) 0 0 0 

Immune system disorders      

-Total 3 (12.5) 2 (8.3 ) 1 (4.2 ) 0 0 

Hypogammaglobulinaemia 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

Allergy to immunoglobulin 
therapy 

1 (4.2 ) 1 (4.2 ) 0 0 0 

Infections and infestations      

-Total 7 (29.2) 1 (4.2 ) 3 (12.5) 3 (12.5) 0 

Herpes zoster 3 (12.5) 0 2 (8.3 ) 1 (4.2 ) 0 

Upper respiratory tract 
infection 

3 (12.5) 1 (4.2 ) 2 (8.3 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Device related infection 2 (8.3 ) 0 0 2 (8.3 ) 0 

Nasopharyngitis 2 (8.3 ) 2 (8.3 ) 0 0 0 

Rhinitis 1 (4.2 ) 1 (4.2 ) 0 0 0 

Investigations      

-Total 9 (37.5) 3 (12.5) 1 (4.2 ) 2 (8.3 ) 3 (12.5) 

Platelet count decreased 5 (20.8) 3 (12.5) 2 (8.3 ) 0 0 

Alanine aminotransferase 
increased 

4 (16.7) 3 (12.5) 0 0 1 (4.2 ) 

Aspartate aminotransferase 
increased 

4 (16.7) 3 (12.5) 0 0 1 (4.2 ) 

White blood cell count 
decreased 

4 (16.7) 2 (8.3 ) 0 1 (4.2 ) 1 (4.2 ) 

Neutrophil count decreased 3 (12.5) 0 0 1 (4.2 ) 2 (8.3 ) 

Immunoglobulins decreased 1 (4.2 ) 0 0 1 (4.2 ) 0 

Metabolism and nutrition 
disorders 

     

-Total 2 (8.3 ) 2 (8.3 ) 0 0 0 

Decreased appetite 2 (8.3 ) 2 (8.3 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 4 (16.7) 2 (8.3 ) 2 (8.3 ) 0 0 

Arthralgia 3 (12.5) 1 (4.2 ) 2 (8.3 ) 0 0 

Back pain 1 (4.2 ) 1 (4.2 ) 0 0 0 

Pain in extremity 1 (4.2 ) 0 1 (4.2 ) 0 0 

Nervous system disorders      

-Total 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

Headache 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 4 (16.7) 3 (12.5) 1 (4.2 ) 0 0 

Cough 3 (12.5) 2 (8.3 ) 1 (4.2 ) 0 0 

Epistaxis 1 (4.2 ) 1 (4.2 ) 0 0 0 

Oropharyngeal pain 1 (4.2 ) 0 1 (4.2 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 1 (4.2 ) 0 1 (4.2 ) 0 0 

Rash 1 (4.2 ) 0 1 (4.2 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153f 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

23 (69.7) 7 (21.2) 10 (30.3) 5 (15.2) 1 (3.0 ) 

Blood and lymphatic system 
disorders 

     

-Total 6 (18.2) 1 (3.0 ) 2 (6.1 ) 3 (9.1 ) 0 

Anaemia 3 (9.1 ) 1 (3.0 ) 1 (3.0 ) 1 (3.0 ) 0 

Thrombocytopenia 3 (9.1 ) 0 1 (3.0 ) 2 (6.1 ) 0 

Cardiac disorders      

-Total 2 (6.1 ) 2 (6.1 ) 0 0 0 

Tachycardia 2 (6.1 ) 2 (6.1 ) 0 0 0 

Gastrointestinal disorders      

-Total 5 (15.2) 3 (9.1 ) 2 (6.1 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Constipation 4 (12.1) 3 (9.1 ) 1 (3.0 ) 0 0 

Abdominal pain 2 (6.1 ) 0 2 (6.1 ) 0 0 

Diarrhoea 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

Nausea 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

Vomiting 1 (3.0 ) 0 1 (3.0 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 7 (21.2) 2 (6.1 ) 5 (15.2) 0 0 

Pyrexia 7 (21.2) 2 (6.1 ) 5 (15.2) 0 0 

Chills 1 (3.0 ) 0 1 (3.0 ) 0 0 

Immune system disorders      

-Total 5 (15.2) 1 (3.0 ) 3 (9.1 ) 1 (3.0 ) 0 

Hypogammaglobulinaemia 3 (9.1 ) 1 (3.0 ) 1 (3.0 ) 1 (3.0 ) 0 

Allergy to immunoglobulin 
therapy 

1 (3.0 ) 0 1 (3.0 ) 0 0 

Cytokine release syndrome 1 (3.0 ) 0 1 (3.0 ) 0 0 

Infections and infestations      

-Total 11 (33.3) 7 (21.2) 4 (12.1) 0 0 

Nasopharyngitis 5 (15.2) 4 (12.1) 1 (3.0 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Rhinitis 4 (12.1) 3 (9.1 ) 1 (3.0 ) 0 0 

Upper respiratory tract 
infection 

2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

Herpes zoster 1 (3.0 ) 0 1 (3.0 ) 0 0 

Investigations      

-Total 5 (15.2) 0 1 (3.0 ) 3 (9.1 ) 1 (3.0 ) 

Neutrophil count decreased 3 (9.1 ) 0 0 2 (6.1 ) 1 (3.0 ) 

White blood cell count 
decreased 

3 (9.1 ) 0 0 2 (6.1 ) 1 (3.0 ) 

Alanine aminotransferase 
increased 

2 (6.1 ) 0 1 (3.0 ) 1 (3.0 ) 0 

Aspartate aminotransferase 
increased 

2 (6.1 ) 1 (3.0 ) 0 1 (3.0 ) 0 

Platelet count decreased 2 (6.1 ) 0 0 1 (3.0 ) 1 (3.0 ) 

Metabolism and nutrition 
disorders 

     

-Total 6 (18.2) 2 (6.1 ) 3 (9.1 ) 1 (3.0 ) 0 

Hypomagnesaemia 4 (12.1) 3 (9.1 ) 1 (3.0 ) 0 0 

Hypokalaemia 2 (6.1 ) 1 (3.0 ) 0 1 (3.0 ) 0 

Hypophosphataemia 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Dehydration 1 (3.0 ) 0 1 (3.0 ) 0 0 

Hyperglycaemia 1 (3.0 ) 0 0 1 (3.0 ) 0 

Hypoalbuminaemia 1 (3.0 ) 1 (3.0 ) 0 0 0 

Hypocalcaemia 1 (3.0 ) 0 1 (3.0 ) 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 6 (18.2) 2 (6.1 ) 3 (9.1 ) 1 (3.0 ) 0 

Back pain 4 (12.1) 2 (6.1 ) 2 (6.1 ) 0 0 

Arthralgia 3 (9.1 ) 0 2 (6.1 ) 1 (3.0 ) 0 

Pain in extremity 3 (9.1 ) 1 (3.0 ) 2 (6.1 ) 0 0 

Nervous system disorders      

-Total 3 (9.1 ) 3 (9.1 ) 0 0 0 

Headache 3 (9.1 ) 3 (9.1 ) 0 0 0 

Psychiatric disorders      

-Total 2 (6.1 ) 2 (6.1 ) 0 0 0 

Anxiety 1 (3.0 ) 1 (3.0 ) 0 0 0 

Insomnia 1 (3.0 ) 1 (3.0 ) 0 0 0 

Renal and urinary disorders      

-Total 2 (6.1 ) 1 (3.0 ) 0 1 (3.0 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Haematuria 2 (6.1 ) 1 (3.0 ) 0 1 (3.0 ) 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 8 (24.2) 6 (18.2) 1 (3.0 ) 1 (3.0 ) 0 

Cough 7 (21.2) 6 (18.2) 1 (3.0 ) 0 0 

Nasal congestion 4 (12.1) 4 (12.1) 0 0 0 

Epistaxis 3 (9.1 ) 3 (9.1 ) 0 0 0 

Oropharyngeal pain 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

Hypoxia 1 (3.0 ) 0 0 1 (3.0 ) 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 4 (12.1) 4 (12.1) 0 0 0 

Petechiae 2 (6.1 ) 2 (6.1 ) 0 0 0 

Pruritus 2 (6.1 ) 2 (6.1 ) 0 0 0 

Erythema 1 (3.0 ) 1 (3.0 ) 0 0 0 

Rash 1 (3.0 ) 1 (3.0 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153f 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

3 (100) 0 1 (33.3) 1 (33.3) 1 (33.3) 

Blood and lymphatic system 
disorders 

     

-Total 1 (33.3) 0 0 1 (33.3) 0 

Anaemia 1 (33.3) 0 0 1 (33.3) 0 

Febrile neutropenia 1 (33.3) 1 (33.3) 0 0 0 

Gastrointestinal disorders      

-Total 1 (33.3) 0 1 (33.3) 0 0 

Abdominal pain upper 1 (33.3) 1 (33.3) 0 0 0 

Constipation 1 (33.3) 0 1 (33.3) 0 0 

Gingival bleeding 1 (33.3) 1 (33.3) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vomiting 1 (33.3) 1 (33.3) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 1 (33.3) 1 (33.3) 0 0 0 

Face oedema 1 (33.3) 1 (33.3) 0 0 0 

Infections and infestations      

-Total 3 (100) 1 (33.3) 1 (33.3) 1 (33.3) 0 

Escherichia urinary tract 
infection 

1 (33.3) 0 1 (33.3) 0 0 

Gastrointestinal infection 1 (33.3) 0 0 1 (33.3) 0 

Molluscum contagiosum 1 (33.3) 1 (33.3) 0 0 0 

Nasopharyngitis 1 (33.3) 1 (33.3) 0 0 0 

Injury, poisoning and 
procedural complications 

     

-Total 1 (33.3) 1 (33.3) 0 0 0 

Splinter 1 (33.3) 1 (33.3) 0 0 0 

Investigations      

-Total 1 (33.3) 0 0 0 1 (33.3) 

Platelet count decreased 1 (33.3) 0 0 0 1 (33.3) 



  

  

2455 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition 
disorders 

     

-Total 1 (33.3) 1 (33.3) 0 0 0 

Hyperglycaemia 1 (33.3) 1 (33.3) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 1 (33.3) 0 1 (33.3) 0 0 

Osteoporosis 1 (33.3) 0 1 (33.3) 0 0 

Nervous system disorders      

-Total 1 (33.3) 0 1 (33.3) 0 0 

Neuralgia 1 (33.3) 0 1 (33.3) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 1 (33.3) 0 1 (33.3) 0 0 

Epistaxis 1 (33.3) 0 1 (33.3) 0 0 

Vascular disorders      

-Total 1 (33.3) 0 1 (33.3) 0 0 

Hypertension 1 (33.3) 0 1 (33.3) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 
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the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153f 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

1 (8.3 ) 1 (8.3 ) 0 0 0 

Infections and infestations      

-Total 1 (8.3 ) 1 (8.3 ) 0 0 0 

Rhinitis 1 (8.3 ) 1 (8.3 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153f 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

25 (96.2) 3 (11.5) 6 (23.1) 6 (23.1) 10 (38.5) 

Blood and lymphatic system 
disorders 

     

-Total 10 (38.5) 1 (3.8 ) 5 (19.2) 4 (15.4) 0 

Anaemia 5 (19.2) 1 (3.8 ) 3 (11.5) 1 (3.8 ) 0 

Febrile neutropenia 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

Neutropenia 3 (11.5) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 0 

Thrombocytopenia 1 (3.8 ) 0 1 (3.8 ) 0 0 

Cardiac disorders      

-Total 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

Tachycardia 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

-Total 15 (57.7) 6 (23.1) 8 (30.8) 1 (3.8 ) 0 

Nausea 8 (30.8) 2 (7.7 ) 6 (23.1) 0 0 

Diarrhoea 6 (23.1) 2 (7.7 ) 3 (11.5) 1 (3.8 ) 0 

Vomiting 6 (23.1) 3 (11.5) 3 (11.5) 0 0 

Abdominal pain 3 (11.5) 1 (3.8 ) 2 (7.7 ) 0 0 

Abdominal pain upper 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

Constipation 2 (7.7 ) 2 (7.7 ) 0 0 0 

Gingival bleeding 1 (3.8 ) 0 1 (3.8 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 16 (61.5) 8 (30.8) 6 (23.1) 2 (7.7 ) 0 

Pyrexia 13 (50.0) 7 (26.9) 5 (19.2) 1 (3.8 ) 0 

Chills 3 (11.5) 1 (3.8 ) 2 (7.7 ) 0 0 

Fatigue 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

Face oedema 1 (3.8 ) 0 0 1 (3.8 ) 0 

Pain 1 (3.8 ) 1 (3.8 ) 0 0 0 

Immune system disorders      

-Total 18 (69.2) 3 (11.5) 9 (34.6) 2 (7.7 ) 4 (15.4) 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Cytokine release syndrome 15 (57.7) 3 (11.5) 6 (23.1) 2 (7.7 ) 4 (15.4) 

Hypogammaglobulinaemia 10 (38.5) 4 (15.4) 6 (23.1) 0 0 

Allergy to immunoglobulin 
therapy 

1 (3.8 ) 1 (3.8 ) 0 0 0 

Infections and infestations      

-Total 11 (42.3) 1 (3.8 ) 7 (26.9) 3 (11.5) 0 

Device related infection 4 (15.4) 0 2 (7.7 ) 2 (7.7 ) 0 

Herpes zoster 4 (15.4) 0 3 (11.5) 1 (3.8 ) 0 

Upper respiratory tract 
infection 

4 (15.4) 1 (3.8 ) 3 (11.5) 0 0 

Nasopharyngitis 2 (7.7 ) 2 (7.7 ) 0 0 0 

Rhinitis 1 (3.8 ) 1 (3.8 ) 0 0 0 

Investigations      

-Total 11 (42.3) 1 (3.8 ) 1 (3.8 ) 2 (7.7 ) 7 (26.9) 

Alanine aminotransferase 
increased 

5 (19.2) 3 (11.5) 0 1 (3.8 ) 1 (3.8 ) 

Aspartate aminotransferase 
increased 

5 (19.2) 3 (11.5) 1 (3.8 ) 0 1 (3.8 ) 

Neutrophil count decreased 5 (19.2) 1 (3.8 ) 0 1 (3.8 ) 3 (11.5) 

Platelet count decreased 5 (19.2) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 2 (7.7 ) 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

White blood cell count 
decreased 

5 (19.2) 1 (3.8 ) 1 (3.8 ) 2 (7.7 ) 1 (3.8 ) 

Immunoglobulins decreased 3 (11.5) 0 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 

Metabolism and nutrition 
disorders 

     

-Total 9 (34.6) 6 (23.1) 1 (3.8 ) 2 (7.7 ) 0 

Decreased appetite 4 (15.4) 3 (11.5) 0 1 (3.8 ) 0 

Hypoalbuminaemia 3 (11.5) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 0 

Hypokalaemia 3 (11.5) 2 (7.7 ) 0 1 (3.8 ) 0 

Hypomagnesaemia 2 (7.7 ) 2 (7.7 ) 0 0 0 

Hyperglycaemia 1 (3.8 ) 0 0 1 (3.8 ) 0 

Hypophosphataemia 1 (3.8 ) 1 (3.8 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 8 (30.8) 4 (15.4) 4 (15.4) 0 0 

Arthralgia 3 (11.5) 0 3 (11.5) 0 0 

Myalgia 3 (11.5) 3 (11.5) 0 0 0 

Pain in extremity 3 (11.5) 1 (3.8 ) 2 (7.7 ) 0 0 

Back pain 2 (7.7 ) 2 (7.7 ) 0 0 0 

Nervous system disorders      
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 7 (26.9) 2 (7.7 ) 3 (11.5) 2 (7.7 ) 0 

Headache 5 (19.2) 3 (11.5) 2 (7.7 ) 0 0 

Seizure 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

Psychiatric disorders      

-Total 2 (7.7 ) 0 2 (7.7 ) 0 0 

Insomnia 2 (7.7 ) 0 2 (7.7 ) 0 0 

Anxiety 1 (3.8 ) 0 1 (3.8 ) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 9 (34.6) 5 (19.2) 2 (7.7 ) 2 (7.7 ) 0 

Cough 4 (15.4) 3 (11.5) 1 (3.8 ) 0 0 

Oropharyngeal pain 4 (15.4) 2 (7.7 ) 2 (7.7 ) 0 0 

Hypoxia 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

Epistaxis 2 (7.7 ) 2 (7.7 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 7 (26.9) 5 (19.2) 2 (7.7 ) 0 0 

Erythema 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

Rash 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Pruritus 2 (7.7 ) 2 (7.7 ) 0 0 0 

Petechiae 1 (3.8 ) 1 (3.8 ) 0 0 0 

Vascular disorders      

-Total 4 (15.4) 3 (11.5) 0 1 (3.8 ) 0 

Hypertension 2 (7.7 ) 1 (3.8 ) 0 1 (3.8 ) 0 

Hypotension 2 (7.7 ) 2 (7.7 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153f 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

40 (100) 3 (7.5 ) 6 (15.0) 15 (37.5) 16 (40.0) 

Blood and lymphatic system 
disorders 

     

-Total 18 (45.0) 3 (7.5 ) 1 (2.5 ) 8 (20.0) 6 (15.0) 

Anaemia 8 (20.0) 3 (7.5 ) 0 5 (12.5) 0 

Neutropenia 6 (15.0) 0 0 1 (2.5 ) 5 (12.5) 

Thrombocytopenia 5 (12.5) 0 1 (2.5 ) 3 (7.5 ) 1 (2.5 ) 

Febrile neutropenia 2 (5.0 ) 0 0 2 (5.0 ) 0 

Cardiac disorders      

-Total 6 (15.0) 5 (12.5) 1 (2.5 ) 0 0 

Tachycardia 6 (15.0) 5 (12.5) 1 (2.5 ) 0 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

-Total 23 (57.5) 13 (32.5) 8 (20.0) 2 (5.0 ) 0 

Diarrhoea 11 (27.5) 9 (22.5) 1 (2.5 ) 1 (2.5 ) 0 

Nausea 8 (20.0) 2 (5.0 ) 5 (12.5) 1 (2.5 ) 0 

Vomiting 6 (15.0) 4 (10.0) 2 (5.0 ) 0 0 

Abdominal pain 5 (12.5) 3 (7.5 ) 2 (5.0 ) 0 0 

Constipation 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 0 

Abdominal pain upper 1 (2.5 ) 0 1 (2.5 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 21 (52.5) 5 (12.5) 13 (32.5) 3 (7.5 ) 0 

Pyrexia 18 (45.0) 6 (15.0) 9 (22.5) 3 (7.5 ) 0 

Face oedema 4 (10.0) 4 (10.0) 0 0 0 

Fatigue 4 (10.0) 1 (2.5 ) 3 (7.5 ) 0 0 

Pain 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 0 0 

Catheter site haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

Chills 1 (2.5 ) 0 1 (2.5 ) 0 0 

Immune system disorders      

-Total 33 (82.5) 6 (15.0) 10 (25.0) 9 (22.5) 8 (20.0) 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Cytokine release syndrome 30 (75.0) 8 (20.0) 7 (17.5) 7 (17.5) 8 (20.0) 

Hypogammaglobulinaemia 11 (27.5) 2 (5.0 ) 7 (17.5) 2 (5.0 ) 0 

Allergy to immunoglobulin 
therapy 

2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

Infections and infestations      

-Total 13 (32.5) 8 (20.0) 5 (12.5) 0 0 

Nasopharyngitis 6 (15.0) 5 (12.5) 1 (2.5 ) 0 0 

Rhinitis 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 0 

Upper respiratory tract 
infection 

3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 0 0 

Herpes zoster 1 (2.5 ) 0 1 (2.5 ) 0 0 

Investigations      

-Total 17 (42.5) 0 4 (10.0) 7 (17.5) 6 (15.0) 

White blood cell count 
decreased 

8 (20.0) 0 1 (2.5 ) 2 (5.0 ) 5 (12.5) 

Neutrophil count decreased 6 (15.0) 0 0 1 (2.5 ) 5 (12.5) 

Blood fibrinogen decreased 5 (12.5) 0 2 (5.0 ) 3 (7.5 ) 0 

Platelet count decreased 4 (10.0) 0 1 (2.5 ) 1 (2.5 ) 2 (5.0 ) 

Aspartate aminotransferase 
increased 

3 (7.5 ) 1 (2.5 ) 0 2 (5.0 ) 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Alanine aminotransferase 
increased 

2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

Immunoglobulins decreased 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

Metabolism and nutrition 
disorders 

     

-Total 18 (45.0) 4 (10.0) 6 (15.0) 6 (15.0) 2 (5.0 ) 

Hypokalaemia 11 (27.5) 4 (10.0) 2 (5.0 ) 5 (12.5) 0 

Hypophosphataemia 9 (22.5) 5 (12.5) 2 (5.0 ) 2 (5.0 ) 0 

Hypocalcaemia 8 (20.0) 1 (2.5 ) 3 (7.5 ) 2 (5.0 ) 2 (5.0 ) 

Hypoalbuminaemia 5 (12.5) 2 (5.0 ) 3 (7.5 ) 0 0 

Hypomagnesaemia 5 (12.5) 4 (10.0) 1 (2.5 ) 0 0 

Decreased appetite 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 0 

Dehydration 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

Hyperglycaemia 2 (5.0 ) 1 (2.5 ) 0 1 (2.5 ) 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 9 (22.5) 2 (5.0 ) 5 (12.5) 2 (5.0 ) 0 

Arthralgia 5 (12.5) 0 3 (7.5 ) 2 (5.0 ) 0 

Back pain 4 (10.0) 2 (5.0 ) 2 (5.0 ) 0 0 

Pain in extremity 4 (10.0) 2 (5.0 ) 2 (5.0 ) 0 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Myalgia 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

Nervous system disorders      

-Total 14 (35.0) 5 (12.5) 6 (15.0) 3 (7.5 ) 0 

Headache 10 (25.0) 5 (12.5) 4 (10.0) 1 (2.5 ) 0 

Seizure 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 0 0 

Encephalopathy 1 (2.5 ) 0 0 1 (2.5 ) 0 

Neuralgia 1 (2.5 ) 0 1 (2.5 ) 0 0 

Somnolence 1 (2.5 ) 0 0 1 (2.5 ) 0 

Psychiatric disorders      

-Total 4 (10.0) 4 (10.0) 0 0 0 

Anxiety 2 (5.0 ) 2 (5.0 ) 0 0 0 

Insomnia 2 (5.0 ) 2 (5.0 ) 0 0 0 

Renal and urinary disorders      

-Total 4 (10.0) 3 (7.5 ) 0 1 (2.5 ) 0 

Haematuria 4 (10.0) 3 (7.5 ) 0 1 (2.5 ) 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 14 (35.0) 7 (17.5) 4 (10.0) 2 (5.0 ) 1 (2.5 ) 

Cough 10 (25.0) 7 (17.5) 3 (7.5 ) 0 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Epistaxis 5 (12.5) 4 (10.0) 1 (2.5 ) 0 0 

Hypoxia 5 (12.5) 1 (2.5 ) 1 (2.5 ) 2 (5.0 ) 1 (2.5 ) 

Nasal congestion 4 (10.0) 4 (10.0) 0 0 0 

Oropharyngeal pain 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

Pleural effusion 1 (2.5 ) 1 (2.5 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 15 (37.5) 12 (30.0) 2 (5.0 ) 1 (2.5 ) 0 

Pruritus 6 (15.0) 5 (12.5) 1 (2.5 ) 0 0 

Rash 6 (15.0) 5 (12.5) 0 1 (2.5 ) 0 

Petechiae 5 (12.5) 4 (10.0) 1 (2.5 ) 0 0 

Erythema 3 (7.5 ) 3 (7.5 ) 0 0 0 

Vascular disorders      

-Total 9 (22.5) 4 (10.0) 1 (2.5 ) 4 (10.0) 0 

Hypertension 5 (12.5) 2 (5.0 ) 1 (2.5 ) 2 (5.0 ) 0 

Hypotension 4 (10.0) 2 (5.0 ) 0 2 (5.0 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153f 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

3 (100) 0 0 1 (33.3) 2 (66.7) 

Blood and lymphatic system 
disorders 

     

-Total 1 (33.3) 0 0 0 1 (33.3) 

Anaemia 1 (33.3) 0 0 1 (33.3) 0 

Febrile neutropenia 1 (33.3) 1 (33.3) 0 0 0 

Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

Gastrointestinal disorders      

-Total 1 (33.3) 0 1 (33.3) 0 0 

Abdominal pain upper 1 (33.3) 1 (33.3) 0 0 0 

Constipation 1 (33.3) 0 1 (33.3) 0 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gingival bleeding 1 (33.3) 1 (33.3) 0 0 0 

Vomiting 1 (33.3) 1 (33.3) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 3 (100) 2 (66.7) 0 1 (33.3) 0 

Pyrexia 2 (66.7) 1 (33.3) 0 1 (33.3) 0 

Catheter site haemorrhage 1 (33.3) 0 0 1 (33.3) 0 

Face oedema 1 (33.3) 1 (33.3) 0 0 0 

Pain 1 (33.3) 0 0 1 (33.3) 0 

Immune system disorders      

-Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

Cytokine release syndrome 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

Allergy to immunoglobulin 
therapy 

1 (33.3) 0 1 (33.3) 0 0 

Infections and infestations      

-Total 3 (100) 1 (33.3) 1 (33.3) 1 (33.3) 0 

Cystitis 1 (33.3) 0 1 (33.3) 0 0 

Escherichia urinary tract 
infection 

1 (33.3) 0 1 (33.3) 0 0 

Gastrointestinal infection 1 (33.3) 0 0 1 (33.3) 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Molluscum contagiosum 1 (33.3) 1 (33.3) 0 0 0 

Nasopharyngitis 1 (33.3) 1 (33.3) 0 0 0 

Pseudomembranous colitis 1 (33.3) 0 1 (33.3) 0 0 

Injury, poisoning and 
procedural complications 

     

-Total 1 (33.3) 1 (33.3) 0 0 0 

Splinter 1 (33.3) 1 (33.3) 0 0 0 

Investigations      

-Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

Clostridium test positive 1 (33.3) 0 1 (33.3) 0 0 

Platelet count decreased 1 (33.3) 0 0 0 1 (33.3) 

White blood cell count 
decreased 

1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition 
disorders 

     

-Total 2 (66.7) 0 0 2 (66.7) 0 

Dehydration 1 (33.3) 0 0 1 (33.3) 0 

Hyperglycaemia 1 (33.3) 1 (33.3) 0 0 0 

Hypokalaemia 1 (33.3) 0 0 1 (33.3) 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and 
connective tissue disorders 

     

-Total 1 (33.3) 0 1 (33.3) 0 0 

Arthralgia 1 (33.3) 1 (33.3) 0 0 0 

Osteoporosis 1 (33.3) 0 1 (33.3) 0 0 

Nervous system disorders      

-Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

Encephalopathy 1 (33.3) 0 0 0 1 (33.3) 

Headache 1 (33.3) 0 1 (33.3) 0 0 

Neuralgia 1 (33.3) 0 1 (33.3) 0 0 

Somnolence 1 (33.3) 0 0 1 (33.3) 0 

Psychiatric disorders      

-Total 1 (33.3) 0 1 (33.3) 0 0 

Anxiety 1 (33.3) 0 1 (33.3) 0 0 

Insomnia 1 (33.3) 0 1 (33.3) 0 0 

Restlessness 1 (33.3) 0 1 (33.3) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 2 (66.7) 0 2 (66.7) 0 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Epistaxis 1 (33.3) 0 1 (33.3) 0 0 

Pleural effusion 1 (33.3) 0 1 (33.3) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 1 (33.3) 0 1 (33.3) 0 0 

Decubitus ulcer 1 (33.3) 0 1 (33.3) 0 0 

Rash 1 (33.3) 0 1 (33.3) 0 0 

Vascular disorders      

-Total 1 (33.3) 0 1 (33.3) 0 0 

Hypertension 1 (33.3) 0 1 (33.3) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153g 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

6 (100) 0 0 3 (50.0) 3 (50.0) 

Blood and lymphatic system 
disorders 

     

-Total 5 (83.3) 0 0 4 (66.7) 1 (16.7) 

Neutropenia 2 (33.3) 0 0 1 (16.7) 1 (16.7) 

Anaemia 1 (16.7) 0 0 1 (16.7) 0 

Coagulation factor deficiency 1 (16.7) 0 0 1 (16.7) 0 

Febrile neutropenia 1 (16.7) 0 0 1 (16.7) 0 

Cardiac disorders      

-Total 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

Sinus bradycardia 1 (16.7) 1 (16.7) 0 0 0 

Sinus tachycardia 1 (16.7) 1 (16.7) 0 0 0 



  

  

2478 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Tachycardia 1 (16.7) 0 1 (16.7) 0 0 

Congenital, familial and 
genetic disorders 

     

-Total 1 (16.7) 1 (16.7) 0 0 0 

Talipes 1 (16.7) 1 (16.7) 0 0 0 

Endocrine disorders      

-Total 1 (16.7) 1 (16.7) 0 0 0 

Precocious puberty 1 (16.7) 1 (16.7) 0 0 0 

Eye disorders      

-Total 1 (16.7) 0 0 1 (16.7) 0 

Amaurosis 1 (16.7) 0 0 1 (16.7) 0 

Optic atrophy 1 (16.7) 0 1 (16.7) 0 0 

Vitreous opacities 1 (16.7) 1 (16.7) 0 0 0 

Gastrointestinal disorders      

-Total 5 (83.3) 1 (16.7) 3 (50.0) 1 (16.7) 0 

Abdominal pain 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

Diarrhoea 2 (33.3) 1 (16.7) 0 1 (16.7) 0 

Nausea 2 (33.3) 0 2 (33.3) 0 0 

Vomiting 2 (33.3) 1 (16.7) 1 (16.7) 0 0 
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Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Dyspepsia 1 (16.7) 1 (16.7) 0 0 0 

Gingival swelling 1 (16.7) 0 1 (16.7) 0 0 

General disorders and 
administration site conditions 

     

-Total 3 (50.0) 0 1 (16.7) 1 (16.7) 1 (16.7) 

Pyrexia 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

Face oedema 1 (16.7) 1 (16.7) 0 0 0 

Mucosal inflammation 1 (16.7) 0 0 1 (16.7) 0 

Multiple organ dysfunction 
syndrome 

1 (16.7) 0 0 0 1 (16.7) 

Oedema 1 (16.7) 0 1 (16.7) 0 0 

Pain 1 (16.7) 0 1 (16.7) 0 0 

Hepatobiliary disorders      

-Total 1 (16.7) 1 (16.7) 0 0 0 

Hepatic steatosis 1 (16.7) 1 (16.7) 0 0 0 

Immune system disorders      

-Total 5 (83.3) 1 (16.7) 2 (33.3) 1 (16.7) 1 (16.7) 

Cytokine release syndrome 5 (83.3) 1 (16.7) 2 (33.3) 1 (16.7) 1 (16.7) 

Haemophagocytic 
lymphohistiocytosis 

1 (16.7) 0 1 (16.7) 0 0 
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Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

-Total 4 (66.7) 0 1 (16.7) 3 (50.0) 0 

Paronychia 1 (16.7) 0 1 (16.7) 0 0 

Pneumonia 1 (16.7) 0 0 1 (16.7) 0 

Rash pustular 1 (16.7) 1 (16.7) 0 0 0 

Systemic infection 1 (16.7) 0 0 1 (16.7) 0 

Vascular device infection 1 (16.7) 0 0 1 (16.7) 0 

Viral upper respiratory tract 
infection 

1 (16.7) 0 1 (16.7) 0 0 

Injury, poisoning and 
procedural complications 

     

-Total 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

Femoral neck fracture 1 (16.7) 0 1 (16.7) 0 0 

Transfusion reaction 1 (16.7) 1 (16.7) 0 0 0 

Investigations      

-Total 4 (66.7) 0 1 (16.7) 3 (50.0) 0 

Immunoglobulins decreased 2 (33.3) 0 1 (16.7) 1 (16.7) 0 

Blood potassium decreased 1 (16.7) 0 1 (16.7) 0 0 

Blood uric acid increased 1 (16.7) 0 1 (16.7) 0 0 



  

  

2481 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Electrocardiogram 
repolarisation abnormality 

1 (16.7) 1 (16.7) 0 0 0 

Haemoglobin decreased 1 (16.7) 0 0 1 (16.7) 0 

Lymphocyte count decreased 1 (16.7) 0 0 1 (16.7) 0 

Neutrophil count decreased 1 (16.7) 0 0 1 (16.7) 0 

Protein total decreased 1 (16.7) 0 1 (16.7) 0 0 

White blood cell count 
decreased 

1 (16.7) 0 0 1 (16.7) 0 

Metabolism and nutrition 
disorders 

     

-Total 2 (33.3) 0 2 (33.3) 0 0 

Hypokalaemia 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

Decreased appetite 1 (16.7) 0 1 (16.7) 0 0 

Hyponatraemia 1 (16.7) 0 1 (16.7) 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 4 (66.7) 1 (16.7) 2 (33.3) 1 (16.7) 0 

Pain in extremity 2 (33.3) 0 2 (33.3) 0 0 

Muscular weakness 1 (16.7) 0 0 1 (16.7) 0 

Myalgia 1 (16.7) 0 1 (16.7) 0 0 
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Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Osteonecrosis 1 (16.7) 1 (16.7) 0 0 0 

Osteopenia 1 (16.7) 1 (16.7) 0 0 0 

Nervous system disorders      

-Total 4 (66.7) 1 (16.7) 2 (33.3) 1 (16.7) 0 

Cerebral atrophy 1 (16.7) 1 (16.7) 0 0 0 

Headache 1 (16.7) 1 (16.7) 0 0 0 

Neurological decompensation 1 (16.7) 0 1 (16.7) 0 0 

Seizure 1 (16.7) 0 0 1 (16.7) 0 

Tremor 1 (16.7) 0 1 (16.7) 0 0 

Psychiatric disorders      

-Total 1 (16.7) 0 1 (16.7) 0 0 

Agitation 1 (16.7) 0 1 (16.7) 0 0 

Renal and urinary disorders      

-Total 1 (16.7) 0 1 (16.7) 0 0 

Urinary tract disorder 1 (16.7) 0 1 (16.7) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

Epistaxis 1 (16.7) 1 (16.7) 0 0 0 
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Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hypoxia 1 (16.7) 0 1 (16.7) 0 0 

Oropharyngeal pain 1 (16.7) 1 (16.7) 0 0 0 

Tachypnoea 1 (16.7) 1 (16.7) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 5 (83.3) 4 (66.7) 1 (16.7) 0 0 

Rash 3 (50.0) 3 (50.0) 0 0 0 

Dermatitis acneiform 1 (16.7) 1 (16.7) 0 0 0 

Erythema 1 (16.7) 1 (16.7) 0 0 0 

Pruritus 1 (16.7) 0 1 (16.7) 0 0 

Vascular disorders      

-Total 3 (50.0) 1 (16.7) 0 2 (33.3) 0 

Hypertension 2 (33.3) 0 0 2 (33.3) 0 

Hot flush 1 (16.7) 1 (16.7) 0 0 0 

Vascular occlusion 1 (16.7) 1 (16.7) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 
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in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153g 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

29 (96.7) 6 (20.0) 6 (20.0) 9 (30.0) 8 (26.7) 

Blood and lymphatic system 
disorders 

     

-Total 6 (20.0) 1 (3.3 ) 0 4 (13.3) 1 (3.3 ) 

Anaemia 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

Thrombocytopenia 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

Febrile neutropenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

Neutropenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

Cardiac disorders      

-Total 4 (13.3) 4 (13.3) 0 0 0 

Tachycardia 3 (10.0) 3 (10.0) 0 0 0 

Sinus bradycardia 2 (6.7 ) 2 (6.7 ) 0 0 0 
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Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Sinus tachycardia 1 (3.3 ) 1 (3.3 ) 0 0 0 

Gastrointestinal disorders      

-Total 13 (43.3) 7 (23.3) 6 (20.0) 0 0 

Diarrhoea 8 (26.7) 6 (20.0) 2 (6.7 ) 0 0 

Vomiting 5 (16.7) 4 (13.3) 1 (3.3 ) 0 0 

Nausea 4 (13.3) 1 (3.3 ) 3 (10.0) 0 0 

Abdominal pain 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

Constipation 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 15 (50.0) 8 (26.7) 6 (20.0) 1 (3.3 ) 0 

Pyrexia 12 (40.0) 8 (26.7) 3 (10.0) 1 (3.3 ) 0 

Fatigue 3 (10.0) 0 3 (10.0) 0 0 

Face oedema 2 (6.7 ) 2 (6.7 ) 0 0 0 

Immune system disorders      

-Total 18 (60.0) 4 (13.3) 5 (16.7) 6 (20.0) 3 (10.0) 

Cytokine release syndrome 16 (53.3) 5 (16.7) 2 (6.7 ) 6 (20.0) 3 (10.0) 

Hypogammaglobulinaemia 5 (16.7) 2 (6.7 ) 3 (10.0) 0 0 

Infections and infestations      
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Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 5 (16.7) 1 (3.3 ) 1 (3.3 ) 3 (10.0) 0 

Aspergillus infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

Bacterial infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

Candida infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

Herpes zoster 1 (3.3 ) 0 1 (3.3 ) 0 0 

Nasopharyngitis 1 (3.3 ) 1 (3.3 ) 0 0 0 

Sinusitis 1 (3.3 ) 0 0 1 (3.3 ) 0 

Vascular device infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

Injury, poisoning and 
procedural complications 

     

-Total 1 (3.3 ) 1 (3.3 ) 0 0 0 

Contusion 1 (3.3 ) 1 (3.3 ) 0 0 0 

Investigations      

-Total 11 (36.7) 1 (3.3 ) 2 (6.7 ) 3 (10.0) 5 (16.7) 

Aspartate aminotransferase 
increased 

3 (10.0) 2 (6.7 ) 0 1 (3.3 ) 0 

Platelet count decreased 3 (10.0) 0 0 1 (3.3 ) 2 (6.7 ) 

White blood cell count 
decreased 

3 (10.0) 0 0 1 (3.3 ) 2 (6.7 ) 
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Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Alanine aminotransferase 
increased 

2 (6.7 ) 2 (6.7 ) 0 0 0 

Blood fibrinogen decreased 2 (6.7 ) 0 2 (6.7 ) 0 0 

Neutrophil count decreased 2 (6.7 ) 0 0 0 2 (6.7 ) 

Immunoglobulins decreased 1 (3.3 ) 0 0 0 1 (3.3 ) 

Lymphocyte count decreased 1 (3.3 ) 0 0 1 (3.3 ) 0 

Metabolism and nutrition 
disorders 

     

-Total 11 (36.7) 5 (16.7) 2 (6.7 ) 4 (13.3) 0 

Hypokalaemia 8 (26.7) 5 (16.7) 1 (3.3 ) 2 (6.7 ) 0 

Hypophosphataemia 5 (16.7) 4 (13.3) 0 1 (3.3 ) 0 

Hypocalcaemia 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

Decreased appetite 1 (3.3 ) 1 (3.3 ) 0 0 0 

Hyperkalaemia 1 (3.3 ) 0 1 (3.3 ) 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

Arthralgia 1 (3.3 ) 0 0 1 (3.3 ) 0 

Pain in extremity 1 (3.3 ) 1 (3.3 ) 0 0 0 

Nervous system disorders      
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Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 6 (20.0) 2 (6.7 ) 4 (13.3) 0 0 

Headache 4 (13.3) 1 (3.3 ) 3 (10.0) 0 0 

Tremor 2 (6.7 ) 2 (6.7 ) 0 0 0 

Seizure 1 (3.3 ) 0 1 (3.3 ) 0 0 

Psychiatric disorders      

-Total 2 (6.7 ) 0 2 (6.7 ) 0 0 

Agitation 1 (3.3 ) 0 1 (3.3 ) 0 0 

Insomnia 1 (3.3 ) 0 1 (3.3 ) 0 0 

Renal and urinary disorders      

-Total 1 (3.3 ) 1 (3.3 ) 0 0 0 

Haematuria 1 (3.3 ) 1 (3.3 ) 0 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 6 (20.0) 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 

Cough 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

Epistaxis 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

Hypoxia 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

Rhinorrhoea 1 (3.3 ) 1 (3.3 ) 0 0 0 
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Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Skin and subcutaneous tissue 
disorders 

     

-Total 6 (20.0) 5 (16.7) 1 (3.3 ) 0 0 

Erythema 2 (6.7 ) 2 (6.7 ) 0 0 0 

Petechiae 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

Rash 2 (6.7 ) 2 (6.7 ) 0 0 0 

Vascular disorders      

-Total 5 (16.7) 4 (13.3) 0 1 (3.3 ) 0 

Hypotension 3 (10.0) 2 (6.7 ) 0 1 (3.3 ) 0 

Hypertension 2 (6.7 ) 2 (6.7 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153g 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

21 (100) 3 (14.3) 3 (14.3) 3 (14.3) 12 (57.1) 

Blood and lymphatic system 
disorders 

     

-Total 9 (42.9) 0 3 (14.3) 2 (9.5 ) 4 (19.0) 

Anaemia 4 (19.0) 0 2 (9.5 ) 2 (9.5 ) 0 

Neutropenia 4 (19.0) 0 0 0 4 (19.0) 

Febrile neutropenia 2 (9.5 ) 0 1 (4.8 ) 1 (4.8 ) 0 

Thrombocytopenia 1 (4.8 ) 0 0 1 (4.8 ) 0 

Cardiac disorders      

-Total 4 (19.0) 3 (14.3) 1 (4.8 ) 0 0 

Tachycardia 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 0 
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Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Sinus tachycardia 1 (4.8 ) 1 (4.8 ) 0 0 0 

Gastrointestinal disorders      

-Total 8 (38.1) 4 (19.0) 3 (14.3) 1 (4.8 ) 0 

Nausea 3 (14.3) 0 2 (9.5 ) 1 (4.8 ) 0 

Abdominal pain 2 (9.5 ) 2 (9.5 ) 0 0 0 

Diarrhoea 2 (9.5 ) 2 (9.5 ) 0 0 0 

Vomiting 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

Abdominal distension 1 (4.8 ) 1 (4.8 ) 0 0 0 

Proctalgia 1 (4.8 ) 1 (4.8 ) 0 0 0 

Stomatitis 1 (4.8 ) 0 1 (4.8 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 7 (33.3) 1 (4.8 ) 4 (19.0) 2 (9.5 ) 0 

Pyrexia 6 (28.6) 1 (4.8 ) 3 (14.3) 2 (9.5 ) 0 

Fatigue 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

Pain 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

Face oedema 1 (4.8 ) 1 (4.8 ) 0 0 0 

Localised oedema 1 (4.8 ) 1 (4.8 ) 0 0 0 

Non-cardiac chest pain 1 (4.8 ) 1 (4.8 ) 0 0 0 
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Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders      

-Total 18 (85.7) 5 (23.8) 3 (14.3) 3 (14.3) 7 (33.3) 

Cytokine release syndrome 16 (76.2) 5 (23.8) 2 (9.5 ) 2 (9.5 ) 7 (33.3) 

Hypogammaglobulinaemia 5 (23.8) 2 (9.5 ) 2 (9.5 ) 1 (4.8 ) 0 

Drug hypersensitivity 1 (4.8 ) 0 1 (4.8 ) 0 0 

Haemophagocytic 
lymphohistiocytosis 

1 (4.8 ) 0 0 1 (4.8 ) 0 

Infections and infestations      

-Total 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

Candida infection 1 (4.8 ) 1 (4.8 ) 0 0 0 

Upper respiratory tract 
infection 

1 (4.8 ) 0 1 (4.8 ) 0 0 

Investigations      

-Total 10 (47.6) 0 1 (4.8 ) 3 (14.3) 6 (28.6) 

Neutrophil count decreased 4 (19.0) 0 0 1 (4.8 ) 3 (14.3) 

White blood cell count 
decreased 

4 (19.0) 0 0 1 (4.8 ) 3 (14.3) 

Blood fibrinogen decreased 3 (14.3) 0 0 3 (14.3) 0 

Platelet count decreased 3 (14.3) 0 0 2 (9.5 ) 1 (4.8 ) 
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Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Alanine aminotransferase 
increased 

1 (4.8 ) 0 0 1 (4.8 ) 0 

Aspartate aminotransferase 
increased 

1 (4.8 ) 0 1 (4.8 ) 0 0 

Immunoglobulins decreased 1 (4.8 ) 0 1 (4.8 ) 0 0 

Lymphocyte count decreased 1 (4.8 ) 0 0 1 (4.8 ) 0 

Metabolism and nutrition 
disorders 

     

-Total 7 (33.3) 2 (9.5 ) 1 (4.8 ) 2 (9.5 ) 2 (9.5 ) 

Hypokalaemia 5 (23.8) 1 (4.8 ) 0 4 (19.0) 0 

Hypoalbuminaemia 3 (14.3) 0 3 (14.3) 0 0 

Hypomagnesaemia 3 (14.3) 3 (14.3) 0 0 0 

Hypophosphataemia 3 (14.3) 1 (4.8 ) 1 (4.8 ) 1 (4.8 ) 0 

Hypocalcaemia 2 (9.5 ) 0 0 0 2 (9.5 ) 

Hyponatraemia 1 (4.8 ) 0 0 1 (4.8 ) 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 7 (33.3) 4 (19.0) 3 (14.3) 0 0 

Myalgia 4 (19.0) 4 (19.0) 0 0 0 

Arthralgia 2 (9.5 ) 0 2 (9.5 ) 0 0 
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Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Muscular weakness 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

Back pain 1 (4.8 ) 1 (4.8 ) 0 0 0 

Pain in extremity 1 (4.8 ) 1 (4.8 ) 0 0 0 

Nervous system disorders      

-Total 8 (38.1) 2 (9.5 ) 4 (19.0) 2 (9.5 ) 0 

Headache 5 (23.8) 2 (9.5 ) 2 (9.5 ) 1 (4.8 ) 0 

Seizure 4 (19.0) 1 (4.8 ) 2 (9.5 ) 1 (4.8 ) 0 

Lethargy 1 (4.8 ) 0 1 (4.8 ) 0 0 

Tremor 1 (4.8 ) 1 (4.8 ) 0 0 0 

Psychiatric disorders      

-Total 2 (9.5 ) 1 (4.8 ) 0 1 (4.8 ) 0 

Agitation 1 (4.8 ) 0 0 1 (4.8 ) 0 

Insomnia 1 (4.8 ) 1 (4.8 ) 0 0 0 

Renal and urinary disorders      

-Total 1 (4.8 ) 1 (4.8 ) 0 0 0 

Haematuria 1 (4.8 ) 1 (4.8 ) 0 0 0 

Proteinuria 1 (4.8 ) 1 (4.8 ) 0 0 0 

Respiratory, thoracic and 
mediastinal disorders 
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Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 7 (33.3) 4 (19.0) 1 (4.8 ) 1 (4.8 ) 1 (4.8 ) 

Cough 4 (19.0) 3 (14.3) 1 (4.8 ) 0 0 

Hypoxia 3 (14.3) 0 1 (4.8 ) 1 (4.8 ) 1 (4.8 ) 

Oropharyngeal pain 1 (4.8 ) 1 (4.8 ) 0 0 0 

Tachypnoea 1 (4.8 ) 1 (4.8 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 5 (23.8) 4 (19.0) 0 1 (4.8 ) 0 

Pruritus 3 (14.3) 3 (14.3) 0 0 0 

Rash 3 (14.3) 2 (9.5 ) 0 1 (4.8 ) 0 

Petechiae 1 (4.8 ) 1 (4.8 ) 0 0 0 

Vascular disorders      

-Total 5 (23.8) 2 (9.5 ) 2 (9.5 ) 1 (4.8 ) 0 

Hypertension 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

Hypotension 2 (9.5 ) 1 (4.8 ) 0 1 (4.8 ) 0 

Pallor 1 (4.8 ) 0 1 (4.8 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153g 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

12 (100) 1 (8.3 ) 5 (41.7) 1 (8.3 ) 5 (41.7) 

Blood and lymphatic system 
disorders 

     

-Total 8 (66.7) 4 (33.3) 1 (8.3 ) 2 (16.7) 1 (8.3 ) 

Anaemia 5 (41.7) 4 (33.3) 0 1 (8.3 ) 0 

Febrile neutropenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

Neutropenia 1 (8.3 ) 0 0 0 1 (8.3 ) 

Thrombocytopenia 1 (8.3 ) 0 1 (8.3 ) 0 0 

Cardiac disorders      

-Total 1 (8.3 ) 1 (8.3 ) 0 0 0 

Tachycardia 1 (8.3 ) 1 (8.3 ) 0 0 0 
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Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

-Total 4 (33.3) 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 

Diarrhoea 3 (25.0) 2 (16.7) 0 1 (8.3 ) 0 

Nausea 2 (16.7) 0 2 (16.7) 0 0 

Constipation 1 (8.3 ) 1 (8.3 ) 0 0 0 

Vomiting 1 (8.3 ) 1 (8.3 ) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 8 (66.7) 5 (41.7) 1 (8.3 ) 2 (16.7) 0 

Pyrexia 5 (41.7) 3 (25.0) 1 (8.3 ) 1 (8.3 ) 0 

Asthenia 2 (16.7) 2 (16.7) 0 0 0 

Fatigue 2 (16.7) 2 (16.7) 0 0 0 

Face oedema 1 (8.3 ) 0 0 1 (8.3 ) 0 

Localised oedema 1 (8.3 ) 0 0 1 (8.3 ) 0 

Pain 1 (8.3 ) 0 0 1 (8.3 ) 0 

Immune system disorders      

-Total 10 (83.3) 1 (8.3 ) 7 (58.3) 0 2 (16.7) 

Cytokine release syndrome 9 (75.0) 1 (8.3 ) 6 (50.0) 0 2 (16.7) 

Hypogammaglobulinaemia 6 (50.0) 0 6 (50.0) 0 0 
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Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Haemophagocytic 
lymphohistiocytosis 

1 (8.3 ) 0 0 1 (8.3 ) 0 

Infections and infestations      

-Total 1 (8.3 ) 0 1 (8.3 ) 0 0 

Upper respiratory tract 
infection 

1 (8.3 ) 0 1 (8.3 ) 0 0 

Investigations      

-Total 5 (41.7) 1 (8.3 ) 1 (8.3 ) 1 (8.3 ) 2 (16.7) 

Neutrophil count decreased 4 (33.3) 1 (8.3 ) 0 1 (8.3 ) 2 (16.7) 

Platelet count decreased 3 (25.0) 1 (8.3 ) 2 (16.7) 0 0 

White blood cell count 
decreased 

3 (25.0) 0 2 (16.7) 0 1 (8.3 ) 

Aspartate aminotransferase 
increased 

1 (8.3 ) 1 (8.3 ) 0 0 0 

Metabolism and nutrition 
disorders 

     

-Total 6 (50.0) 3 (25.0) 2 (16.7) 1 (8.3 ) 0 

Decreased appetite 4 (33.3) 3 (25.0) 0 1 (8.3 ) 0 

Hypoalbuminaemia 4 (33.3) 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 

Hyperglycaemia 2 (16.7) 1 (8.3 ) 0 1 (8.3 ) 0 
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Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hypocalcaemia 2 (16.7) 0 2 (16.7) 0 0 

Hypophosphataemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 2 (16.7) 2 (16.7) 0 0 0 

Arthralgia 1 (8.3 ) 1 (8.3 ) 0 0 0 

Myalgia 1 (8.3 ) 1 (8.3 ) 0 0 0 

Nervous system disorders      

-Total 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

Headache 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

Psychiatric disorders      

-Total 2 (16.7) 0 2 (16.7) 0 0 

Insomnia 2 (16.7) 0 2 (16.7) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 0 

Hypoxia 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 0 

Dyspnoea 1 (8.3 ) 1 (8.3 ) 0 0 0 

Oropharyngeal pain 1 (8.3 ) 0 1 (8.3 ) 0 0 
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Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Rhinorrhoea 1 (8.3 ) 1 (8.3 ) 0 0 0 

Tachypnoea 1 (8.3 ) 1 (8.3 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 5 (41.7) 3 (25.0) 2 (16.7) 0 0 

Erythema 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

Pruritus 2 (16.7) 2 (16.7) 0 0 0 

Hangnail 1 (8.3 ) 1 (8.3 ) 0 0 0 

Ingrowing nail 1 (8.3 ) 1 (8.3 ) 0 0 0 

Petechiae 1 (8.3 ) 1 (8.3 ) 0 0 0 

Rash 1 (8.3 ) 0 1 (8.3 ) 0 0 

Vascular disorders      

-Total 2 (16.7) 1 (8.3 ) 0 1 (8.3 ) 0 

Hypertension 1 (8.3 ) 0 0 1 (8.3 ) 0 

Hypotension 1 (8.3 ) 1 (8.3 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 
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in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153g 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

3 (60.0) 2 (40.0) 0 1 (20.0) 0 

Blood and lymphatic system 
disorders 

     

-Total 1 (20.0) 0 1 (20.0) 0 0 

Anaemia 1 (20.0) 0 1 (20.0) 0 0 

Leukocytosis 1 (20.0) 0 1 (20.0) 0 0 

Cardiac disorders      

-Total 1 (20.0) 1 (20.0) 0 0 0 

Sinus bradycardia 1 (20.0) 1 (20.0) 0 0 0 

Sinus tachycardia 1 (20.0) 1 (20.0) 0 0 0 

Tachycardia 1 (20.0) 1 (20.0) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Ear and labyrinth disorders      

-Total 1 (20.0) 1 (20.0) 0 0 0 

Ear pain 1 (20.0) 1 (20.0) 0 0 0 

Endocrine disorders      

-Total 1 (20.0) 1 (20.0) 0 0 0 

Inappropriate antidiuretic 
hormone secretion 

1 (20.0) 1 (20.0) 0 0 0 

Eye disorders      

-Total 1 (20.0) 1 (20.0) 0 0 0 

Eye pain 1 (20.0) 1 (20.0) 0 0 0 

Ocular hyperaemia 1 (20.0) 1 (20.0) 0 0 0 

Visual impairment 1 (20.0) 1 (20.0) 0 0 0 

Gastrointestinal disorders      

-Total 2 (40.0) 1 (20.0) 1 (20.0) 0 0 

Abdominal pain 2 (40.0) 1 (20.0) 1 (20.0) 0 0 

Abdominal distension 1 (20.0) 0 1 (20.0) 0 0 

Constipation 1 (20.0) 1 (20.0) 0 0 0 

Dental caries 1 (20.0) 1 (20.0) 0 0 0 

Diarrhoea 1 (20.0) 0 1 (20.0) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nausea 1 (20.0) 0 1 (20.0) 0 0 

Oral pain 1 (20.0) 0 1 (20.0) 0 0 

Periodontal disease 1 (20.0) 1 (20.0) 0 0 0 

Proctalgia 1 (20.0) 0 1 (20.0) 0 0 

Stomatitis 1 (20.0) 0 1 (20.0) 0 0 

Vomiting 1 (20.0) 0 1 (20.0) 0 0 

General disorders and 
administration site conditions 

     

-Total 1 (20.0) 0 1 (20.0) 0 0 

Facial pain 1 (20.0) 0 1 (20.0) 0 0 

Generalised oedema 1 (20.0) 0 1 (20.0) 0 0 

Localised oedema 1 (20.0) 1 (20.0) 0 0 0 

Malaise 1 (20.0) 0 1 (20.0) 0 0 

Non-cardiac chest pain 1 (20.0) 0 1 (20.0) 0 0 

Pyrexia 1 (20.0) 0 1 (20.0) 0 0 

Immune system disorders      

-Total 1 (20.0) 0 0 1 (20.0) 0 

Drug hypersensitivity 1 (20.0) 0 1 (20.0) 0 0 

Hypogammaglobulinaemia 1 (20.0) 0 0 1 (20.0) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

-Total 2 (40.0) 1 (20.0) 0 1 (20.0) 0 

Alternaria infection 1 (20.0) 0 0 1 (20.0) 0 

Aspergillus infection 1 (20.0) 0 0 1 (20.0) 0 

Bacterial infection 1 (20.0) 0 0 1 (20.0) 0 

Candida infection 1 (20.0) 0 0 1 (20.0) 0 

Catheter site infection 1 (20.0) 0 1 (20.0) 0 0 

Enterococcal infection 1 (20.0) 0 0 1 (20.0) 0 

Enterovirus infection 1 (20.0) 0 1 (20.0) 0 0 

Mucosal infection 1 (20.0) 0 1 (20.0) 0 0 

Nasopharyngitis 1 (20.0) 1 (20.0) 0 0 0 

Pneumonia 1 (20.0) 0 0 1 (20.0) 0 

Rash pustular 1 (20.0) 1 (20.0) 0 0 0 

Rhinovirus infection 1 (20.0) 0 1 (20.0) 0 0 

Sinusitis 1 (20.0) 0 0 1 (20.0) 0 

Injury, poisoning and 
procedural complications 

     

-Total 1 (20.0) 0 1 (20.0) 0 0 

Contusion 1 (20.0) 1 (20.0) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Skin abrasion 1 (20.0) 0 1 (20.0) 0 0 

Investigations      

-Total 1 (20.0) 0 0 1 (20.0) 0 

Neutrophil count decreased 1 (20.0) 0 0 1 (20.0) 0 

White blood cell count 
decreased 

1 (20.0) 0 0 1 (20.0) 0 

Metabolism and nutrition 
disorders 

     

-Total 1 (20.0) 0 0 1 (20.0) 0 

Hyperglycaemia 1 (20.0) 0 0 1 (20.0) 0 

Hyperkalaemia 1 (20.0) 1 (20.0) 0 0 0 

Hypokalaemia 1 (20.0) 0 0 1 (20.0) 0 

Hypomagnesaemia 1 (20.0) 1 (20.0) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 2 (40.0) 1 (20.0) 1 (20.0) 0 0 

Back pain 2 (40.0) 1 (20.0) 1 (20.0) 0 0 

Arthralgia 1 (20.0) 0 1 (20.0) 0 0 

Muscular weakness 1 (20.0) 1 (20.0) 0 0 0 

Neck pain 1 (20.0) 1 (20.0) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Pain in extremity 1 (20.0) 0 1 (20.0) 0 0 

Nervous system disorders      

-Total 2 (40.0) 1 (20.0) 1 (20.0) 0 0 

Headache 2 (40.0) 2 (40.0) 0 0 0 

Dysarthria 1 (20.0) 0 1 (20.0) 0 0 

Facial paralysis 1 (20.0) 0 1 (20.0) 0 0 

Lethargy 1 (20.0) 1 (20.0) 0 0 0 

Neuropathy peripheral 1 (20.0) 0 1 (20.0) 0 0 

Psychiatric disorders      

-Total 1 (20.0) 0 1 (20.0) 0 0 

Agitation 1 (20.0) 0 1 (20.0) 0 0 

Renal and urinary disorders      

-Total 1 (20.0) 0 0 1 (20.0) 0 

Haematuria 1 (20.0) 0 0 1 (20.0) 0 

Proteinuria 1 (20.0) 0 1 (20.0) 0 0 

Reproductive system and 
breast disorders 

     

-Total 1 (20.0) 0 1 (20.0) 0 0 

Perineal pain 1 (20.0) 1 (20.0) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vulvovaginal pain 1 (20.0) 0 1 (20.0) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 1 (20.0) 0 0 1 (20.0) 0 

Cough 1 (20.0) 1 (20.0) 0 0 0 

Dyspnoea 1 (20.0) 0 1 (20.0) 0 0 

Epistaxis 1 (20.0) 1 (20.0) 0 0 0 

Hypoxia 1 (20.0) 0 0 1 (20.0) 0 

Nasal congestion 1 (20.0) 1 (20.0) 0 0 0 

Nasal septum perforation 1 (20.0) 0 1 (20.0) 0 0 

Oropharyngeal pain 1 (20.0) 0 1 (20.0) 0 0 

Productive cough 1 (20.0) 1 (20.0) 0 0 0 

Rhinalgia 1 (20.0) 1 (20.0) 0 0 0 

Rhinorrhoea 1 (20.0) 0 1 (20.0) 0 0 

Sinus pain 1 (20.0) 1 (20.0) 0 0 0 

Tachypnoea 1 (20.0) 0 1 (20.0) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 1 (20.0) 1 (20.0) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Dermatitis bullous 1 (20.0) 1 (20.0) 0 0 0 

Petechiae 1 (20.0) 1 (20.0) 0 0 0 

Pruritus 1 (20.0) 1 (20.0) 0 0 0 

Rash 1 (20.0) 1 (20.0) 0 0 0 

Skin ulcer 1 (20.0) 1 (20.0) 0 0 0 

Vascular disorders      

-Total 1 (20.0) 0 1 (20.0) 0 0 

Embolism 1 (20.0) 0 1 (20.0) 0 0 

Flushing 1 (20.0) 1 (20.0) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153g 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

16 (66.7) 4 (16.7) 9 (37.5) 3 (12.5) 0 

Blood and lymphatic system 
disorders 

     

-Total 5 (20.8) 0 2 (8.3 ) 3 (12.5) 0 

Thrombocytopenia 3 (12.5) 0 2 (8.3 ) 1 (4.2 ) 0 

Anaemia 2 (8.3 ) 0 0 2 (8.3 ) 0 

Neutropenia 1 (4.2 ) 0 1 (4.2 ) 0 0 

Cardiac disorders      

-Total 1 (4.2 ) 1 (4.2 ) 0 0 0 

Tachycardia 1 (4.2 ) 1 (4.2 ) 0 0 0 

Eye disorders      
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 1 (4.2 ) 0 1 (4.2 ) 0 0 

Eye pain 1 (4.2 ) 0 1 (4.2 ) 0 0 

Gastrointestinal disorders      

-Total 6 (25.0) 4 (16.7) 2 (8.3 ) 0 0 

Constipation 3 (12.5) 2 (8.3 ) 1 (4.2 ) 0 0 

Abdominal pain 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

Diarrhoea 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

Vomiting 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

Nausea 1 (4.2 ) 1 (4.2 ) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 6 (25.0) 0 5 (20.8) 1 (4.2 ) 0 

Pyrexia 6 (25.0) 0 5 (20.8) 1 (4.2 ) 0 

Fatigue 1 (4.2 ) 1 (4.2 ) 0 0 0 

Pain 1 (4.2 ) 1 (4.2 ) 0 0 0 

Immune system disorders      

-Total 4 (16.7) 1 (4.2 ) 3 (12.5) 0 0 

Hypogammaglobulinaemia 3 (12.5) 1 (4.2 ) 2 (8.3 ) 0 0 

Cytokine release syndrome 1 (4.2 ) 0 1 (4.2 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

-Total 9 (37.5) 4 (16.7) 5 (20.8) 0 0 

Nasopharyngitis 3 (12.5) 3 (12.5) 0 0 0 

Rhinitis 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

Enterovirus infection 1 (4.2 ) 1 (4.2 ) 0 0 0 

Herpes zoster 1 (4.2 ) 0 1 (4.2 ) 0 0 

Rash pustular 1 (4.2 ) 1 (4.2 ) 0 0 0 

Sinusitis 1 (4.2 ) 0 1 (4.2 ) 0 0 

Upper respiratory tract 
infection 

1 (4.2 ) 0 1 (4.2 ) 0 0 

Viral upper respiratory tract 
infection 

1 (4.2 ) 0 1 (4.2 ) 0 0 

Investigations      

-Total 4 (16.7) 1 (4.2 ) 2 (8.3 ) 1 (4.2 ) 0 

Alanine aminotransferase 
increased 

2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

Aspartate aminotransferase 
increased 

2 (8.3 ) 2 (8.3 ) 0 0 0 

Platelet count decreased 2 (8.3 ) 0 1 (4.2 ) 1 (4.2 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

White blood cell count 
decreased 

2 (8.3 ) 1 (4.2 ) 0 1 (4.2 ) 0 

Lymphocyte count decreased 1 (4.2 ) 1 (4.2 ) 0 0 0 

Neutrophil count decreased 1 (4.2 ) 0 0 1 (4.2 ) 0 

Metabolism and nutrition 
disorders 

     

-Total 5 (20.8) 3 (12.5) 2 (8.3 ) 0 0 

Decreased appetite 2 (8.3 ) 2 (8.3 ) 0 0 0 

Hypomagnesaemia 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

Hypophosphataemia 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

Hyperkalaemia 1 (4.2 ) 1 (4.2 ) 0 0 0 

Hypoalbuminaemia 1 (4.2 ) 1 (4.2 ) 0 0 0 

Hypocalcaemia 1 (4.2 ) 0 1 (4.2 ) 0 0 

Hypokalaemia 1 (4.2 ) 1 (4.2 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 5 (20.8) 2 (8.3 ) 3 (12.5) 0 0 

Pain in extremity 3 (12.5) 1 (4.2 ) 2 (8.3 ) 0 0 

Arthralgia 2 (8.3 ) 0 2 (8.3 ) 0 0 

Back pain 2 (8.3 ) 2 (8.3 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders      

-Total 1 (4.2 ) 0 1 (4.2 ) 0 0 

Headache 1 (4.2 ) 0 1 (4.2 ) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 4 (16.7) 3 (12.5) 1 (4.2 ) 0 0 

Cough 4 (16.7) 3 (12.5) 1 (4.2 ) 0 0 

Epistaxis 1 (4.2 ) 1 (4.2 ) 0 0 0 

Nasal congestion 1 (4.2 ) 1 (4.2 ) 0 0 0 

Oropharyngeal pain 1 (4.2 ) 1 (4.2 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 3 (12.5) 1 (4.2 ) 2 (8.3 ) 0 0 

Erythema 1 (4.2 ) 1 (4.2 ) 0 0 0 

Ingrowing nail 1 (4.2 ) 0 1 (4.2 ) 0 0 

Rash 1 (4.2 ) 0 1 (4.2 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153g 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

15 (78.9) 4 (21.1) 6 (31.6) 1 (5.3 ) 4 (21.1) 

Blood and lymphatic system 
disorders 

     

-Total 2 (10.5) 1 (5.3 ) 0 1 (5.3 ) 0 

Anaemia 1 (5.3 ) 0 0 1 (5.3 ) 0 

Febrile neutropenia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Neutropenia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Cardiac disorders      

-Total 1 (5.3 ) 1 (5.3 ) 0 0 0 

Sinus tachycardia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Gastrointestinal disorders      
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 6 (31.6) 3 (15.8) 3 (15.8) 0 0 

Constipation 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

Vomiting 2 (10.5) 2 (10.5) 0 0 0 

Abdominal distension 1 (5.3 ) 1 (5.3 ) 0 0 0 

Abdominal pain 1 (5.3 ) 1 (5.3 ) 0 0 0 

Nausea 1 (5.3 ) 0 1 (5.3 ) 0 0 

Stomatitis 1 (5.3 ) 0 1 (5.3 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 7 (36.8) 5 (26.3) 2 (10.5) 0 0 

Pyrexia 6 (31.6) 4 (21.1) 2 (10.5) 0 0 

Face oedema 1 (5.3 ) 1 (5.3 ) 0 0 0 

Immune system disorders      

-Total 2 (10.5) 2 (10.5) 0 0 0 

Drug hypersensitivity 1 (5.3 ) 1 (5.3 ) 0 0 0 

Hypogammaglobulinaemia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Infections and infestations      

-Total 9 (47.4) 4 (21.1) 4 (21.1) 1 (5.3 ) 0 

Nasopharyngitis 3 (15.8) 2 (10.5) 1 (5.3 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Rhinitis 3 (15.8) 3 (15.8) 0 0 0 

Upper respiratory tract 
infection 

3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

Herpes zoster 1 (5.3 ) 0 1 (5.3 ) 0 0 

Paronychia 1 (5.3 ) 0 1 (5.3 ) 0 0 

Pneumonia 1 (5.3 ) 0 0 1 (5.3 ) 0 

Rash pustular 1 (5.3 ) 1 (5.3 ) 0 0 0 

Injury, poisoning and 
procedural complications 

     

-Total 1 (5.3 ) 1 (5.3 ) 0 0 0 

Contusion 1 (5.3 ) 1 (5.3 ) 0 0 0 

Investigations      

-Total 6 (31.6) 1 (5.3 ) 0 1 (5.3 ) 4 (21.1) 

Platelet count decreased 4 (21.1) 1 (5.3 ) 1 (5.3 ) 0 2 (10.5) 

Neutrophil count decreased 3 (15.8) 0 0 0 3 (15.8) 

White blood cell count 
decreased 

3 (15.8) 1 (5.3 ) 0 0 2 (10.5) 

Immunoglobulins decreased 1 (5.3 ) 0 0 1 (5.3 ) 0 

Lymphocyte count decreased 1 (5.3 ) 0 0 1 (5.3 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition 
disorders 

     

-Total 1 (5.3 ) 1 (5.3 ) 0 0 0 

Hyperglycaemia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

Arthralgia 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

Osteopenia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Nervous system disorders      

-Total 2 (10.5) 2 (10.5) 0 0 0 

Headache 2 (10.5) 2 (10.5) 0 0 0 

Psychiatric disorders      

-Total 1 (5.3 ) 1 (5.3 ) 0 0 0 

Insomnia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Renal and urinary disorders      

-Total 1 (5.3 ) 1 (5.3 ) 0 0 0 

Haematuria 1 (5.3 ) 1 (5.3 ) 0 0 0 

Respiratory, thoracic and 
mediastinal disorders 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 7 (36.8) 5 (26.3) 2 (10.5) 0 0 

Cough 4 (21.1) 3 (15.8) 1 (5.3 ) 0 0 

Epistaxis 3 (15.8) 2 (10.5) 1 (5.3 ) 0 0 

Nasal congestion 2 (10.5) 2 (10.5) 0 0 0 

Oropharyngeal pain 1 (5.3 ) 0 1 (5.3 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 2 (10.5) 2 (10.5) 0 0 0 

Petechiae 1 (5.3 ) 1 (5.3 ) 0 0 0 

Pruritus 1 (5.3 ) 1 (5.3 ) 0 0 0 

Vascular disorders      

-Total 3 (15.8) 2 (10.5) 1 (5.3 ) 0 0 

Pallor 2 (10.5) 2 (10.5) 0 0 0 

Hypertension 1 (5.3 ) 0 1 (5.3 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153g 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

9 (75.0) 1 (8.3 ) 3 (25.0) 4 (33.3) 1 (8.3 ) 

Blood and lymphatic system 
disorders 

     

-Total 3 (25.0) 1 (8.3 ) 1 (8.3 ) 1 (8.3 ) 0 

Anaemia 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

Thrombocytopenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

Gastrointestinal disorders      

-Total 3 (25.0) 1 (8.3 ) 2 (16.7) 0 0 

Nausea 3 (25.0) 2 (16.7) 1 (8.3 ) 0 0 

Diarrhoea 1 (8.3 ) 0 1 (8.3 ) 0 0 

General disorders and 
administration site conditions 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 1 (8.3 ) 0 1 (8.3 ) 0 0 

Pyrexia 1 (8.3 ) 0 1 (8.3 ) 0 0 

Infections and infestations      

-Total 4 (33.3) 1 (8.3 ) 2 (16.7) 1 (8.3 ) 0 

Bronchitis 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

Herpes zoster 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 0 

Nasopharyngitis 1 (8.3 ) 1 (8.3 ) 0 0 0 

Upper respiratory tract 
infection 

1 (8.3 ) 1 (8.3 ) 0 0 0 

Investigations      

-Total 4 (33.3) 1 (8.3 ) 0 2 (16.7) 1 (8.3 ) 

Alanine aminotransferase 
increased 

4 (33.3) 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 

Aspartate aminotransferase 
increased 

4 (33.3) 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 

Platelet count decreased 2 (16.7) 2 (16.7) 0 0 0 

Neutrophil count decreased 1 (8.3 ) 0 0 1 (8.3 ) 0 

White blood cell count 
decreased 

1 (8.3 ) 0 0 1 (8.3 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition 
disorders 

     

-Total 1 (8.3 ) 1 (8.3 ) 0 0 0 

Hypomagnesaemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 1 (8.3 ) 0 0 1 (8.3 ) 0 

Arthralgia 1 (8.3 ) 0 0 1 (8.3 ) 0 

Back pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

Neck pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

Cough 1 (8.3 ) 1 (8.3 ) 0 0 0 

Dyspnoea 1 (8.3 ) 0 1 (8.3 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

Hangnail 1 (8.3 ) 1 (8.3 ) 0 0 0 

Ingrowing nail 1 (8.3 ) 0 1 (8.3 ) 0 0 
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- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153g 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=8 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

1 (12.5) 1 (12.5) 0 0 0 

Investigations      

-Total 1 (12.5) 1 (12.5) 0 0 0 

Lymphocyte count decreased 1 (12.5) 1 (12.5) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 153g 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

1 (20.0) 1 (20.0) 0 0 0 

Infections and infestations      

-Total 1 (20.0) 1 (20.0) 0 0 0 

Rhinitis 1 (20.0) 1 (20.0) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153g 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

6 (100) 0 0 3 (50.0) 3 (50.0) 

Blood and lymphatic system 
disorders 

     

-Total 5 (83.3) 0 0 4 (66.7) 1 (16.7) 

Neutropenia 2 (33.3) 0 0 1 (16.7) 1 (16.7) 

Anaemia 1 (16.7) 0 0 1 (16.7) 0 

Coagulation factor deficiency 1 (16.7) 0 0 1 (16.7) 0 

Febrile neutropenia 1 (16.7) 0 0 1 (16.7) 0 

Leukocytosis 1 (16.7) 0 1 (16.7) 0 0 

Cardiac disorders      

-Total 2 (33.3) 1 (16.7) 1 (16.7) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Tachycardia 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

Sinus bradycardia 1 (16.7) 1 (16.7) 0 0 0 

Sinus tachycardia 1 (16.7) 1 (16.7) 0 0 0 

Congenital, familial and 
genetic disorders 

     

-Total 1 (16.7) 1 (16.7) 0 0 0 

Talipes 1 (16.7) 1 (16.7) 0 0 0 

Ear and labyrinth disorders      

-Total 1 (16.7) 1 (16.7) 0 0 0 

Ear pain 1 (16.7) 1 (16.7) 0 0 0 

Endocrine disorders      

-Total 1 (16.7) 1 (16.7) 0 0 0 

Inappropriate antidiuretic 
hormone secretion 

1 (16.7) 1 (16.7) 0 0 0 

Precocious puberty 1 (16.7) 1 (16.7) 0 0 0 

Eye disorders      

-Total 2 (33.3) 1 (16.7) 0 1 (16.7) 0 

Amaurosis 1 (16.7) 0 0 1 (16.7) 0 

Eye pain 1 (16.7) 1 (16.7) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Ocular hyperaemia 1 (16.7) 1 (16.7) 0 0 0 

Optic atrophy 1 (16.7) 0 1 (16.7) 0 0 

Visual impairment 1 (16.7) 1 (16.7) 0 0 0 

Vitreous opacities 1 (16.7) 1 (16.7) 0 0 0 

Gastrointestinal disorders      

-Total 5 (83.3) 1 (16.7) 3 (50.0) 1 (16.7) 0 

Nausea 3 (50.0) 0 3 (50.0) 0 0 

Vomiting 3 (50.0) 1 (16.7) 2 (33.3) 0 0 

Abdominal pain 2 (33.3) 0 2 (33.3) 0 0 

Diarrhoea 2 (33.3) 1 (16.7) 0 1 (16.7) 0 

Abdominal distension 1 (16.7) 0 1 (16.7) 0 0 

Constipation 1 (16.7) 1 (16.7) 0 0 0 

Dental caries 1 (16.7) 1 (16.7) 0 0 0 

Dyspepsia 1 (16.7) 1 (16.7) 0 0 0 

Gingival swelling 1 (16.7) 0 1 (16.7) 0 0 

Oral pain 1 (16.7) 0 1 (16.7) 0 0 

Periodontal disease 1 (16.7) 1 (16.7) 0 0 0 

Proctalgia 1 (16.7) 0 1 (16.7) 0 0 

Stomatitis 1 (16.7) 0 1 (16.7) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and 
administration site conditions 

     

-Total 3 (50.0) 0 1 (16.7) 1 (16.7) 1 (16.7) 

Pyrexia 2 (33.3) 0 2 (33.3) 0 0 

Face oedema 1 (16.7) 1 (16.7) 0 0 0 

Facial pain 1 (16.7) 0 1 (16.7) 0 0 

Generalised oedema 1 (16.7) 0 1 (16.7) 0 0 

Localised oedema 1 (16.7) 1 (16.7) 0 0 0 

Malaise 1 (16.7) 0 1 (16.7) 0 0 

Mucosal inflammation 1 (16.7) 0 0 1 (16.7) 0 

Multiple organ dysfunction 
syndrome 

1 (16.7) 0 0 0 1 (16.7) 

Non-cardiac chest pain 1 (16.7) 0 1 (16.7) 0 0 

Oedema 1 (16.7) 0 1 (16.7) 0 0 

Pain 1 (16.7) 0 1 (16.7) 0 0 

Hepatobiliary disorders      

-Total 1 (16.7) 1 (16.7) 0 0 0 

Hepatic steatosis 1 (16.7) 1 (16.7) 0 0 0 

Immune system disorders      
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 5 (83.3) 0 2 (33.3) 2 (33.3) 1 (16.7) 

Cytokine release syndrome 5 (83.3) 1 (16.7) 2 (33.3) 1 (16.7) 1 (16.7) 

Drug hypersensitivity 1 (16.7) 0 1 (16.7) 0 0 

Haemophagocytic 
lymphohistiocytosis 

1 (16.7) 0 1 (16.7) 0 0 

Hypogammaglobulinaemia 1 (16.7) 0 0 1 (16.7) 0 

Infections and infestations      

-Total 4 (66.7) 0 1 (16.7) 3 (50.0) 0 

Pneumonia 2 (33.3) 0 0 2 (33.3) 0 

Alternaria infection 1 (16.7) 0 0 1 (16.7) 0 

Aspergillus infection 1 (16.7) 0 0 1 (16.7) 0 

Bacterial infection 1 (16.7) 0 0 1 (16.7) 0 

Candida infection 1 (16.7) 0 0 1 (16.7) 0 

Catheter site infection 1 (16.7) 0 1 (16.7) 0 0 

Enterococcal infection 1 (16.7) 0 0 1 (16.7) 0 

Enterovirus infection 1 (16.7) 0 1 (16.7) 0 0 

Mucosal infection 1 (16.7) 0 1 (16.7) 0 0 

Nasopharyngitis 1 (16.7) 1 (16.7) 0 0 0 

Paronychia 1 (16.7) 0 1 (16.7) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Rash pustular 1 (16.7) 1 (16.7) 0 0 0 

Rhinovirus infection 1 (16.7) 0 1 (16.7) 0 0 

Sinusitis 1 (16.7) 0 0 1 (16.7) 0 

Systemic infection 1 (16.7) 0 0 1 (16.7) 0 

Vascular device infection 1 (16.7) 0 0 1 (16.7) 0 

Viral upper respiratory tract 
infection 

1 (16.7) 0 1 (16.7) 0 0 

Injury, poisoning and 
procedural complications 

     

-Total 3 (50.0) 1 (16.7) 2 (33.3) 0 0 

Contusion 1 (16.7) 1 (16.7) 0 0 0 

Femoral neck fracture 1 (16.7) 0 1 (16.7) 0 0 

Skin abrasion 1 (16.7) 0 1 (16.7) 0 0 

Transfusion reaction 1 (16.7) 1 (16.7) 0 0 0 

Investigations      

-Total 4 (66.7) 0 1 (16.7) 3 (50.0) 0 

Immunoglobulins decreased 2 (33.3) 0 1 (16.7) 1 (16.7) 0 

Blood potassium decreased 1 (16.7) 0 1 (16.7) 0 0 

Blood uric acid increased 1 (16.7) 0 1 (16.7) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Electrocardiogram 
repolarisation abnormality 

1 (16.7) 1 (16.7) 0 0 0 

Haemoglobin decreased 1 (16.7) 0 0 1 (16.7) 0 

Lymphocyte count decreased 1 (16.7) 0 0 1 (16.7) 0 

Neutrophil count decreased 1 (16.7) 0 0 1 (16.7) 0 

Protein total decreased 1 (16.7) 0 1 (16.7) 0 0 

White blood cell count 
decreased 

1 (16.7) 0 0 1 (16.7) 0 

Metabolism and nutrition 
disorders 

     

-Total 2 (33.3) 0 1 (16.7) 1 (16.7) 0 

Hypokalaemia 2 (33.3) 0 1 (16.7) 1 (16.7) 0 

Decreased appetite 1 (16.7) 0 1 (16.7) 0 0 

Hyperglycaemia 1 (16.7) 0 0 1 (16.7) 0 

Hyperkalaemia 1 (16.7) 1 (16.7) 0 0 0 

Hypomagnesaemia 1 (16.7) 1 (16.7) 0 0 0 

Hyponatraemia 1 (16.7) 0 1 (16.7) 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 4 (66.7) 1 (16.7) 2 (33.3) 1 (16.7) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Back pain 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

Pain in extremity 2 (33.3) 0 2 (33.3) 0 0 

Arthralgia 1 (16.7) 0 1 (16.7) 0 0 

Muscular weakness 1 (16.7) 0 0 1 (16.7) 0 

Myalgia 1 (16.7) 0 1 (16.7) 0 0 

Neck pain 1 (16.7) 1 (16.7) 0 0 0 

Osteonecrosis 1 (16.7) 1 (16.7) 0 0 0 

Osteopenia 1 (16.7) 1 (16.7) 0 0 0 

Nervous system disorders      

-Total 4 (66.7) 0 3 (50.0) 1 (16.7) 0 

Headache 2 (33.3) 2 (33.3) 0 0 0 

Cerebral atrophy 1 (16.7) 1 (16.7) 0 0 0 

Dysarthria 1 (16.7) 0 1 (16.7) 0 0 

Facial paralysis 1 (16.7) 0 1 (16.7) 0 0 

Lethargy 1 (16.7) 1 (16.7) 0 0 0 

Neurological decompensation 1 (16.7) 0 1 (16.7) 0 0 

Neuropathy peripheral 1 (16.7) 0 1 (16.7) 0 0 

Seizure 1 (16.7) 0 0 1 (16.7) 0 

Tremor 1 (16.7) 0 1 (16.7) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Psychiatric disorders      

-Total 1 (16.7) 0 1 (16.7) 0 0 

Agitation 1 (16.7) 0 1 (16.7) 0 0 

Renal and urinary disorders      

-Total 2 (33.3) 0 1 (16.7) 1 (16.7) 0 

Haematuria 1 (16.7) 0 0 1 (16.7) 0 

Proteinuria 1 (16.7) 0 1 (16.7) 0 0 

Urinary tract disorder 1 (16.7) 0 1 (16.7) 0 0 

Reproductive system and 
breast disorders 

     

-Total 1 (16.7) 0 1 (16.7) 0 0 

Perineal pain 1 (16.7) 1 (16.7) 0 0 0 

Vulvovaginal pain 1 (16.7) 0 1 (16.7) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 2 (33.3) 1 (16.7) 0 1 (16.7) 0 

Epistaxis 2 (33.3) 2 (33.3) 0 0 0 

Oropharyngeal pain 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

Cough 1 (16.7) 1 (16.7) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Dyspnoea 1 (16.7) 0 1 (16.7) 0 0 

Hypoxia 1 (16.7) 0 0 1 (16.7) 0 

Nasal congestion 1 (16.7) 1 (16.7) 0 0 0 

Nasal septum perforation 1 (16.7) 0 1 (16.7) 0 0 

Productive cough 1 (16.7) 1 (16.7) 0 0 0 

Rhinalgia 1 (16.7) 1 (16.7) 0 0 0 

Rhinorrhoea 1 (16.7) 0 1 (16.7) 0 0 

Sinus pain 1 (16.7) 1 (16.7) 0 0 0 

Tachypnoea 1 (16.7) 0 1 (16.7) 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 5 (83.3) 4 (66.7) 1 (16.7) 0 0 

Rash 3 (50.0) 3 (50.0) 0 0 0 

Pruritus 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

Dermatitis acneiform 1 (16.7) 1 (16.7) 0 0 0 

Dermatitis bullous 1 (16.7) 1 (16.7) 0 0 0 

Erythema 1 (16.7) 1 (16.7) 0 0 0 

Petechiae 1 (16.7) 1 (16.7) 0 0 0 

Skin ulcer 1 (16.7) 1 (16.7) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders      

-Total 4 (66.7) 1 (16.7) 1 (16.7) 2 (33.3) 0 

Hypertension 2 (33.3) 0 0 2 (33.3) 0 

Embolism 1 (16.7) 0 1 (16.7) 0 0 

Flushing 1 (16.7) 1 (16.7) 0 0 0 

Hot flush 1 (16.7) 1 (16.7) 0 0 0 

Vascular occlusion 1 (16.7) 1 (16.7) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153g 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

29 (96.7) 5 (16.7) 7 (23.3) 9 (30.0) 8 (26.7) 

Blood and lymphatic system 
disorders 

     

-Total 8 (26.7) 1 (3.3 ) 2 (6.7 ) 4 (13.3) 1 (3.3 ) 

Thrombocytopenia 4 (13.3) 0 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

Anaemia 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

Neutropenia 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

Febrile neutropenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

Cardiac disorders      

-Total 4 (13.3) 4 (13.3) 0 0 0 

Tachycardia 3 (10.0) 3 (10.0) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Sinus bradycardia 2 (6.7 ) 2 (6.7 ) 0 0 0 

Sinus tachycardia 1 (3.3 ) 1 (3.3 ) 0 0 0 

Eye disorders      

-Total 1 (3.3 ) 0 1 (3.3 ) 0 0 

Eye pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

Gastrointestinal disorders      

-Total 15 (50.0) 9 (30.0) 6 (20.0) 0 0 

Diarrhoea 9 (30.0) 6 (20.0) 3 (10.0) 0 0 

Vomiting 6 (20.0) 4 (13.3) 2 (6.7 ) 0 0 

Nausea 5 (16.7) 2 (6.7 ) 3 (10.0) 0 0 

Abdominal pain 3 (10.0) 1 (3.3 ) 2 (6.7 ) 0 0 

Constipation 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

General disorders and 
administration site conditions 

     

-Total 17 (56.7) 7 (23.3) 8 (26.7) 2 (6.7 ) 0 

Pyrexia 15 (50.0) 7 (23.3) 6 (20.0) 2 (6.7 ) 0 

Fatigue 3 (10.0) 0 3 (10.0) 0 0 

Face oedema 2 (6.7 ) 2 (6.7 ) 0 0 0 

Pain 1 (3.3 ) 1 (3.3 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders      

-Total 20 (66.7) 3 (10.0) 8 (26.7) 6 (20.0) 3 (10.0) 

Cytokine release syndrome 17 (56.7) 5 (16.7) 3 (10.0) 6 (20.0) 3 (10.0) 

Hypogammaglobulinaemia 8 (26.7) 3 (10.0) 5 (16.7) 0 0 

Infections and infestations      

-Total 13 (43.3) 5 (16.7) 5 (16.7) 3 (10.0) 0 

Nasopharyngitis 4 (13.3) 4 (13.3) 0 0 0 

Herpes zoster 2 (6.7 ) 0 2 (6.7 ) 0 0 

Rhinitis 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

Sinusitis 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

Aspergillus infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

Bacterial infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

Candida infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

Enterovirus infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

Rash pustular 1 (3.3 ) 1 (3.3 ) 0 0 0 

Upper respiratory tract 
infection 

1 (3.3 ) 0 1 (3.3 ) 0 0 

Vascular device infection 1 (3.3 ) 0 0 1 (3.3 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Viral upper respiratory tract 
infection 

1 (3.3 ) 0 1 (3.3 ) 0 0 

Injury, poisoning and 
procedural complications 

     

-Total 1 (3.3 ) 1 (3.3 ) 0 0 0 

Contusion 1 (3.3 ) 1 (3.3 ) 0 0 0 

Investigations      

-Total 11 (36.7) 0 3 (10.0) 3 (10.0) 5 (16.7) 

White blood cell count 
decreased 

4 (13.3) 1 (3.3 ) 0 1 (3.3 ) 2 (6.7 ) 

Aspartate aminotransferase 
increased 

3 (10.0) 2 (6.7 ) 0 1 (3.3 ) 0 

Platelet count decreased 3 (10.0) 0 0 1 (3.3 ) 2 (6.7 ) 

Alanine aminotransferase 
increased 

2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

Blood fibrinogen decreased 2 (6.7 ) 0 2 (6.7 ) 0 0 

Lymphocyte count decreased 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

Neutrophil count decreased 2 (6.7 ) 0 0 0 2 (6.7 ) 

Immunoglobulins decreased 1 (3.3 ) 0 0 0 1 (3.3 ) 

Metabolism and nutrition 
disorders 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 13 (43.3) 5 (16.7) 4 (13.3) 4 (13.3) 0 

Hypokalaemia 8 (26.7) 5 (16.7) 1 (3.3 ) 2 (6.7 ) 0 

Hypophosphataemia 6 (20.0) 4 (13.3) 1 (3.3 ) 1 (3.3 ) 0 

Hypocalcaemia 4 (13.3) 1 (3.3 ) 1 (3.3 ) 2 (6.7 ) 0 

Decreased appetite 3 (10.0) 3 (10.0) 0 0 0 

Hyperkalaemia 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

Hypomagnesaemia 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

Hypoalbuminaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 5 (16.7) 1 (3.3 ) 3 (10.0) 1 (3.3 ) 0 

Pain in extremity 4 (13.3) 2 (6.7 ) 2 (6.7 ) 0 0 

Arthralgia 3 (10.0) 0 2 (6.7 ) 1 (3.3 ) 0 

Back pain 2 (6.7 ) 2 (6.7 ) 0 0 0 

Nervous system disorders      

-Total 7 (23.3) 2 (6.7 ) 5 (16.7) 0 0 

Headache 5 (16.7) 1 (3.3 ) 4 (13.3) 0 0 

Tremor 2 (6.7 ) 2 (6.7 ) 0 0 0 

Seizure 1 (3.3 ) 0 1 (3.3 ) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Psychiatric disorders      

-Total 2 (6.7 ) 0 2 (6.7 ) 0 0 

Agitation 1 (3.3 ) 0 1 (3.3 ) 0 0 

Insomnia 1 (3.3 ) 0 1 (3.3 ) 0 0 

Renal and urinary disorders      

-Total 1 (3.3 ) 1 (3.3 ) 0 0 0 

Haematuria 1 (3.3 ) 1 (3.3 ) 0 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 8 (26.7) 4 (13.3) 3 (10.0) 1 (3.3 ) 0 

Cough 6 (20.0) 4 (13.3) 2 (6.7 ) 0 0 

Epistaxis 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

Hypoxia 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

Nasal congestion 1 (3.3 ) 1 (3.3 ) 0 0 0 

Oropharyngeal pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

Rhinorrhoea 1 (3.3 ) 1 (3.3 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 9 (30.0) 6 (20.0) 3 (10.0) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Erythema 3 (10.0) 3 (10.0) 0 0 0 

Rash 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

Petechiae 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

Ingrowing nail 1 (3.3 ) 0 1 (3.3 ) 0 0 

Vascular disorders      

-Total 5 (16.7) 4 (13.3) 0 1 (3.3 ) 0 

Hypotension 3 (10.0) 2 (6.7 ) 0 1 (3.3 ) 0 

Hypertension 2 (6.7 ) 2 (6.7 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153g 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

21 (100) 2 (9.5 ) 3 (14.3) 4 (19.0) 12 (57.1) 

Blood and lymphatic system 
disorders 

     

-Total 9 (42.9) 0 3 (14.3) 2 (9.5 ) 4 (19.0) 

Anaemia 5 (23.8) 0 2 (9.5 ) 3 (14.3) 0 

Neutropenia 5 (23.8) 1 (4.8 ) 0 0 4 (19.0) 

Febrile neutropenia 3 (14.3) 1 (4.8 ) 1 (4.8 ) 1 (4.8 ) 0 

Thrombocytopenia 1 (4.8 ) 0 0 1 (4.8 ) 0 

Cardiac disorders      

-Total 4 (19.0) 3 (14.3) 1 (4.8 ) 0 0 

Tachycardia 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Sinus tachycardia 2 (9.5 ) 2 (9.5 ) 0 0 0 

Gastrointestinal disorders      

-Total 12 (57.1) 5 (23.8) 6 (28.6) 1 (4.8 ) 0 

Nausea 4 (19.0) 0 3 (14.3) 1 (4.8 ) 0 

Abdominal pain 3 (14.3) 3 (14.3) 0 0 0 

Vomiting 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 0 

Abdominal distension 2 (9.5 ) 2 (9.5 ) 0 0 0 

Constipation 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

Diarrhoea 2 (9.5 ) 2 (9.5 ) 0 0 0 

Stomatitis 2 (9.5 ) 0 2 (9.5 ) 0 0 

Proctalgia 1 (4.8 ) 1 (4.8 ) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 12 (57.1) 4 (19.0) 6 (28.6) 2 (9.5 ) 0 

Pyrexia 11 (52.4) 4 (19.0) 5 (23.8) 2 (9.5 ) 0 

Face oedema 2 (9.5 ) 2 (9.5 ) 0 0 0 

Fatigue 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

Pain 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

Localised oedema 1 (4.8 ) 1 (4.8 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Non-cardiac chest pain 1 (4.8 ) 1 (4.8 ) 0 0 0 

Immune system disorders      

-Total 18 (85.7) 5 (23.8) 3 (14.3) 3 (14.3) 7 (33.3) 

Cytokine release syndrome 16 (76.2) 5 (23.8) 2 (9.5 ) 2 (9.5 ) 7 (33.3) 

Hypogammaglobulinaemia 6 (28.6) 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 

Drug hypersensitivity 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

Haemophagocytic 
lymphohistiocytosis 

1 (4.8 ) 0 0 1 (4.8 ) 0 

Infections and infestations      

-Total 9 (42.9) 4 (19.0) 4 (19.0) 1 (4.8 ) 0 

Upper respiratory tract 
infection 

4 (19.0) 1 (4.8 ) 3 (14.3) 0 0 

Nasopharyngitis 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 0 

Rhinitis 3 (14.3) 3 (14.3) 0 0 0 

Candida infection 1 (4.8 ) 1 (4.8 ) 0 0 0 

Herpes zoster 1 (4.8 ) 0 1 (4.8 ) 0 0 

Paronychia 1 (4.8 ) 0 1 (4.8 ) 0 0 

Pneumonia 1 (4.8 ) 0 0 1 (4.8 ) 0 

Rash pustular 1 (4.8 ) 1 (4.8 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and 
procedural complications 

     

-Total 1 (4.8 ) 1 (4.8 ) 0 0 0 

Contusion 1 (4.8 ) 1 (4.8 ) 0 0 0 

Investigations      

-Total 11 (52.4) 0 1 (4.8 ) 4 (19.0) 6 (28.6) 

White blood cell count 
decreased 

5 (23.8) 0 0 1 (4.8 ) 4 (19.0) 

Neutrophil count decreased 4 (19.0) 0 0 0 4 (19.0) 

Platelet count decreased 4 (19.0) 0 0 1 (4.8 ) 3 (14.3) 

Blood fibrinogen decreased 3 (14.3) 0 0 3 (14.3) 0 

Immunoglobulins decreased 2 (9.5 ) 0 1 (4.8 ) 1 (4.8 ) 0 

Lymphocyte count decreased 2 (9.5 ) 0 0 2 (9.5 ) 0 

Alanine aminotransferase 
increased 

1 (4.8 ) 0 0 1 (4.8 ) 0 

Aspartate aminotransferase 
increased 

1 (4.8 ) 0 1 (4.8 ) 0 0 

Metabolism and nutrition 
disorders 

     

-Total 7 (33.3) 2 (9.5 ) 1 (4.8 ) 2 (9.5 ) 2 (9.5 ) 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hypokalaemia 5 (23.8) 1 (4.8 ) 0 4 (19.0) 0 

Hypoalbuminaemia 3 (14.3) 0 3 (14.3) 0 0 

Hypomagnesaemia 3 (14.3) 3 (14.3) 0 0 0 

Hypophosphataemia 3 (14.3) 1 (4.8 ) 1 (4.8 ) 1 (4.8 ) 0 

Hypocalcaemia 2 (9.5 ) 0 0 0 2 (9.5 ) 

Hyperglycaemia 1 (4.8 ) 1 (4.8 ) 0 0 0 

Hyponatraemia 1 (4.8 ) 0 0 1 (4.8 ) 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 7 (33.3) 4 (19.0) 3 (14.3) 0 0 

Myalgia 4 (19.0) 4 (19.0) 0 0 0 

Arthralgia 3 (14.3) 0 3 (14.3) 0 0 

Muscular weakness 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

Back pain 1 (4.8 ) 1 (4.8 ) 0 0 0 

Osteopenia 1 (4.8 ) 1 (4.8 ) 0 0 0 

Pain in extremity 1 (4.8 ) 1 (4.8 ) 0 0 0 

Nervous system disorders      

-Total 10 (47.6) 4 (19.0) 4 (19.0) 2 (9.5 ) 0 

Headache 7 (33.3) 4 (19.0) 2 (9.5 ) 1 (4.8 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Seizure 4 (19.0) 1 (4.8 ) 2 (9.5 ) 1 (4.8 ) 0 

Lethargy 1 (4.8 ) 0 1 (4.8 ) 0 0 

Tremor 1 (4.8 ) 1 (4.8 ) 0 0 0 

Psychiatric disorders      

-Total 3 (14.3) 2 (9.5 ) 0 1 (4.8 ) 0 

Insomnia 2 (9.5 ) 2 (9.5 ) 0 0 0 

Agitation 1 (4.8 ) 0 0 1 (4.8 ) 0 

Renal and urinary disorders      

-Total 2 (9.5 ) 2 (9.5 ) 0 0 0 

Haematuria 2 (9.5 ) 2 (9.5 ) 0 0 0 

Proteinuria 1 (4.8 ) 1 (4.8 ) 0 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 11 (52.4) 6 (28.6) 3 (14.3) 1 (4.8 ) 1 (4.8 ) 

Cough 6 (28.6) 4 (19.0) 2 (9.5 ) 0 0 

Epistaxis 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 0 

Hypoxia 3 (14.3) 0 1 (4.8 ) 1 (4.8 ) 1 (4.8 ) 

Nasal congestion 2 (9.5 ) 2 (9.5 ) 0 0 0 

Oropharyngeal pain 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Tachypnoea 1 (4.8 ) 1 (4.8 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 6 (28.6) 5 (23.8) 0 1 (4.8 ) 0 

Pruritus 4 (19.0) 4 (19.0) 0 0 0 

Rash 3 (14.3) 2 (9.5 ) 0 1 (4.8 ) 0 

Petechiae 2 (9.5 ) 2 (9.5 ) 0 0 0 

Vascular disorders      

-Total 7 (33.3) 3 (14.3) 3 (14.3) 1 (4.8 ) 0 

Hypertension 3 (14.3) 1 (4.8 ) 2 (9.5 ) 0 0 

Pallor 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 0 

Hypotension 2 (9.5 ) 1 (4.8 ) 0 1 (4.8 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 153g 

Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of 

the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at 
least one AE 

12 (100) 0 4 (33.3) 2 (16.7) 6 (50.0) 

Blood and lymphatic system 
disorders 

     

-Total 8 (66.7) 3 (25.0) 1 (8.3 ) 3 (25.0) 1 (8.3 ) 

Anaemia 5 (41.7) 3 (25.0) 1 (8.3 ) 1 (8.3 ) 0 

Febrile neutropenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

Neutropenia 1 (8.3 ) 0 0 0 1 (8.3 ) 

Thrombocytopenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

Cardiac disorders      

-Total 1 (8.3 ) 1 (8.3 ) 0 0 0 

Tachycardia 1 (8.3 ) 1 (8.3 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

-Total 6 (50.0) 3 (25.0) 2 (16.7) 1 (8.3 ) 0 

Diarrhoea 4 (33.3) 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 

Nausea 4 (33.3) 2 (16.7) 2 (16.7) 0 0 

Constipation 1 (8.3 ) 1 (8.3 ) 0 0 0 

Vomiting 1 (8.3 ) 1 (8.3 ) 0 0 0 

General disorders and 
administration site conditions 

     

-Total 8 (66.7) 5 (41.7) 1 (8.3 ) 2 (16.7) 0 

Pyrexia 5 (41.7) 3 (25.0) 1 (8.3 ) 1 (8.3 ) 0 

Asthenia 2 (16.7) 2 (16.7) 0 0 0 

Fatigue 2 (16.7) 2 (16.7) 0 0 0 

Face oedema 1 (8.3 ) 0 0 1 (8.3 ) 0 

Localised oedema 1 (8.3 ) 0 0 1 (8.3 ) 0 

Pain 1 (8.3 ) 0 0 1 (8.3 ) 0 

Immune system disorders      

-Total 10 (83.3) 1 (8.3 ) 7 (58.3) 0 2 (16.7) 

Cytokine release syndrome 9 (75.0) 1 (8.3 ) 6 (50.0) 0 2 (16.7) 

Hypogammaglobulinaemia 6 (50.0) 0 6 (50.0) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Haemophagocytic 
lymphohistiocytosis 

1 (8.3 ) 0 0 1 (8.3 ) 0 

Infections and infestations      

-Total 5 (41.7) 1 (8.3 ) 3 (25.0) 1 (8.3 ) 0 

Bronchitis 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

Herpes zoster 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 0 

Upper respiratory tract 
infection 

2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

Nasopharyngitis 1 (8.3 ) 1 (8.3 ) 0 0 0 

Investigations      

-Total 5 (41.7) 1 (8.3 ) 0 1 (8.3 ) 3 (25.0) 

Alanine aminotransferase 
increased 

4 (33.3) 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 

Aspartate aminotransferase 
increased 

4 (33.3) 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 

Neutrophil count decreased 4 (33.3) 1 (8.3 ) 0 1 (8.3 ) 2 (16.7) 

White blood cell count 
decreased 

4 (33.3) 0 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

Platelet count decreased 3 (25.0) 1 (8.3 ) 2 (16.7) 0 0 

Metabolism and nutrition 
disorders 
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Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

-Total 6 (50.0) 3 (25.0) 2 (16.7) 1 (8.3 ) 0 

Decreased appetite 4 (33.3) 3 (25.0) 0 1 (8.3 ) 0 

Hypoalbuminaemia 4 (33.3) 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 

Hyperglycaemia 2 (16.7) 1 (8.3 ) 0 1 (8.3 ) 0 

Hypocalcaemia 2 (16.7) 0 2 (16.7) 0 0 

Hypomagnesaemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

Hypophosphataemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

Musculoskeletal and 
connective tissue disorders 

     

-Total 3 (25.0) 2 (16.7) 0 1 (8.3 ) 0 

Arthralgia 2 (16.7) 1 (8.3 ) 0 1 (8.3 ) 0 

Back pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

Myalgia 1 (8.3 ) 1 (8.3 ) 0 0 0 

Neck pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

Nervous system disorders      

-Total 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

Headache 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

Psychiatric disorders      

-Total 2 (16.7) 0 2 (16.7) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Insomnia 2 (16.7) 0 2 (16.7) 0 0 

Respiratory, thoracic and 
mediastinal disorders 

     

-Total 3 (25.0) 1 (8.3 ) 1 (8.3 ) 1 (8.3 ) 0 

Dyspnoea 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

Hypoxia 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 0 

Cough 1 (8.3 ) 1 (8.3 ) 0 0 0 

Oropharyngeal pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

Rhinorrhoea 1 (8.3 ) 1 (8.3 ) 0 0 0 

Tachypnoea 1 (8.3 ) 1 (8.3 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

-Total 6 (50.0) 3 (25.0) 3 (25.0) 0 0 

Erythema 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

Hangnail 2 (16.7) 2 (16.7) 0 0 0 

Ingrowing nail 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

Pruritus 2 (16.7) 2 (16.7) 0 0 0 

Petechiae 1 (8.3 ) 1 (8.3 ) 0 0 0 

Rash 1 (8.3 ) 0 1 (8.3 ) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders      

-Total 2 (16.7) 1 (8.3 ) 0 1 (8.3 ) 0 

Hypertension 1 (8.3 ) 0 0 1 (8.3 ) 0 

Hypotension 1 (8.3 ) 1 (8.3 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 154a => Adverse events before study tr eatment, in at leas t 10% of the patients OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents), by pri mar y system organ class, preferr ed ter m, maxi mum CTC  grade and Age (Enrolled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                            
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 154a 

Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% 

of the patients), by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 33 (89.2) 4 (10.8) 5 (13.5) 11 (29.7) 13 (35.1) 

Blood and lymphatic system disorders      

  -Total 19 (51.4) 1 (2.7 ) 2 (5.4 ) 11 (29.7) 5 (13.5) 

  Anaemia 11 (29.7) 1 (2.7 ) 2 (5.4 ) 8 (21.6) 0 

  Febrile neutropenia 9 (24.3) 0 0 9 (24.3) 0 

  Neutropenia 5 (13.5) 0 0 2 (5.4 ) 3 (8.1 ) 

  Thrombocytopenia 5 (13.5) 0 2 (5.4 ) 0 3 (8.1 ) 

  Bone marrow failure 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Leukopenia 1 (2.7 ) 0 0 0 1 (2.7 ) 

Cardiac disorders      

  -Total 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Sinus bradycardia 1 (2.7 ) 1 (2.7 ) 0 0 0 

Gastrointestinal disorders      
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 14 (37.8) 5 (13.5) 5 (13.5) 4 (10.8) 0 

  Stomatitis 8 (21.6) 4 (10.8) 1 (2.7 ) 3 (8.1 ) 0 

  Constipation 5 (13.5) 3 (8.1 ) 2 (5.4 ) 0 0 

  Nausea 5 (13.5) 1 (2.7 ) 3 (8.1 ) 1 (2.7 ) 0 

  Vomiting 5 (13.5) 4 (10.8) 1 (2.7 ) 0 0 

  Dental caries 2 (5.4 ) 2 (5.4 ) 0 0 0 

General disorders and administration site conditions      

  -Total 17 (45.9) 6 (16.2) 7 (18.9) 4 (10.8) 0 

  Pyrexia 15 (40.5) 4 (10.8) 7 (18.9) 4 (10.8) 0 

  Fatigue 4 (10.8) 3 (8.1 ) 1 (2.7 ) 0 0 

  Catheter site pain 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Oedema peripheral 1 (2.7 ) 1 (2.7 ) 0 0 0 

Infections and infestations      

  -Total 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Pneumonia 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

Injury, poisoning and procedural complications      

  -Total 4 (10.8) 4 (10.8) 0 0 0 

  Contusion 4 (10.8) 4 (10.8) 0 0 0 

Investigations      
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 15 (40.5) 1 (2.7 ) 0 3 (8.1 ) 11 (29.7) 

  Neutrophil count decreased 8 (21.6) 2 (5.4 ) 0 1 (2.7 ) 5 (13.5) 

  Platelet count decreased 8 (21.6) 0 0 1 (2.7 ) 7 (18.9) 

  White blood cell count decreased 7 (18.9) 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 4 (10.8) 

  Alanine aminotransferase increased 1 (2.7 ) 0 0 1 (2.7 ) 0 

  C-reactive protein increased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Serum ferritin increased 1 (2.7 ) 0 1 (2.7 ) 0 0 

Metabolism and nutrition disorders      

  -Total 8 (21.6) 1 (2.7 ) 3 (8.1 ) 4 (10.8) 0 

  Hypokalaemia 5 (13.5) 0 2 (5.4 ) 3 (8.1 ) 0 

  Hypocalcaemia 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

  Hypophosphataemia 3 (8.1 ) 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 0 

  Decreased appetite 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Hyperkalaemia 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Hyperuricaemia 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Hypomagnesaemia 1 (2.7 ) 1 (2.7 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 4 (10.8) 0 3 (8.1 ) 1 (2.7 ) 0 

  Pain in extremity 4 (10.8) 0 4 (10.8) 0 0 



  

  

2568 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Arthralgia 3 (8.1 ) 0 3 (8.1 ) 0 0 

  Back pain 2 (5.4 ) 1 (2.7 ) 0 1 (2.7 ) 0 

  Bone pain 2 (5.4 ) 0 2 (5.4 ) 0 0 

Nervous system disorders      

  -Total 7 (18.9) 2 (5.4 ) 3 (8.1 ) 2 (5.4 ) 0 

  Headache 7 (18.9) 2 (5.4 ) 3 (8.1 ) 2 (5.4 ) 0 

  Somnolence 1 (2.7 ) 1 (2.7 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 4 (10.8) 2 (5.4 ) 2 (5.4 ) 0 0 

  Epistaxis 4 (10.8) 2 (5.4 ) 2 (5.4 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Rash 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Dry skin 1 (2.7 ) 1 (2.7 ) 0 0 0 

Vascular disorders      

  -Total 7 (18.9) 2 (5.4 ) 5 (13.5) 0 0 

  Hypertension 7 (18.9) 2 (5.4 ) 5 (13.5) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 154a 

Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% 

of the patients), by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 17 (89.5) 2 (10.5) 2 (10.5) 7 (36.8) 6 (31.6) 

Blood and lymphatic system disorders      

  -Total 11 (57.9) 2 (10.5) 1 (5.3 ) 5 (26.3) 3 (15.8) 

  Anaemia 4 (21.1) 1 (5.3 ) 0 3 (15.8) 0 

  Febrile neutropenia 4 (21.1) 0 1 (5.3 ) 3 (15.8) 0 

  Neutropenia 4 (21.1) 1 (5.3 ) 0 2 (10.5) 1 (5.3 ) 

  Leukopenia 3 (15.8) 0 0 1 (5.3 ) 2 (10.5) 

  Thrombocytopenia 3 (15.8) 0 0 1 (5.3 ) 2 (10.5) 

  Bone marrow failure 2 (10.5) 0 1 (5.3 ) 1 (5.3 ) 0 

Cardiac disorders      

  -Total 2 (10.5) 2 (10.5) 0 0 0 

  Sinus bradycardia 2 (10.5) 2 (10.5) 0 0 0 

Gastrointestinal disorders      
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 8 (42.1) 1 (5.3 ) 4 (21.1) 3 (15.8) 0 

  Stomatitis 4 (21.1) 0 3 (15.8) 1 (5.3 ) 0 

  Constipation 3 (15.8) 0 2 (10.5) 1 (5.3 ) 0 

  Dental caries 2 (10.5) 0 1 (5.3 ) 1 (5.3 ) 0 

  Nausea 2 (10.5) 2 (10.5) 0 0 0 

  Vomiting 1 (5.3 ) 1 (5.3 ) 0 0 0 

General disorders and administration site conditions      

  -Total 6 (31.6) 3 (15.8) 3 (15.8) 0 0 

  Fatigue 3 (15.8) 3 (15.8) 0 0 0 

  Pyrexia 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Catheter site pain 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

Infections and infestations      

  -Total 3 (15.8) 0 0 1 (5.3 ) 2 (10.5) 

  Septic shock 2 (10.5) 0 0 0 2 (10.5) 

  Neutropenic infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

Injury, poisoning and procedural complications      

  -Total 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Contusion 1 (5.3 ) 1 (5.3 ) 0 0 0 

Investigations      
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 5 (26.3) 1 (5.3 ) 2 (10.5) 1 (5.3 ) 1 (5.3 ) 

  C-reactive protein increased 3 (15.8) 0 2 (10.5) 1 (5.3 ) 0 

  Alanine aminotransferase increased 2 (10.5) 1 (5.3 ) 0 1 (5.3 ) 0 

  Platelet count decreased 2 (10.5) 1 (5.3 ) 0 0 1 (5.3 ) 

Metabolism and nutrition disorders      

  -Total 4 (21.1) 3 (15.8) 1 (5.3 ) 0 0 

  Decreased appetite 2 (10.5) 2 (10.5) 0 0 0 

  Hypokalaemia 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Hyperuricaemia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 4 (21.1) 1 (5.3 ) 3 (15.8) 0 0 

  Back pain 3 (15.8) 0 3 (15.8) 0 0 

  Pain in extremity 2 (10.5) 2 (10.5) 0 0 0 

  Arthralgia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Nervous system disorders      

  -Total 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Headache 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 2 (10.5) 0 2 (10.5) 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Epistaxis 2 (10.5) 0 2 (10.5) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 2 (10.5) 2 (10.5) 0 0 0 

  Erythema 2 (10.5) 2 (10.5) 0 0 0 

  Rash 1 (5.3 ) 1 (5.3 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 154a 

Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% 

of the patients), by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 17 (94.4) 1 (5.6 ) 2 (11.1) 8 (44.4) 6 (33.3) 

Blood and lymphatic system disorders      

  -Total 10 (55.6) 0 1 (5.6 ) 7 (38.9) 2 (11.1) 

  Anaemia 5 (27.8) 1 (5.6 ) 2 (11.1) 2 (11.1) 0 

  Febrile neutropenia 4 (22.2) 0 0 3 (16.7) 1 (5.6 ) 

  Neutropenia 2 (11.1) 0 0 2 (11.1) 0 

  Thrombocytopenia 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

Cardiac disorders      

  -Total 2 (11.1) 0 2 (11.1) 0 0 

  Bradycardia 2 (11.1) 0 2 (11.1) 0 0 

Gastrointestinal disorders      
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 7 (38.9) 4 (22.2) 2 (11.1) 1 (5.6 ) 0 

  Constipation 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Nausea 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Stomatitis 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Vomiting 1 (5.6 ) 1 (5.6 ) 0 0 0 

General disorders and administration site conditions      

  -Total 6 (33.3) 3 (16.7) 3 (16.7) 0 0 

  Pyrexia 4 (22.2) 1 (5.6 ) 3 (16.7) 0 0 

  Fatigue 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Oedema peripheral 2 (11.1) 2 (11.1) 0 0 0 

Infections and infestations      

  -Total 7 (38.9) 1 (5.6 ) 1 (5.6 ) 4 (22.2) 1 (5.6 ) 

  Pneumonia 3 (16.7) 0 0 2 (11.1) 1 (5.6 ) 

  Neutropenic infection 2 (11.1) 0 0 2 (11.1) 0 

  Oral herpes 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Investigations      

  -Total 8 (44.4) 1 (5.6 ) 0 3 (16.7) 4 (22.2) 

  White blood cell count decreased 5 (27.8) 0 0 3 (16.7) 2 (11.1) 

  Activated partial thromboplastin time prolonged 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  C-reactive protein increased 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Gamma-glutamyltransferase increased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Neutrophil count decreased 2 (11.1) 0 0 0 2 (11.1) 

  Platelet count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Serum ferritin increased 2 (11.1) 2 (11.1) 0 0 0 

Metabolism and nutrition disorders      

  -Total 6 (33.3) 4 (22.2) 1 (5.6 ) 1 (5.6 ) 0 

  Hyperglycaemia 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Hypokalaemia 3 (16.7) 3 (16.7) 0 0 0 

  Hypomagnesaemia 3 (16.7) 3 (16.7) 0 0 0 

  Decreased appetite 2 (11.1) 2 (11.1) 0 0 0 

  Fluid overload 2 (11.1) 0 2 (11.1) 0 0 

  Hyperkalaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hypertriglyceridaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hyperuricaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hypocalcaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hypophosphataemia 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

Musculoskeletal and connective tissue disorders      

  -Total 7 (38.9) 1 (5.6 ) 5 (27.8) 1 (5.6 ) 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain in extremity 4 (22.2) 1 (5.6 ) 3 (16.7) 0 0 

  Arthralgia 2 (11.1) 0 2 (11.1) 0 0 

  Bone pain 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Back pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

Nervous system disorders      

  -Total 5 (27.8) 2 (11.1) 2 (11.1) 1 (5.6 ) 0 

  Somnolence 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Headache 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Psychiatric disorders      

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Insomnia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Epistaxis 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

Skin and subcutaneous tissue disorders      

  -Total 6 (33.3) 2 (11.1) 3 (16.7) 1 (5.6 ) 0 

  Dry skin 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Rash 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Toxic skin eruption 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders      

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypertension 1 (5.6 ) 0 1 (5.6 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 154b 

Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% 

of the patients), by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 35 (79.5) 3 (6.8 ) 2 (4.5 ) 16 (36.4) 14 (31.8) 

Blood and lymphatic system disorders      

  -Total 26 (59.1) 3 (6.8 ) 3 (6.8 ) 14 (31.8) 6 (13.6) 

  Anaemia 14 (31.8) 2 (4.5 ) 4 (9.1 ) 8 (18.2) 0 

  Febrile neutropenia 12 (27.3) 0 1 (2.3 ) 10 (22.7) 1 (2.3 ) 

  Neutropenia 8 (18.2) 1 (2.3 ) 0 5 (11.4) 2 (4.5 ) 

  Thrombocytopenia 7 (15.9) 0 1 (2.3 ) 2 (4.5 ) 4 (9.1 ) 

Gastrointestinal disorders      

  -Total 16 (36.4) 5 (11.4) 8 (18.2) 3 (6.8 ) 0 

  Constipation 8 (18.2) 3 (6.8 ) 4 (9.1 ) 1 (2.3 ) 0 

  Stomatitis 8 (18.2) 3 (6.8 ) 3 (6.8 ) 2 (4.5 ) 0 

  Nausea 6 (13.6) 3 (6.8 ) 3 (6.8 ) 0 0 

  Vomiting 3 (6.8 ) 3 (6.8 ) 0 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration site conditions      

  -Total 16 (36.4) 7 (15.9) 7 (15.9) 2 (4.5 ) 0 

  Pyrexia 13 (29.5) 4 (9.1 ) 7 (15.9) 2 (4.5 ) 0 

  Fatigue 7 (15.9) 5 (11.4) 2 (4.5 ) 0 0 

Injury, poisoning and procedural complications      

  -Total 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Contusion 2 (4.5 ) 2 (4.5 ) 0 0 0 

Investigations      

  -Total 19 (43.2) 1 (2.3 ) 2 (4.5 ) 5 (11.4) 11 (25.0) 

  Platelet count decreased 8 (18.2) 0 0 1 (2.3 ) 7 (15.9) 

  White blood cell count decreased 8 (18.2) 1 (2.3 ) 1 (2.3 ) 4 (9.1 ) 2 (4.5 ) 

  Neutrophil count decreased 6 (13.6) 2 (4.5 ) 0 0 4 (9.1 ) 

  C-reactive protein increased 5 (11.4) 2 (4.5 ) 2 (4.5 ) 1 (2.3 ) 0 

Metabolism and nutrition disorders      

  -Total 13 (29.5) 8 (18.2) 2 (4.5 ) 3 (6.8 ) 0 

  Hypokalaemia 9 (20.5) 4 (9.1 ) 2 (4.5 ) 3 (6.8 ) 0 

  Decreased appetite 6 (13.6) 4 (9.1 ) 0 2 (4.5 ) 0 

  Hyperuricaemia 5 (11.4) 5 (11.4) 0 0 0 

Musculoskeletal and connective tissue disorders      
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 10 (22.7) 2 (4.5 ) 7 (15.9) 1 (2.3 ) 0 

  Pain in extremity 7 (15.9) 3 (6.8 ) 4 (9.1 ) 0 0 

  Back pain 5 (11.4) 0 4 (9.1 ) 1 (2.3 ) 0 

  Arthralgia 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

Nervous system disorders      

  -Total 7 (15.9) 3 (6.8 ) 3 (6.8 ) 1 (2.3 ) 0 

  Headache 7 (15.9) 3 (6.8 ) 3 (6.8 ) 1 (2.3 ) 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 7 (15.9) 2 (4.5 ) 4 (9.1 ) 1 (2.3 ) 0 

  Epistaxis 6 (13.6) 1 (2.3 ) 4 (9.1 ) 1 (2.3 ) 0 

  Cough 2 (4.5 ) 2 (4.5 ) 0 0 0 

Vascular disorders      

  -Total 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Hypertension 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 154b 

Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% 

of the patients), by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 23 (76.7) 3 (10.0) 5 (16.7) 8 (26.7) 7 (23.3) 

Blood and lymphatic system disorders      

  -Total 11 (36.7) 1 (3.3 ) 0 7 (23.3) 3 (10.0) 

  Anaemia 6 (20.0) 1 (3.3 ) 0 5 (16.7) 0 

  Febrile neutropenia 5 (16.7) 0 0 5 (16.7) 0 

  Neutropenia 3 (10.0) 0 0 1 (3.3 ) 2 (6.7 ) 

  Thrombocytopenia 3 (10.0) 0 1 (3.3 ) 0 2 (6.7 ) 

Gastrointestinal disorders      

  -Total 11 (36.7) 4 (13.3) 3 (10.0) 4 (13.3) 0 

  Stomatitis 6 (20.0) 2 (6.7 ) 1 (3.3 ) 3 (10.0) 0 

  Nausea 4 (13.3) 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 

  Vomiting 4 (13.3) 3 (10.0) 1 (3.3 ) 0 0 

  Constipation 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration site conditions      

  -Total 10 (33.3) 3 (10.0) 5 (16.7) 2 (6.7 ) 0 

  Pyrexia 9 (30.0) 2 (6.7 ) 5 (16.7) 2 (6.7 ) 0 

  Fatigue 2 (6.7 ) 2 (6.7 ) 0 0 0 

Injury, poisoning and procedural complications      

  -Total 3 (10.0) 3 (10.0) 0 0 0 

  Contusion 3 (10.0) 3 (10.0) 0 0 0 

Investigations      

  -Total 8 (26.7) 1 (3.3 ) 0 2 (6.7 ) 5 (16.7) 

  Neutrophil count decreased 4 (13.3) 0 0 1 (3.3 ) 3 (10.0) 

  Platelet count decreased 4 (13.3) 1 (3.3 ) 0 1 (3.3 ) 2 (6.7 ) 

  White blood cell count decreased 4 (13.3) 0 0 0 4 (13.3) 

  C-reactive protein increased 1 (3.3 ) 0 0 1 (3.3 ) 0 

Metabolism and nutrition disorders      

  -Total 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hypokalaemia 1 (3.3 ) 0 1 (3.3 ) 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 4 (13.3) 0 4 (13.3) 0 0 

  Arthralgia 3 (10.0) 0 3 (10.0) 0 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain in extremity 3 (10.0) 0 3 (10.0) 0 0 

  Back pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

Nervous system disorders      

  -Total 4 (13.3) 1 (3.3 ) 2 (6.7 ) 1 (3.3 ) 0 

  Headache 4 (13.3) 1 (3.3 ) 2 (6.7 ) 1 (3.3 ) 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 5 (16.7) 4 (13.3) 1 (3.3 ) 0 0 

  Cough 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

  Epistaxis 2 (6.7 ) 2 (6.7 ) 0 0 0 

Vascular disorders      

  -Total 5 (16.7) 0 5 (16.7) 0 0 

  Hypertension 5 (16.7) 0 5 (16.7) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 154c 

Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% 

of the patients), by primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (100) 0 0 1 (100) 0 

Blood and lymphatic system disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Febrile neutropenia 1 (100) 0 0 1 (100) 0 

  Neutropenia 1 (100) 0 0 1 (100) 0 

Gastrointestinal disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Abdominal pain upper 1 (100) 0 1 (100) 0 0 

  Constipation 1 (100) 0 1 (100) 0 0 

  Flatulence 1 (100) 0 1 (100) 0 0 

  Gingival pruritus 1 (100) 1 (100) 0 0 0 

  Stomatitis 1 (100) 0 1 (100) 0 0 

General disorders and administration site conditions      
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Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (100) 0 0 1 (100) 0 

  General physical health deterioration 1 (100) 0 1 (100) 0 0 

  Puncture site haemorrhage 1 (100) 0 0 1 (100) 0 

  Puncture site pain 1 (100) 1 (100) 0 0 0 

  Pyrexia 1 (100) 0 1 (100) 0 0 

Injury, poisoning and procedural complications      

  -Total 1 (100) 0 0 1 (100) 0 

  Fall 1 (100) 1 (100) 0 0 0 

  Transfusion reaction 1 (100) 0 0 1 (100) 0 

Investigations      

  -Total 1 (100) 0 1 (100) 0 0 

  Activated partial thromboplastin time shortened 1 (100) 0 1 (100) 0 0 

  Antithrombin iii decreased 1 (100) 0 1 (100) 0 0 

  C-reactive protein increased 1 (100) 0 1 (100) 0 0 

  Immunoglobulins decreased 1 (100) 0 1 (100) 0 0 

  Protein total decreased 1 (100) 0 1 (100) 0 0 

  Urine output decreased 1 (100) 0 1 (100) 0 0 

Metabolism and nutrition disorders      

  -Total 1 (100) 0 1 (100) 0 0 
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Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypokalaemia 1 (100) 0 1 (100) 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Arthralgia 1 (100) 1 (100) 0 0 0 

  Back pain 1 (100) 0 1 (100) 0 0 

  Pain in extremity 1 (100) 1 (100) 0 0 0 

  Temporomandibular joint syndrome 1 (100) 1 (100) 0 0 0 

Nervous system disorders      

  -Total 1 (100) 1 (100) 0 0 0 

  Leukoencephalopathy 1 (100) 1 (100) 0 0 0 

Reproductive system and breast disorders      

  -Total 1 (100) 1 (100) 0 0 0 

  Penile erythema 1 (100) 1 (100) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Cough 1 (100) 1 (100) 0 0 0 

  Dyspnoea 1 (100) 0 1 (100) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 1 (100) 1 (100) 0 0 0 
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Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Erythema 1 (100) 1 (100) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 154c 

Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% 

of the patients), by primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 57 (78.1) 6 (8.2 ) 7 (9.6 ) 23 (31.5) 21 (28.8) 

Blood and lymphatic system disorders      

  -Total 36 (49.3) 4 (5.5 ) 3 (4.1 ) 20 (27.4) 9 (12.3) 

  Anaemia 20 (27.4) 3 (4.1 ) 4 (5.5 ) 13 (17.8) 0 

  Febrile neutropenia 16 (21.9) 0 1 (1.4 ) 14 (19.2) 1 (1.4 ) 

  Neutropenia 10 (13.7) 1 (1.4 ) 0 5 (6.8 ) 4 (5.5 ) 

  Thrombocytopenia 10 (13.7) 0 2 (2.7 ) 2 (2.7 ) 6 (8.2 ) 

Gastrointestinal disorders      

  -Total 25 (34.2) 9 (12.3) 9 (12.3) 7 (9.6 ) 0 

  Stomatitis 13 (17.8) 5 (6.8 ) 3 (4.1 ) 5 (6.8 ) 0 

  Constipation 10 (13.7) 5 (6.8 ) 4 (5.5 ) 1 (1.4 ) 0 

  Nausea 10 (13.7) 5 (6.8 ) 4 (5.5 ) 1 (1.4 ) 0 

General disorders and administration site conditions      
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 25 (34.2) 10 (13.7) 11 (15.1) 4 (5.5 ) 0 

  Pyrexia 21 (28.8) 6 (8.2 ) 11 (15.1) 4 (5.5 ) 0 

  Fatigue 9 (12.3) 7 (9.6 ) 2 (2.7 ) 0 0 

  General physical health deterioration 1 (1.4 ) 0 1 (1.4 ) 0 0 

Investigations      

  -Total 26 (35.6) 2 (2.7 ) 1 (1.4 ) 7 (9.6 ) 16 (21.9) 

  Platelet count decreased 12 (16.4) 1 (1.4 ) 0 2 (2.7 ) 9 (12.3) 

  White blood cell count decreased 12 (16.4) 1 (1.4 ) 1 (1.4 ) 4 (5.5 ) 6 (8.2 ) 

  Neutrophil count decreased 10 (13.7) 2 (2.7 ) 0 1 (1.4 ) 7 (9.6 ) 

  C-reactive protein increased 5 (6.8 ) 2 (2.7 ) 1 (1.4 ) 2 (2.7 ) 0 

  Antithrombin iii decreased 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Urine output decreased 1 (1.4 ) 0 1 (1.4 ) 0 0 

Metabolism and nutrition disorders      

  -Total 9 (12.3) 4 (5.5 ) 2 (2.7 ) 3 (4.1 ) 0 

  Hypokalaemia 9 (12.3) 4 (5.5 ) 2 (2.7 ) 3 (4.1 ) 0 

Musculoskeletal and connective tissue disorders      

  -Total 13 (17.8) 2 (2.7 ) 10 (13.7) 1 (1.4 ) 0 

  Pain in extremity 9 (12.3) 2 (2.7 ) 7 (9.6 ) 0 0 

  Arthralgia 5 (6.8 ) 0 5 (6.8 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Back pain 5 (6.8 ) 1 (1.4 ) 3 (4.1 ) 1 (1.4 ) 0 

Nervous system disorders      

  -Total 11 (15.1) 4 (5.5 ) 5 (6.8 ) 2 (2.7 ) 0 

  Headache 11 (15.1) 4 (5.5 ) 5 (6.8 ) 2 (2.7 ) 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 11 (15.1) 5 (6.8 ) 5 (6.8 ) 1 (1.4 ) 0 

  Epistaxis 8 (11.0) 3 (4.1 ) 4 (5.5 ) 1 (1.4 ) 0 

  Cough 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Dyspnoea 1 (1.4 ) 0 1 (1.4 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Erythema 1 (1.4 ) 1 (1.4 ) 0 0 0 

Vascular disorders      

  -Total 8 (11.0) 2 (2.7 ) 6 (8.2 ) 0 0 

  Hypertension 8 (11.0) 2 (2.7 ) 6 (8.2 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 
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- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 154d 

Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% 

of the patients), by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 42 (79.2) 6 (11.3) 7 (13.2) 23 (43.4) 6 (11.3) 

Blood and lymphatic system disorders      

  -Total 18 (34.0) 3 (5.7 ) 2 (3.8 ) 12 (22.6) 1 (1.9 ) 

  Febrile neutropenia 9 (17.0) 0 0 9 (17.0) 0 

  Neutropenia 7 (13.2) 1 (1.9 ) 0 5 (9.4 ) 1 (1.9 ) 

  Anaemia 6 (11.3) 2 (3.8 ) 2 (3.8 ) 2 (3.8 ) 0 

  Thrombocytopenia 2 (3.8 ) 0 1 (1.9 ) 0 1 (1.9 ) 

Cardiac disorders      

  -Total 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Sinus bradycardia 1 (1.9 ) 1 (1.9 ) 0 0 0 

Gastrointestinal disorders      

  -Total 15 (28.3) 5 (9.4 ) 4 (7.5 ) 6 (11.3) 0 

  Stomatitis 9 (17.0) 2 (3.8 ) 2 (3.8 ) 5 (9.4 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Constipation 5 (9.4 ) 1 (1.9 ) 3 (5.7 ) 1 (1.9 ) 0 

  Nausea 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 0 0 

  Vomiting 1 (1.9 ) 1 (1.9 ) 0 0 0 

General disorders and administration site conditions      

  -Total 15 (28.3) 6 (11.3) 7 (13.2) 2 (3.8 ) 0 

  Pyrexia 12 (22.6) 3 (5.7 ) 7 (13.2) 2 (3.8 ) 0 

  Catheter site pain 2 (3.8 ) 2 (3.8 ) 0 0 0 

  Fatigue 1 (1.9 ) 1 (1.9 ) 0 0 0 

Immune system disorders      

  -Total 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Hypogammaglobulinaemia 1 (1.9 ) 0 1 (1.9 ) 0 0 

Infections and infestations      

  -Total 2 (3.8 ) 0 1 (1.9 ) 0 1 (1.9 ) 

  Pneumonia 2 (3.8 ) 0 1 (1.9 ) 0 1 (1.9 ) 

Investigations      

  -Total 13 (24.5) 2 (3.8 ) 2 (3.8 ) 5 (9.4 ) 4 (7.5 ) 

  White blood cell count decreased 6 (11.3) 1 (1.9 ) 1 (1.9 ) 2 (3.8 ) 2 (3.8 ) 

  Platelet count decreased 5 (9.4 ) 1 (1.9 ) 0 2 (3.8 ) 2 (3.8 ) 

  C-reactive protein increased 4 (7.5 ) 0 2 (3.8 ) 2 (3.8 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 4 (7.5 ) 2 (3.8 ) 0 0 2 (3.8 ) 

  Alanine aminotransferase increased 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Antithrombin iii decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Aspartate aminotransferase increased 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Urine output decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

Metabolism and nutrition disorders      

  -Total 4 (7.5 ) 1 (1.9 ) 2 (3.8 ) 1 (1.9 ) 0 

  Hyperuricaemia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Hypocalcaemia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Hypokalaemia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Hypomagnesaemia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Hypophosphataemia 1 (1.9 ) 0 0 1 (1.9 ) 0 

Musculoskeletal and connective tissue disorders      

  -Total 6 (11.3) 0 5 (9.4 ) 1 (1.9 ) 0 

  Arthralgia 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 0 0 

  Back pain 3 (5.7 ) 0 3 (5.7 ) 0 0 

  Bone pain 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Pain in extremity 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

Nervous system disorders      



  

  

2601 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 4 (7.5 ) 1 (1.9 ) 1 (1.9 ) 2 (3.8 ) 0 

  Headache 3 (5.7 ) 1 (1.9 ) 1 (1.9 ) 1 (1.9 ) 0 

  Somnolence 1 (1.9 ) 0 0 1 (1.9 ) 0 

Renal and urinary disorders      

  -Total 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Haematuria 1 (1.9 ) 1 (1.9 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 2 (3.8 ) 2 (3.8 ) 0 0 0 

  Cough 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Hypoxia 1 (1.9 ) 1 (1.9 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 0 0 

  Rash 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 0 0 

  Dry skin 1 (1.9 ) 1 (1.9 ) 0 0 0 

Vascular disorders      

  -Total 4 (7.5 ) 0 3 (5.7 ) 1 (1.9 ) 0 

  Hypertension 3 (5.7 ) 0 3 (5.7 ) 0 0 

  Hypotension 1 (1.9 ) 0 0 1 (1.9 ) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 154d 

Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% 

of the patients), by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 18 (100) 0 2 (11.1) 2 (11.1) 14 (77.8) 

Blood and lymphatic system disorders      

  -Total 16 (88.9) 1 (5.6 ) 1 (5.6 ) 6 (33.3) 8 (44.4) 

  Anaemia 12 (66.7) 1 (5.6 ) 2 (11.1) 9 (50.0) 0 

  Thrombocytopenia 8 (44.4) 0 1 (5.6 ) 2 (11.1) 5 (27.8) 

  Febrile neutropenia 6 (33.3) 0 1 (5.6 ) 4 (22.2) 1 (5.6 ) 

  Neutropenia 4 (22.2) 0 0 1 (5.6 ) 3 (16.7) 

Cardiac disorders      

  -Total 8 (44.4) 5 (27.8) 3 (16.7) 0 0 

  Tachycardia 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Sinus tachycardia 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Bradycardia 2 (11.1) 0 2 (11.1) 0 0 

  Sinus bradycardia 2 (11.1) 2 (11.1) 0 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Ear and labyrinth disorders      

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Ear pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Endocrine disorders      

  -Total 2 (11.1) 2 (11.1) 0 0 0 

  Cushingoid 2 (11.1) 2 (11.1) 0 0 0 

Gastrointestinal disorders      

  -Total 16 (88.9) 5 (27.8) 7 (38.9) 4 (22.2) 0 

  Nausea 7 (38.9) 3 (16.7) 3 (16.7) 1 (5.6 ) 0 

  Constipation 6 (33.3) 4 (22.2) 2 (11.1) 0 0 

  Vomiting 6 (33.3) 5 (27.8) 1 (5.6 ) 0 0 

  Stomatitis 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Abdominal distension 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Abdominal pain 4 (22.2) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 0 

  Diarrhoea 4 (22.2) 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 

  Gingival bleeding 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Oral pain 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Anal fistula 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

General disorders and administration site conditions      
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 14 (77.8) 6 (33.3) 6 (33.3) 2 (11.1) 0 

  Pyrexia 9 (50.0) 3 (16.7) 5 (27.8) 1 (5.6 ) 0 

  Fatigue 8 (44.4) 6 (33.3) 2 (11.1) 0 0 

  Malaise 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Pain 4 (22.2) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 0 

  Oedema peripheral 3 (16.7) 3 (16.7) 0 0 0 

  Asthenia 2 (11.1) 2 (11.1) 0 0 0 

  Catheter site pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Infections and infestations      

  -Total 7 (38.9) 1 (5.6 ) 3 (16.7) 3 (16.7) 0 

  Pneumonia 3 (16.7) 1 (5.6 ) 0 2 (11.1) 0 

  Bacterial infection 2 (11.1) 0 2 (11.1) 0 0 

  Oral candidiasis 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Rhinovirus infection 2 (11.1) 2 (11.1) 0 0 0 

Injury, poisoning and procedural complications      

  -Total 5 (27.8) 5 (27.8) 0 0 0 

  Contusion 5 (27.8) 5 (27.8) 0 0 0 

Investigations      

  -Total 14 (77.8) 2 (11.1) 1 (5.6 ) 1 (5.6 ) 10 (55.6) 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased 5 (27.8) 0 0 0 5 (27.8) 

  White blood cell count decreased 5 (27.8) 0 0 2 (11.1) 3 (16.7) 

  Aspartate aminotransferase increased 4 (22.2) 1 (5.6 ) 1 (5.6 ) 2 (11.1) 0 

  Weight decreased 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Blood bilirubin increased 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Neutrophil count decreased 3 (16.7) 0 0 0 3 (16.7) 

  Serum ferritin increased 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Activated partial thromboplastin time prolonged 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Alanine aminotransferase increased 2 (11.1) 0 0 2 (11.1) 0 

  C-reactive protein increased 2 (11.1) 2 (11.1) 0 0 0 

  Gamma-glutamyltransferase increased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Lipase increased 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

Metabolism and nutrition disorders      

  -Total 14 (77.8) 7 (38.9) 4 (22.2) 3 (16.7) 0 

  Hypokalaemia 8 (44.4) 4 (22.2) 2 (11.1) 2 (11.1) 0 

  Decreased appetite 6 (33.3) 4 (22.2) 0 2 (11.1) 0 

  Hyperkalaemia 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Hyperuricaemia 4 (22.2) 4 (22.2) 0 0 0 

  Hypocalcaemia 4 (22.2) 4 (22.2) 0 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypophosphataemia 4 (22.2) 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 

  Hyperglycaemia 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Hypomagnesaemia 3 (16.7) 3 (16.7) 0 0 0 

  Dehydration 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Fluid overload 2 (11.1) 0 2 (11.1) 0 0 

  Hypertriglyceridaemia 2 (11.1) 2 (11.1) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 11 (61.1) 4 (22.2) 5 (27.8) 2 (11.1) 0 

  Pain in extremity 8 (44.4) 2 (11.1) 6 (33.3) 0 0 

  Arthralgia 3 (16.7) 0 3 (16.7) 0 0 

  Back pain 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Myalgia 3 (16.7) 3 (16.7) 0 0 0 

  Bone pain 2 (11.1) 0 2 (11.1) 0 0 

  Neck pain 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

Nervous system disorders      

  -Total 11 (61.1) 5 (27.8) 5 (27.8) 1 (5.6 ) 0 

  Headache 8 (44.4) 3 (16.7) 4 (22.2) 1 (5.6 ) 0 

  Somnolence 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Dyskinesia 2 (11.1) 2 (11.1) 0 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Psychiatric disorders      

  -Total 7 (38.9) 1 (5.6 ) 6 (33.3) 0 0 

  Anxiety 4 (22.2) 0 4 (22.2) 0 0 

  Agitation 2 (11.1) 0 2 (11.1) 0 0 

  Insomnia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Renal and urinary disorders      

  -Total 6 (33.3) 4 (22.2) 2 (11.1) 0 0 

  Haematuria 3 (16.7) 3 (16.7) 0 0 0 

  Dysuria 2 (11.1) 2 (11.1) 0 0 0 

  Urinary retention 2 (11.1) 0 2 (11.1) 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 13 (72.2) 5 (27.8) 5 (27.8) 3 (16.7) 0 

  Epistaxis 8 (44.4) 3 (16.7) 4 (22.2) 1 (5.6 ) 0 

  Cough 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Tachypnoea 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Hypoxia 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Oropharyngeal pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Pleural effusion 2 (11.1) 0 2 (11.1) 0 0 

  Rhinorrhoea 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Skin and subcutaneous tissue disorders      

  -Total 7 (38.9) 5 (27.8) 2 (11.1) 0 0 

  Dry skin 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Rash 3 (16.7) 3 (16.7) 0 0 0 

  Alopecia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Ingrowing nail 2 (11.1) 2 (11.1) 0 0 0 

Vascular disorders      

  -Total 6 (33.3) 3 (16.7) 3 (16.7) 0 0 

  Hypertension 5 (27.8) 2 (11.1) 3 (16.7) 0 0 

  Hypotension 2 (11.1) 2 (11.1) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 154d 

Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% 

of the patients), by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (100) 0 0 1 (33.3) 2 (66.7) 

Blood and lymphatic system disorders      

  -Total 3 (100) 0 0 3 (100) 0 

  Anaemia 2 (66.7) 0 0 2 (66.7) 0 

  Febrile neutropenia 2 (66.7) 0 0 2 (66.7) 0 

General disorders and administration site conditions      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Pyrexia 1 (33.3) 0 0 1 (33.3) 0 

Immune system disorders      

  -Total 2 (66.7) 0 1 (33.3) 1 (33.3) 0 

  Anaphylactic reaction 1 (33.3) 0 0 1 (33.3) 0 

  Hypogammaglobulinaemia 1 (33.3) 0 1 (33.3) 0 0 
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Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

  -Total 2 (66.7) 0 0 2 (66.7) 0 

  Croup infectious 1 (33.3) 0 0 1 (33.3) 0 

  Otitis externa 1 (33.3) 0 0 1 (33.3) 0 

Investigations      

  -Total 3 (100) 0 0 1 (33.3) 2 (66.7) 

  Neutrophil count decreased 3 (100) 0 0 1 (33.3) 2 (66.7) 

  Platelet count decreased 2 (66.7) 0 0 0 2 (66.7) 

  Antithrombin iii decreased 1 (33.3) 0 1 (33.3) 0 0 

  Urine output decreased 1 (33.3) 0 1 (33.3) 0 0 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Hypokalaemia 1 (33.3) 0 0 1 (33.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 154e 

Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% 

of the patients), by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 35 (77.8) 6 (13.3) 5 (11.1) 11 (24.4) 13 (28.9) 

Blood and lymphatic system disorders      

  -Total 24 (53.3) 3 (6.7 ) 3 (6.7 ) 12 (26.7) 6 (13.3) 

  Anaemia 12 (26.7) 2 (4.4 ) 3 (6.7 ) 7 (15.6) 0 

  Febrile neutropenia 8 (17.8) 0 0 7 (15.6) 1 (2.2 ) 

  Neutropenia 8 (17.8) 1 (2.2 ) 0 5 (11.1) 2 (4.4 ) 

  Thrombocytopenia 6 (13.3) 0 2 (4.4 ) 0 4 (8.9 ) 

  Bone marrow failure 1 (2.2 ) 0 0 1 (2.2 ) 0 

Gastrointestinal disorders      

  -Total 15 (33.3) 7 (15.6) 6 (13.3) 2 (4.4 ) 0 

  Nausea 7 (15.6) 4 (8.9 ) 3 (6.7 ) 0 0 

  Stomatitis 7 (15.6) 2 (4.4 ) 3 (6.7 ) 2 (4.4 ) 0 

  Constipation 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vomiting 5 (11.1) 5 (11.1) 0 0 0 

  Dental caries 1 (2.2 ) 0 1 (2.2 ) 0 0 

General disorders and administration site conditions      

  -Total 15 (33.3) 8 (17.8) 5 (11.1) 2 (4.4 ) 0 

  Pyrexia 13 (28.9) 6 (13.3) 5 (11.1) 2 (4.4 ) 0 

  Fatigue 6 (13.3) 5 (11.1) 1 (2.2 ) 0 0 

  Pain 1 (2.2 ) 0 1 (2.2 ) 0 0 

Investigations      

  -Total 16 (35.6) 1 (2.2 ) 0 5 (11.1) 10 (22.2) 

  Platelet count decreased 8 (17.8) 1 (2.2 ) 0 2 (4.4 ) 5 (11.1) 

  Neutrophil count decreased 7 (15.6) 2 (4.4 ) 0 1 (2.2 ) 4 (8.9 ) 

  White blood cell count decreased 7 (15.6) 0 1 (2.2 ) 3 (6.7 ) 3 (6.7 ) 

Metabolism and nutrition disorders      

  -Total 6 (13.3) 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 0 

  Hypokalaemia 4 (8.9 ) 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 

  Decreased appetite 3 (6.7 ) 2 (4.4 ) 0 1 (2.2 ) 0 

  Hypophosphataemia 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 

Musculoskeletal and connective tissue disorders      

  -Total 7 (15.6) 2 (4.4 ) 5 (11.1) 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain in extremity 5 (11.1) 2 (4.4 ) 3 (6.7 ) 0 0 

  Arthralgia 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Back pain 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

Nervous system disorders      

  -Total 8 (17.8) 3 (6.7 ) 4 (8.9 ) 1 (2.2 ) 0 

  Headache 7 (15.6) 3 (6.7 ) 4 (8.9 ) 0 0 

  Seizure 1 (2.2 ) 0 0 1 (2.2 ) 0 

Psychiatric disorders      

  -Total 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Anxiety 1 (2.2 ) 0 1 (2.2 ) 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 5 (11.1) 1 (2.2 ) 3 (6.7 ) 1 (2.2 ) 0 

  Epistaxis 5 (11.1) 1 (2.2 ) 3 (6.7 ) 1 (2.2 ) 0 

Skin and subcutaneous tissue disorders      

  -Total 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 0 

  Rash 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 0 

Vascular disorders      

  -Total 6 (13.3) 1 (2.2 ) 5 (11.1) 0 0 

  Hypertension 6 (13.3) 1 (2.2 ) 5 (11.1) 0 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 154e 

Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% 

of the patients), by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 27 (93.1) 3 (10.3) 3 (10.3) 13 (44.8) 8 (27.6) 

Blood and lymphatic system disorders      

  -Total 15 (51.7) 0 1 (3.4 ) 11 (37.9) 3 (10.3) 

  Febrile neutropenia 9 (31.0) 0 1 (3.4 ) 8 (27.6) 0 

  Anaemia 8 (27.6) 1 (3.4 ) 1 (3.4 ) 6 (20.7) 0 

  Thrombocytopenia 4 (13.8) 0 0 2 (6.9 ) 2 (6.9 ) 

  Bone marrow failure 3 (10.3) 0 1 (3.4 ) 2 (6.9 ) 0 

  Neutropenia 3 (10.3) 0 0 1 (3.4 ) 2 (6.9 ) 

Gastrointestinal disorders      

  -Total 14 (48.3) 3 (10.3) 5 (17.2) 6 (20.7) 0 

  Stomatitis 7 (24.1) 3 (10.3) 1 (3.4 ) 3 (10.3) 0 

  Constipation 6 (20.7) 1 (3.4 ) 4 (13.8) 1 (3.4 ) 0 

  Dental caries 3 (10.3) 2 (6.9 ) 0 1 (3.4 ) 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nausea 3 (10.3) 1 (3.4 ) 1 (3.4 ) 1 (3.4 ) 0 

  Vomiting 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

General disorders and administration site conditions      

  -Total 12 (41.4) 2 (6.9 ) 7 (24.1) 3 (10.3) 0 

  Pyrexia 9 (31.0) 0 7 (24.1) 2 (6.9 ) 0 

  Fatigue 3 (10.3) 2 (6.9 ) 1 (3.4 ) 0 0 

  Pain 3 (10.3) 1 (3.4 ) 1 (3.4 ) 1 (3.4 ) 0 

Investigations      

  -Total 7 (24.1) 1 (3.4 ) 0 0 6 (20.7) 

  White blood cell count decreased 5 (17.2) 1 (3.4 ) 0 1 (3.4 ) 3 (10.3) 

  Platelet count decreased 4 (13.8) 0 0 0 4 (13.8) 

  Neutrophil count decreased 3 (10.3) 0 0 0 3 (10.3) 

Metabolism and nutrition disorders      

  -Total 8 (27.6) 3 (10.3) 2 (6.9 ) 3 (10.3) 0 

  Hypokalaemia 6 (20.7) 2 (6.9 ) 2 (6.9 ) 2 (6.9 ) 0 

  Decreased appetite 3 (10.3) 2 (6.9 ) 0 1 (3.4 ) 0 

  Hypophosphataemia 3 (10.3) 1 (3.4 ) 1 (3.4 ) 1 (3.4 ) 0 

Musculoskeletal and connective tissue disorders      

  -Total 7 (24.1) 0 6 (20.7) 1 (3.4 ) 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain in extremity 5 (17.2) 1 (3.4 ) 4 (13.8) 0 0 

  Arthralgia 4 (13.8) 1 (3.4 ) 3 (10.3) 0 0 

  Back pain 4 (13.8) 0 3 (10.3) 1 (3.4 ) 0 

Nervous system disorders      

  -Total 7 (24.1) 2 (6.9 ) 2 (6.9 ) 3 (10.3) 0 

  Headache 4 (13.8) 1 (3.4 ) 1 (3.4 ) 2 (6.9 ) 0 

  Seizure 3 (10.3) 1 (3.4 ) 1 (3.4 ) 1 (3.4 ) 0 

Psychiatric disorders      

  -Total 3 (10.3) 0 3 (10.3) 0 0 

  Anxiety 3 (10.3) 0 3 (10.3) 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 3 (10.3) 2 (6.9 ) 1 (3.4 ) 0 0 

  Epistaxis 3 (10.3) 2 (6.9 ) 1 (3.4 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Rash 1 (3.4 ) 1 (3.4 ) 0 0 0 

Vascular disorders      

  -Total 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Hypertension 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 154f 

Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% 

of the patients), by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 19 (70.4) 3 (11.1) 3 (11.1) 8 (29.6) 5 (18.5) 

Blood and lymphatic system disorders      

  -Total 12 (44.4) 1 (3.7 ) 1 (3.7 ) 8 (29.6) 2 (7.4 ) 

  Anaemia 6 (22.2) 1 (3.7 ) 1 (3.7 ) 4 (14.8) 0 

  Febrile neutropenia 6 (22.2) 0 0 6 (22.2) 0 

  Neutropenia 3 (11.1) 0 0 2 (7.4 ) 1 (3.7 ) 

  Thrombocytopenia 3 (11.1) 0 1 (3.7 ) 0 2 (7.4 ) 

Gastrointestinal disorders      

  -Total 9 (33.3) 4 (14.8) 5 (18.5) 0 0 

  Nausea 5 (18.5) 3 (11.1) 2 (7.4 ) 0 0 

  Vomiting 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Constipation 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Stomatitis 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal distension 1 (3.7 ) 1 (3.7 ) 0 0 0 

General disorders and administration site conditions      

  -Total 6 (22.2) 3 (11.1) 3 (11.1) 0 0 

  Pyrexia 5 (18.5) 2 (7.4 ) 3 (11.1) 0 0 

  Fatigue 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Asthenia 1 (3.7 ) 1 (3.7 ) 0 0 0 

Infections and infestations      

  -Total 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Pneumonia 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

Injury, poisoning and procedural complications      

  -Total 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Contusion 2 (7.4 ) 2 (7.4 ) 0 0 0 

Investigations      

  -Total 9 (33.3) 2 (7.4 ) 0 4 (14.8) 3 (11.1) 

  White blood cell count decreased 5 (18.5) 1 (3.7 ) 0 3 (11.1) 1 (3.7 ) 

  Platelet count decreased 4 (14.8) 1 (3.7 ) 0 1 (3.7 ) 2 (7.4 ) 

  Neutrophil count decreased 3 (11.1) 1 (3.7 ) 0 1 (3.7 ) 1 (3.7 ) 

Metabolism and nutrition disorders      

  -Total 2 (7.4 ) 2 (7.4 ) 0 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypokalaemia 2 (7.4 ) 2 (7.4 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 3 (11.1) 0 3 (11.1) 0 0 

  Arthralgia 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Pain in extremity 2 (7.4 ) 0 2 (7.4 ) 0 0 

Nervous system disorders      

  -Total 6 (22.2) 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 

  Headache 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 

  Somnolence 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 4 (14.8) 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 

  Epistaxis 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

  Cough 1 (3.7 ) 1 (3.7 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Ingrowing nail 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rash 1 (3.7 ) 1 (3.7 ) 0 0 0 

Vascular disorders      

  -Total 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypertension 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 154f 

Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% 

of the patients), by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 39 (88.6) 3 (6.8 ) 3 (6.8 ) 17 (38.6) 16 (36.4) 

Blood and lymphatic system disorders      

  -Total 24 (54.5) 3 (6.8 ) 2 (4.5 ) 13 (29.5) 6 (13.6) 

  Anaemia 14 (31.8) 2 (4.5 ) 3 (6.8 ) 9 (20.5) 0 

  Febrile neutropenia 11 (25.0) 0 1 (2.3 ) 9 (20.5) 1 (2.3 ) 

  Neutropenia 7 (15.9) 1 (2.3 ) 0 4 (9.1 ) 2 (4.5 ) 

  Thrombocytopenia 6 (13.6) 0 0 2 (4.5 ) 4 (9.1 ) 

Cardiac disorders      

  -Total 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Tachycardia 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

Gastrointestinal disorders      

  -Total 18 (40.9) 4 (9.1 ) 7 (15.9) 7 (15.9) 0 

  Stomatitis 12 (27.3) 4 (9.1 ) 3 (6.8 ) 5 (11.4) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Constipation 9 (20.5) 4 (9.1 ) 4 (9.1 ) 1 (2.3 ) 0 

  Nausea 4 (9.1 ) 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 

  Vomiting 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Abdominal distension 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Anal fissure 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Anal fistula 1 (2.3 ) 0 1 (2.3 ) 0 0 

General disorders and administration site conditions      

  -Total 20 (45.5) 6 (13.6) 10 (22.7) 4 (9.1 ) 0 

  Pyrexia 15 (34.1) 2 (4.5 ) 9 (20.5) 4 (9.1 ) 0 

  Fatigue 6 (13.6) 4 (9.1 ) 2 (4.5 ) 0 0 

  Catheter site pain 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

Hepatobiliary disorders      

  -Total 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Hepatocellular injury 2 (4.5 ) 0 0 2 (4.5 ) 0 

Infections and infestations      

  -Total 5 (11.4) 0 1 (2.3 ) 3 (6.8 ) 1 (2.3 ) 

  Pneumonia 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

  Staphylococcal infection 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Oral candidiasis 1 (2.3 ) 0 0 1 (2.3 ) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural complications      

  -Total 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Contusion 2 (4.5 ) 2 (4.5 ) 0 0 0 

Investigations      

  -Total 13 (29.5) 0 0 1 (2.3 ) 12 (27.3) 

  Platelet count decreased 8 (18.2) 0 0 1 (2.3 ) 7 (15.9) 

  Neutrophil count decreased 7 (15.9) 1 (2.3 ) 0 0 6 (13.6) 

  White blood cell count decreased 6 (13.6) 0 1 (2.3 ) 1 (2.3 ) 4 (9.1 ) 

Metabolism and nutrition disorders      

  -Total 12 (27.3) 5 (11.4) 2 (4.5 ) 5 (11.4) 0 

  Hypokalaemia 7 (15.9) 2 (4.5 ) 2 (4.5 ) 3 (6.8 ) 0 

  Decreased appetite 6 (13.6) 4 (9.1 ) 0 2 (4.5 ) 0 

  Hyperuricaemia 5 (11.4) 5 (11.4) 0 0 0 

  Hypophosphataemia 5 (11.4) 2 (4.5 ) 1 (2.3 ) 2 (4.5 ) 0 

Musculoskeletal and connective tissue disorders      

  -Total 8 (18.2) 3 (6.8 ) 5 (11.4) 0 0 

  Pain in extremity 8 (18.2) 3 (6.8 ) 5 (11.4) 0 0 

  Arthralgia 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Myalgia 2 (4.5 ) 2 (4.5 ) 0 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders      

  -Total 8 (18.2) 2 (4.5 ) 4 (9.1 ) 2 (4.5 ) 0 

  Headache 7 (15.9) 1 (2.3 ) 4 (9.1 ) 2 (4.5 ) 0 

  Somnolence 1 (2.3 ) 1 (2.3 ) 0 0 0 

Renal and urinary disorders      

  -Total 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Haematuria 3 (6.8 ) 3 (6.8 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 7 (15.9) 3 (6.8 ) 4 (9.1 ) 0 0 

  Epistaxis 5 (11.4) 2 (4.5 ) 3 (6.8 ) 0 0 

  Cough 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 5 (11.4) 4 (9.1 ) 1 (2.3 ) 0 0 

  Rash 5 (11.4) 4 (9.1 ) 1 (2.3 ) 0 0 

Vascular disorders      

  -Total 5 (11.4) 1 (2.3 ) 4 (9.1 ) 0 0 

  Hypertension 5 (11.4) 1 (2.3 ) 4 (9.1 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 154f 

Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% 

of the patients), by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (100) 0 1 (33.3) 1 (33.3) 1 (33.3) 

Blood and lymphatic system disorders      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

  Thrombocytopenia 1 (33.3) 0 1 (33.3) 0 0 

Cardiac disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Tachycardia 1 (33.3) 1 (33.3) 0 0 0 

Gastrointestinal disorders      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Abdominal distension 1 (33.3) 0 1 (33.3) 0 0 

  Anal fissure 1 (33.3) 0 0 1 (33.3) 0 
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Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal fistula 1 (33.3) 0 0 1 (33.3) 0 

  Nausea 1 (33.3) 0 1 (33.3) 0 0 

  Vomiting 1 (33.3) 1 (33.3) 0 0 0 

General disorders and administration site conditions      

  -Total 3 (100) 2 (66.7) 1 (33.3) 0 0 

  Pyrexia 2 (66.7) 2 (66.7) 0 0 0 

  Asthenia 1 (33.3) 1 (33.3) 0 0 0 

  Catheter site pain 1 (33.3) 1 (33.3) 0 0 0 

  Device related thrombosis 1 (33.3) 0 1 (33.3) 0 0 

  Fatigue 1 (33.3) 1 (33.3) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Hepatocellular injury 1 (33.3) 0 0 1 (33.3) 0 

Infections and infestations      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Oral candidiasis 1 (33.3) 0 1 (33.3) 0 0 

  Pneumonia 1 (33.3) 1 (33.3) 0 0 0 

  Pneumonia fungal 1 (33.3) 0 0 1 (33.3) 0 

  Staphylococcal infection 1 (33.3) 0 0 1 (33.3) 0 
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Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural complications      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Contusion 1 (33.3) 1 (33.3) 0 0 0 

Investigations      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Blood creatinine increased 1 (33.3) 0 1 (33.3) 0 0 

  Oxygen saturation decreased 1 (33.3) 0 0 1 (33.3) 0 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypokalaemia 1 (33.3) 0 1 (33.3) 0 0 

  Iron overload 1 (33.3) 0 1 (33.3) 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 0 0 

  Arthralgia 1 (33.3) 0 1 (33.3) 0 0 

  Myalgia 1 (33.3) 1 (33.3) 0 0 0 

Renal and urinary disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Haematuria 1 (33.3) 1 (33.3) 0 0 0 
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Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Cough 1 (33.3) 1 (33.3) 0 0 0 

  Haemoptysis 1 (33.3) 0 1 (33.3) 0 0 

  Pneumothorax 1 (33.3) 1 (33.3) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Ingrowing nail 1 (33.3) 1 (33.3) 0 0 0 

Vascular disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypertension 1 (33.3) 0 1 (33.3) 0 0 

  Pallor 1 (33.3) 1 (33.3) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 154g 

Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% 

of the patients), by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 7 (100) 0 1 (14.3) 3 (42.9) 3 (42.9) 

Blood and lymphatic system disorders      

  -Total 5 (71.4) 0 1 (14.3) 2 (28.6) 2 (28.6) 

  Febrile neutropenia 2 (28.6) 0 0 2 (28.6) 0 

  Neutropenia 2 (28.6) 0 0 2 (28.6) 0 

  Thrombocytopenia 2 (28.6) 0 1 (14.3) 0 1 (14.3) 

  Bone marrow failure 1 (14.3) 0 1 (14.3) 0 0 

  Leukopenia 1 (14.3) 0 0 0 1 (14.3) 

  Lymphopenia 1 (14.3) 0 0 1 (14.3) 0 

Cardiac disorders      

  -Total 2 (28.6) 2 (28.6) 0 0 0 

  Atrioventricular block 1 (14.3) 1 (14.3) 0 0 0 

  Sinus tachycardia 1 (14.3) 1 (14.3) 0 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Endocrine disorders      

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Cushingoid 1 (14.3) 1 (14.3) 0 0 0 

Gastrointestinal disorders      

  -Total 5 (71.4) 0 2 (28.6) 3 (42.9) 0 

  Constipation 3 (42.9) 1 (14.3) 1 (14.3) 1 (14.3) 0 

  Nausea 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Stomatitis 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Abdominal distension 1 (14.3) 1 (14.3) 0 0 0 

  Abdominal pain upper 1 (14.3) 0 1 (14.3) 0 0 

  Flatulence 1 (14.3) 0 1 (14.3) 0 0 

  Gingival pruritus 1 (14.3) 1 (14.3) 0 0 0 

General disorders and administration site conditions      

  -Total 7 (100) 0 4 (57.1) 3 (42.9) 0 

  Pyrexia 4 (57.1) 0 3 (42.9) 1 (14.3) 0 

  Fatigue 1 (14.3) 1 (14.3) 0 0 0 

  General physical health deterioration 1 (14.3) 0 1 (14.3) 0 0 

  Mucosal inflammation 1 (14.3) 0 1 (14.3) 0 0 

  Pain 1 (14.3) 0 0 1 (14.3) 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Puncture site haemorrhage 1 (14.3) 0 0 1 (14.3) 0 

  Puncture site pain 1 (14.3) 1 (14.3) 0 0 0 

  Vessel puncture site erythema 1 (14.3) 0 1 (14.3) 0 0 

  Vessel puncture site haematoma 1 (14.3) 1 (14.3) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Hepatomegaly 1 (14.3) 1 (14.3) 0 0 0 

Immune system disorders      

  -Total 2 (28.6) 0 0 2 (28.6) 0 

  Cell-mediated immune deficiency 1 (14.3) 0 0 1 (14.3) 0 

  Haemophagocytic lymphohistiocytosis 1 (14.3) 0 0 1 (14.3) 0 

Infections and infestations      

  -Total 2 (28.6) 0 0 1 (14.3) 1 (14.3) 

  Central nervous system infection 1 (14.3) 0 0 0 1 (14.3) 

  Oral candidiasis 1 (14.3) 0 0 1 (14.3) 0 

  Upper respiratory tract infection 1 (14.3) 0 1 (14.3) 0 0 

Injury, poisoning and procedural complications      

  -Total 2 (28.6) 0 0 2 (28.6) 0 

  Contusion 1 (14.3) 1 (14.3) 0 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fall 1 (14.3) 1 (14.3) 0 0 0 

  Gastrostomy tube site complication 1 (14.3) 0 0 1 (14.3) 0 

  Transfusion reaction 1 (14.3) 0 0 1 (14.3) 0 

Investigations      

  -Total 3 (42.9) 1 (14.3) 2 (28.6) 0 0 

  C-reactive protein increased 2 (28.6) 0 2 (28.6) 0 0 

  Activated partial thromboplastin time shortened 1 (14.3) 0 1 (14.3) 0 0 

  Antithrombin iii decreased 1 (14.3) 0 1 (14.3) 0 0 

  Ejection fraction decreased 1 (14.3) 1 (14.3) 0 0 0 

  Immunoglobulins decreased 1 (14.3) 0 1 (14.3) 0 0 

  Protein total decreased 1 (14.3) 0 1 (14.3) 0 0 

  Urine output decreased 1 (14.3) 0 1 (14.3) 0 0 

Metabolism and nutrition disorders      

  -Total 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Hyperkalaemia 1 (14.3) 1 (14.3) 0 0 0 

  Hypokalaemia 1 (14.3) 0 1 (14.3) 0 0 

  Obesity 1 (14.3) 1 (14.3) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 2 (28.6) 0 1 (14.3) 1 (14.3) 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain in extremity 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Arthralgia 1 (14.3) 1 (14.3) 0 0 0 

  Back pain 1 (14.3) 0 1 (14.3) 0 0 

  Neck pain 1 (14.3) 0 0 1 (14.3) 0 

  Temporomandibular joint syndrome 1 (14.3) 1 (14.3) 0 0 0 

Nervous system disorders      

  -Total 5 (71.4) 2 (28.6) 2 (28.6) 1 (14.3) 0 

  Seizure 2 (28.6) 1 (14.3) 0 1 (14.3) 0 

  Cerebral haemorrhage 1 (14.3) 1 (14.3) 0 0 0 

  Cerebral venous sinus thrombosis 1 (14.3) 0 1 (14.3) 0 0 

  Headache 1 (14.3) 0 1 (14.3) 0 0 

  Leukoencephalopathy 1 (14.3) 1 (14.3) 0 0 0 

Renal and urinary disorders      

  -Total 3 (42.9) 1 (14.3) 2 (28.6) 0 0 

  Nephropathy 1 (14.3) 1 (14.3) 0 0 0 

  Urinary retention 1 (14.3) 0 1 (14.3) 0 0 

  Urinary tract disorder 1 (14.3) 0 1 (14.3) 0 0 

Reproductive system and breast disorders      

  -Total 1 (14.3) 1 (14.3) 0 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Penile erythema 1 (14.3) 1 (14.3) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Cough 1 (14.3) 1 (14.3) 0 0 0 

  Dyspnoea 1 (14.3) 0 1 (14.3) 0 0 

  Epistaxis 1 (14.3) 1 (14.3) 0 0 0 

  Hypoxia 1 (14.3) 0 0 1 (14.3) 0 

Skin and subcutaneous tissue disorders      

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Erythema 1 (14.3) 1 (14.3) 0 0 0 

Vascular disorders      

  -Total 2 (28.6) 0 2 (28.6) 0 0 

  Hypertension 2 (28.6) 0 2 (28.6) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 
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grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 154g 

Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% 

of the patients), by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 24 (75.0) 3 (9.4 ) 5 (15.6) 8 (25.0) 8 (25.0) 

Blood and lymphatic system disorders      

  -Total 12 (37.5) 1 (3.1 ) 0 9 (28.1) 2 (6.3 ) 

  Anaemia 8 (25.0) 2 (6.3 ) 1 (3.1 ) 5 (15.6) 0 

  Febrile neutropenia 6 (18.8) 0 0 6 (18.8) 0 

  Thrombocytopenia 3 (9.4 ) 0 0 1 (3.1 ) 2 (6.3 ) 

  Neutropenia 2 (6.3 ) 0 0 2 (6.3 ) 0 

  Bone marrow failure 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Leukopenia 1 (3.1 ) 0 0 0 1 (3.1 ) 

Cardiac disorders      

  -Total 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Sinus tachycardia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Tachycardia 1 (3.1 ) 0 1 (3.1 ) 0 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

  -Total 12 (37.5) 5 (15.6) 5 (15.6) 2 (6.3 ) 0 

  Stomatitis 8 (25.0) 4 (12.5) 2 (6.3 ) 2 (6.3 ) 0 

  Nausea 5 (15.6) 4 (12.5) 1 (3.1 ) 0 0 

  Vomiting 5 (15.6) 4 (12.5) 1 (3.1 ) 0 0 

  Constipation 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 0 0 

  Abdominal distension 1 (3.1 ) 0 1 (3.1 ) 0 0 

General disorders and administration site conditions      

  -Total 10 (31.3) 5 (15.6) 4 (12.5) 1 (3.1 ) 0 

  Pyrexia 9 (28.1) 4 (12.5) 4 (12.5) 1 (3.1 ) 0 

  Fatigue 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Pain 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  General physical health deterioration 1 (3.1 ) 0 1 (3.1 ) 0 0 

Hepatobiliary disorders      

  -Total 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hepatomegaly 1 (3.1 ) 1 (3.1 ) 0 0 0 

Immune system disorders      

  -Total 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Haemophagocytic lymphohistiocytosis 1 (3.1 ) 0 0 1 (3.1 ) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

  -Total 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Pneumonia 1 (3.1 ) 0 0 0 1 (3.1 ) 

Injury, poisoning and procedural complications      

  -Total 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Contusion 1 (3.1 ) 1 (3.1 ) 0 0 0 

Investigations      

  -Total 9 (28.1) 2 (6.3 ) 0 1 (3.1 ) 6 (18.8) 

  Platelet count decreased 4 (12.5) 1 (3.1 ) 0 0 3 (9.4 ) 

  Weight decreased 4 (12.5) 2 (6.3 ) 2 (6.3 ) 0 0 

  White blood cell count decreased 4 (12.5) 0 0 1 (3.1 ) 3 (9.4 ) 

  C-reactive protein increased 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Neutrophil count decreased 2 (6.3 ) 0 0 0 2 (6.3 ) 

  Blood bilirubin increased 1 (3.1 ) 1 (3.1 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 5 (15.6) 2 (6.3 ) 1 (3.1 ) 2 (6.3 ) 0 

  Hypokalaemia 4 (12.5) 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 

  Hypophosphataemia 4 (12.5) 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 

  Hyperkalaemia 1 (3.1 ) 1 (3.1 ) 0 0 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue disorders      

  -Total 4 (12.5) 1 (3.1 ) 2 (6.3 ) 1 (3.1 ) 0 

  Pain in extremity 4 (12.5) 1 (3.1 ) 3 (9.4 ) 0 0 

  Arthralgia 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Back pain 1 (3.1 ) 0 0 1 (3.1 ) 0 

Nervous system disorders      

  -Total 8 (25.0) 2 (6.3 ) 3 (9.4 ) 3 (9.4 ) 0 

  Headache 6 (18.8) 2 (6.3 ) 2 (6.3 ) 2 (6.3 ) 0 

  Seizure 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

Renal and urinary disorders      

  -Total 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Urinary retention 1 (3.1 ) 0 1 (3.1 ) 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 4 (12.5) 3 (9.4 ) 0 1 (3.1 ) 0 

  Epistaxis 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Hypoxia 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Cough 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Dyspnoea 1 (3.1 ) 0 1 (3.1 ) 0 0 

Skin and subcutaneous tissue disorders      
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Rash 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Erythema 1 (3.1 ) 1 (3.1 ) 0 0 0 

Vascular disorders      

  -Total 4 (12.5) 2 (6.3 ) 2 (6.3 ) 0 0 

  Hypertension 4 (12.5) 2 (6.3 ) 2 (6.3 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 154g 

Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% 

of the patients), by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 19 (86.4) 2 (9.1 ) 2 (9.1 ) 7 (31.8) 8 (36.4) 

Blood and lymphatic system disorders      

  -Total 14 (63.6) 1 (4.5 ) 1 (4.5 ) 8 (36.4) 4 (18.2) 

  Anaemia 7 (31.8) 0 1 (4.5 ) 6 (27.3) 0 

  Febrile neutropenia 6 (27.3) 0 0 5 (22.7) 1 (4.5 ) 

  Neutropenia 5 (22.7) 1 (4.5 ) 0 1 (4.5 ) 3 (13.6) 

  Thrombocytopenia 2 (9.1 ) 0 1 (4.5 ) 0 1 (4.5 ) 

  Bone marrow failure 1 (4.5 ) 0 0 1 (4.5 ) 0 

Cardiac disorders      

  -Total 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Tachycardia 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Sinus tachycardia 1 (4.5 ) 0 1 (4.5 ) 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Endocrine disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Cushingoid 1 (4.5 ) 1 (4.5 ) 0 0 0 

Gastrointestinal disorders      

  -Total 8 (36.4) 4 (18.2) 2 (9.1 ) 2 (9.1 ) 0 

  Constipation 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Stomatitis 4 (18.2) 1 (4.5 ) 1 (4.5 ) 2 (9.1 ) 0 

  Abdominal distension 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Nausea 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Vomiting 2 (9.1 ) 2 (9.1 ) 0 0 0 

General disorders and administration site conditions      

  -Total 9 (40.9) 4 (18.2) 3 (13.6) 2 (9.1 ) 0 

  Pyrexia 7 (31.8) 2 (9.1 ) 3 (13.6) 2 (9.1 ) 0 

  Fatigue 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

Infections and infestations      

  -Total 3 (13.6) 0 2 (9.1 ) 1 (4.5 ) 0 

  Pneumonia 3 (13.6) 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 0 

  Oral candidiasis 1 (4.5 ) 0 1 (4.5 ) 0 0 

Injury, poisoning and procedural complications      
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (13.6) 3 (13.6) 0 0 0 

  Contusion 3 (13.6) 3 (13.6) 0 0 0 

Investigations      

  -Total 10 (45.5) 1 (4.5 ) 0 2 (9.1 ) 7 (31.8) 

  Platelet count decreased 5 (22.7) 0 0 0 5 (22.7) 

  Neutrophil count decreased 4 (18.2) 0 0 1 (4.5 ) 3 (13.6) 

  White blood cell count decreased 3 (13.6) 1 (4.5 ) 0 0 2 (9.1 ) 

  Antithrombin iii decreased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  C-reactive protein increased 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Urine output decreased 1 (4.5 ) 0 1 (4.5 ) 0 0 

Metabolism and nutrition disorders      

  -Total 5 (22.7) 1 (4.5 ) 1 (4.5 ) 3 (13.6) 0 

  Hypokalaemia 4 (18.2) 1 (4.5 ) 1 (4.5 ) 2 (9.1 ) 0 

  Hyperkalaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hypophosphataemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

Musculoskeletal and connective tissue disorders      

  -Total 6 (27.3) 2 (9.1 ) 4 (18.2) 0 0 

  Back pain 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Pain in extremity 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Arthralgia 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Neck pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

Nervous system disorders      

  -Total 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Headache 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 5 (22.7) 2 (9.1 ) 3 (13.6) 0 0 

  Cough 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Epistaxis 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Rash 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Dry skin 3 (13.6) 3 (13.6) 0 0 0 

Vascular disorders      

  -Total 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Hypertension 2 (9.1 ) 0 2 (9.1 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 154g 

Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at least 1% 

of the patients), by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 12 (92.3) 0 2 (15.4) 5 (38.5) 5 (38.5) 

Blood and lymphatic system disorders      

  -Total 9 (69.2) 1 (7.7 ) 2 (15.4) 4 (30.8) 2 (15.4) 

  Anaemia 5 (38.5) 1 (7.7 ) 2 (15.4) 2 (15.4) 0 

  Febrile neutropenia 3 (23.1) 0 1 (7.7 ) 2 (15.4) 0 

  Thrombocytopenia 3 (23.1) 0 0 1 (7.7 ) 2 (15.4) 

  Leukopenia 2 (15.4) 0 0 1 (7.7 ) 1 (7.7 ) 

  Neutropenia 2 (15.4) 0 0 1 (7.7 ) 1 (7.7 ) 

  Bone marrow failure 1 (7.7 ) 0 0 1 (7.7 ) 0 

Gastrointestinal disorders      

  -Total 2 (15.4) 0 2 (15.4) 0 0 

  Constipation 1 (7.7 ) 0 1 (7.7 ) 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nausea 1 (7.7 ) 0 1 (7.7 ) 0 0 

General disorders and administration site conditions      

  -Total 3 (23.1) 1 (7.7 ) 2 (15.4) 0 0 

  Pyrexia 2 (15.4) 0 2 (15.4) 0 0 

  Fatigue 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

Hepatobiliary disorders      

  -Total 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Hepatomegaly 1 (7.7 ) 0 1 (7.7 ) 0 0 

Infections and infestations      

  -Total 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Pneumonia 1 (7.7 ) 0 0 1 (7.7 ) 0 

Investigations      

  -Total 8 (61.5) 0 1 (7.7 ) 4 (30.8) 3 (23.1) 

  White blood cell count decreased 5 (38.5) 0 1 (7.7 ) 3 (23.1) 1 (7.7 ) 

  Neutrophil count decreased 4 (30.8) 2 (15.4) 0 0 2 (15.4) 

  Platelet count decreased 3 (23.1) 0 0 2 (15.4) 1 (7.7 ) 

  Blood bilirubin increased 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  C-reactive protein increased 1 (7.7 ) 1 (7.7 ) 0 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders      

  -Total 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hyperkalaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypokalaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 3 (23.1) 0 3 (23.1) 0 0 

  Arthralgia 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Back pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Pain in extremity 1 (7.7 ) 0 1 (7.7 ) 0 0 

Nervous system disorders      

  -Total 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Headache 1 (7.7 ) 0 1 (7.7 ) 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Epistaxis 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Hypoxia 1 (7.7 ) 0 1 (7.7 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Dry skin 1 (7.7 ) 0 1 (7.7 ) 0 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 155a => Adverse events during the l ymphodepleting peri od, i n at l eas t 10% of the patients  OR (i n at l east 10 pati ents AND i n at l east 1% of the pati ents), r egardl ess  of rel ati onship to l ymphodepleting chemotherapy, by pri mar y sys tem organ cl ass, pr eferred term, maxi mum CTC  grade and Age (Enrolled set - Pati ents who recei ved l ymphodepleti ng chemother apy ) 
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Table 155a 

Adverse events during the lymphodepleting period, in at least 10% of the patients OR (in at least 10 patients AND in 

at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 19 (57.6) 7 (21.2) 2 (6.1 ) 4 (12.1) 6 (18.2) 

Blood and lymphatic system disorders      

  -Total 5 (15.2) 0 1 (3.0 ) 4 (12.1) 0 

  Anaemia 5 (15.2) 0 1 (3.0 ) 4 (12.1) 0 

Gastrointestinal disorders      

  -Total 8 (24.2) 5 (15.2) 3 (9.1 ) 0 0 

  Diarrhoea 5 (15.2) 3 (9.1 ) 2 (6.1 ) 0 0 

  Nausea 5 (15.2) 3 (9.1 ) 2 (6.1 ) 0 0 

General disorders and administration site conditions      

  -Total 9 (27.3) 6 (18.2) 1 (3.0 ) 2 (6.1 ) 0 

  Pyrexia 9 (27.3) 6 (18.2) 1 (3.0 ) 2 (6.1 ) 0 

Investigations      
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Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 7 (21.2) 0 0 1 (3.0 ) 6 (18.2) 

  Neutrophil count decreased 6 (18.2) 0 0 1 (3.0 ) 5 (15.2) 

  White blood cell count decreased 5 (15.2) 0 0 0 5 (15.2) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 155a 

Adverse events during the lymphodepleting period, in at least 10% of the patients OR (in at least 10 patients AND in 

at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=10 years to <18 years 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 7 (43.8) 2 (12.5) 2 (12.5) 1 (6.3 ) 2 (12.5) 

Blood and lymphatic system disorders      

  -Total 2 (12.5) 0 0 2 (12.5) 0 

  Anaemia 2 (12.5) 0 0 2 (12.5) 0 

Gastrointestinal disorders      

  -Total 3 (18.8) 2 (12.5) 1 (6.3 ) 0 0 

  Nausea 3 (18.8) 2 (12.5) 1 (6.3 ) 0 0 

Investigations      

  -Total 2 (12.5) 0 0 0 2 (12.5) 

  Neutrophil count decreased 2 (12.5) 0 0 0 2 (12.5) 

  Lymphocyte count decreased 1 (6.3 ) 0 0 0 1 (6.3 ) 

  White blood cell count decreased 1 (6.3 ) 0 0 0 1 (6.3 ) 
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Age: >=10 years to <18 years 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders      

  -Total 3 (18.8) 2 (12.5) 1 (6.3 ) 0 0 

  Headache 3 (18.8) 2 (12.5) 1 (6.3 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 155a 

Adverse events during the lymphodepleting period, in at least 10% of the patients OR (in at least 10 patients AND in 

at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 6 (42.9) 1 (7.1 ) 1 (7.1 ) 0 4 (28.6) 

Blood and lymphatic system disorders      

  -Total 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Anaemia 1 (7.1 ) 0 1 (7.1 ) 0 0 

Gastrointestinal disorders      

  -Total 3 (21.4) 2 (14.3) 1 (7.1 ) 0 0 

  Nausea 3 (21.4) 2 (14.3) 1 (7.1 ) 0 0 

General disorders and administration site conditions      

  -Total 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Pyrexia 1 (7.1 ) 0 1 (7.1 ) 0 0 

Investigations      

  -Total 4 (28.6) 0 0 0 4 (28.6) 
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Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 3 (21.4) 0 0 1 (7.1 ) 2 (14.3) 

  Lymphocyte count decreased 2 (14.3) 0 0 1 (7.1 ) 1 (7.1 ) 

  Neutrophil count decreased 2 (14.3) 0 0 0 2 (14.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 155b => Adverse events during the l ymphodepleting peri od, i n at l eas t 10% of the patients  OR (i n at l east 10 pati ents AND i n at l east 1% of the pati ents), r egardl ess  of rel ati onship to l ymphodepleting chemotherapy, by pri mar y sys tem organ cl ass, pr eferred term, maxi mum CTC  grade and Gender (Enrolled set - Pati ents who recei ved l ymphodepl eti ng chemother apy ) 
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Table 155b 

Adverse events during the lymphodepleting period, in at least 10% of the patients OR (in at least 10 patients AND in 

at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 19 (52.8) 6 (16.7) 4 (11.1) 3 (8.3 ) 6 (16.7) 

Blood and lymphatic system disorders      

  -Total 5 (13.9) 0 2 (5.6 ) 3 (8.3 ) 0 

  Anaemia 5 (13.9) 0 2 (5.6 ) 3 (8.3 ) 0 

Gastrointestinal disorders      

  -Total 9 (25.0) 7 (19.4) 2 (5.6 ) 0 0 

  Nausea 9 (25.0) 7 (19.4) 2 (5.6 ) 0 0 

General disorders and administration site conditions      

  -Total 4 (11.1) 3 (8.3 ) 1 (2.8 ) 0 0 

  Pyrexia 4 (11.1) 3 (8.3 ) 1 (2.8 ) 0 0 

Investigations      

  -Total 7 (19.4) 0 0 1 (2.8 ) 6 (16.7) 
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Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 5 (13.9) 0 0 1 (2.8 ) 4 (11.1) 

  White blood cell count decreased 5 (13.9) 0 0 1 (2.8 ) 4 (11.1) 

Renal and urinary disorders      

  -Total 4 (11.1) 3 (8.3 ) 1 (2.8 ) 0 0 

  Haematuria 4 (11.1) 3 (8.3 ) 1 (2.8 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 155b 

Adverse events during the lymphodepleting period, in at least 10% of the patients OR (in at least 10 patients AND in 

at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Female 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 12 (44.4) 2 (7.4 ) 2 (7.4 ) 3 (11.1) 5 (18.5) 

Blood and lymphatic system disorders      

  -Total 3 (11.1) 0 0 3 (11.1) 0 

  Anaemia 3 (11.1) 0 0 3 (11.1) 0 

Gastrointestinal disorders      

  -Total 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Nausea 2 (7.4 ) 0 2 (7.4 ) 0 0 

General disorders and administration site conditions      

  -Total 6 (22.2) 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 

  Pyrexia 6 (22.2) 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 

Investigations      

  -Total 5 (18.5) 0 0 0 5 (18.5) 
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Gender: Female 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 5 (18.5) 0 0 0 5 (18.5) 

  White blood cell count decreased 4 (14.8) 0 0 0 4 (14.8) 

Renal and urinary disorders      

  -Total 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Haematuria 1 (3.7 ) 0 0 1 (3.7 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 155c 

Adverse events during the lymphodepleting period, in at least 10% of the patients OR (in at least 10 patients AND in 

at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 155c 

Adverse events during the lymphodepleting period, in at least 10% of the patients OR (in at least 10 patients AND in 

at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 29 (46.0) 8 (12.7) 5 (7.9 ) 5 (7.9 ) 11 (17.5) 

Blood and lymphatic system disorders      

  -Total 8 (12.7) 0 2 (3.2 ) 6 (9.5 ) 0 

  Anaemia 8 (12.7) 0 2 (3.2 ) 6 (9.5 ) 0 

Gastrointestinal disorders      

  -Total 11 (17.5) 7 (11.1) 4 (6.3 ) 0 0 

  Nausea 11 (17.5) 7 (11.1) 4 (6.3 ) 0 0 

General disorders and administration site conditions      

  -Total 10 (15.9) 6 (9.5 ) 2 (3.2 ) 2 (3.2 ) 0 

  Pyrexia 10 (15.9) 6 (9.5 ) 2 (3.2 ) 2 (3.2 ) 0 

Investigations      

  -Total 12 (19.0) 0 0 1 (1.6 ) 11 (17.5) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 10 (15.9) 0 0 1 (1.6 ) 9 (14.3) 

  White blood cell count decreased 9 (14.3) 0 0 1 (1.6 ) 8 (12.7) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 155d 

Adverse events during the lymphodepleting period, in at least 10% of the patients OR (in at least 10 patients AND in 

at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Europe 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 18 (42.9) 7 (16.7) 3 (7.1 ) 2 (4.8 ) 6 (14.3) 

Blood and lymphatic system disorders      

  -Total 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Anaemia 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Febrile neutropenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

Gastrointestinal disorders      

  -Total 7 (16.7) 5 (11.9) 2 (4.8 ) 0 0 

  Nausea 5 (11.9) 3 (7.1 ) 2 (4.8 ) 0 0 

  Constipation 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Diarrhoea 1 (2.4 ) 1 (2.4 ) 0 0 0 

General disorders and administration site conditions      

  -Total 6 (14.3) 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 
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Region: Europe 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 6 (14.3) 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 

Investigations      

  -Total 7 (16.7) 0 1 (2.4 ) 0 6 (14.3) 

  White blood cell count decreased 6 (14.3) 0 0 0 6 (14.3) 

  Neutrophil count decreased 5 (11.9) 0 0 0 5 (11.9) 

  Platelet count decreased 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

Renal and urinary disorders      

  -Total 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Haematuria 1 (2.4 ) 0 0 1 (2.4 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 155d 

Adverse events during the lymphodepleting period, in at least 10% of the patients OR (in at least 10 patients AND in 

at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 14 (77.8) 3 (16.7) 2 (11.1) 4 (22.2) 5 (27.8) 

Blood and lymphatic system disorders      

  -Total 5 (27.8) 0 1 (5.6 ) 4 (22.2) 0 

  Anaemia 5 (27.8) 0 1 (5.6 ) 4 (22.2) 0 

Gastrointestinal disorders      

  -Total 7 (38.9) 5 (27.8) 2 (11.1) 0 0 

  Nausea 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Diarrhoea 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Constipation 1 (5.6 ) 1 (5.6 ) 0 0 0 

General disorders and administration site conditions      

  -Total 3 (16.7) 3 (16.7) 0 0 0 

  Pyrexia 3 (16.7) 3 (16.7) 0 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations      

  -Total 7 (38.9) 0 1 (5.6 ) 2 (11.1) 4 (22.2) 

  Lymphocyte count decreased 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Neutrophil count decreased 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Aspartate aminotransferase increased 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Blood bilirubin increased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  White blood cell count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

Metabolism and nutrition disorders      

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hypomagnesaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Renal and urinary disorders      

  -Total 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Haematuria 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Tachypnoea 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hypoxia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Vascular disorders      

  -Total 3 (16.7) 2 (11.1) 0 0 1 (5.6 ) 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypotension 3 (16.7) 2 (11.1) 0 0 1 (5.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 155d 

Adverse events during the lymphodepleting period, in at least 10% of the patients OR (in at least 10 patients AND in 

at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (100) 0 0 1 (33.3) 2 (66.7) 

Blood and lymphatic system disorders      

  -Total 3 (100) 0 0 3 (100) 0 

  Febrile neutropenia 2 (66.7) 0 0 2 (66.7) 0 

  Anaemia 1 (33.3) 0 0 1 (33.3) 0 

Gastrointestinal disorders      

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 0 0 

  Constipation 1 (33.3) 1 (33.3) 0 0 0 

  Nausea 1 (33.3) 0 1 (33.3) 0 0 

General disorders and administration site conditions      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Pyrexia 1 (33.3) 0 0 1 (33.3) 0 
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Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Hepatotoxicity 1 (33.3) 0 0 0 1 (33.3) 

Injury, poisoning and procedural complications      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Allergic transfusion reaction 1 (33.3) 0 0 1 (33.3) 0 

Investigations      

  -Total 3 (100) 0 1 (33.3) 0 2 (66.7) 

  Neutrophil count decreased 2 (66.7) 0 0 0 2 (66.7) 

  Platelet count decreased 1 (33.3) 0 0 0 1 (33.3) 

  Urine output decreased 1 (33.3) 0 1 (33.3) 0 0 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 2 (66.7) 2 (66.7) 0 0 0 

  Hyperuricaemia 2 (66.7) 2 (66.7) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypoxia 1 (33.3) 0 1 (33.3) 0 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 155e 

Adverse events during the lymphodepleting period, in at least 10% of the patients OR (in at least 10 patients AND in 

at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: Yes 

 
All patients 

N=39 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 17 (43.6) 4 (10.3) 1 (2.6 ) 4 (10.3) 8 (20.5) 

Blood and lymphatic system disorders      

  -Total 4 (10.3) 0 1 (2.6 ) 3 (7.7 ) 0 

  Anaemia 4 (10.3) 0 1 (2.6 ) 3 (7.7 ) 0 

Gastrointestinal disorders      

  -Total 5 (12.8) 4 (10.3) 1 (2.6 ) 0 0 

  Nausea 5 (12.8) 4 (10.3) 1 (2.6 ) 0 0 

General disorders and administration site conditions      

  -Total 2 (5.1 ) 0 1 (2.6 ) 1 (2.6 ) 0 

  Pyrexia 2 (5.1 ) 0 1 (2.6 ) 1 (2.6 ) 0 

Investigations      

  -Total 9 (23.1) 0 0 1 (2.6 ) 8 (20.5) 
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Prior SCT therapy: Yes 

 
All patients 

N=39 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 7 (17.9) 0 0 1 (2.6 ) 6 (15.4) 

  White blood cell count decreased 6 (15.4) 0 0 0 6 (15.4) 

Renal and urinary disorders      

  -Total 4 (10.3) 3 (7.7 ) 0 1 (2.6 ) 0 

  Haematuria 4 (10.3) 3 (7.7 ) 0 1 (2.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 155e 

Adverse events during the lymphodepleting period, in at least 10% of the patients OR (in at least 10 patients AND in 

at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 14 (58.3) 4 (16.7) 5 (20.8) 2 (8.3 ) 3 (12.5) 

Blood and lymphatic system disorders      

  -Total 4 (16.7) 0 1 (4.2 ) 3 (12.5) 0 

  Anaemia 4 (16.7) 0 1 (4.2 ) 3 (12.5) 0 

Gastrointestinal disorders      

  -Total 6 (25.0) 3 (12.5) 3 (12.5) 0 0 

  Nausea 6 (25.0) 3 (12.5) 3 (12.5) 0 0 

General disorders and administration site conditions      

  -Total 8 (33.3) 6 (25.0) 1 (4.2 ) 1 (4.2 ) 0 

  Pyrexia 8 (33.3) 6 (25.0) 1 (4.2 ) 1 (4.2 ) 0 

Investigations      

  -Total 3 (12.5) 0 0 0 3 (12.5) 



  

  

2690 

Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 3 (12.5) 0 0 0 3 (12.5) 

  White blood cell count decreased 3 (12.5) 0 0 1 (4.2 ) 2 (8.3 ) 

Renal and urinary disorders      

  -Total 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Haematuria 1 (4.2 ) 0 1 (4.2 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 155f 

Adverse events during the lymphodepleting period, in at least 10% of the patients OR (in at least 10 patients AND in 

at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 10 (45.5) 2 (9.1 ) 0 1 (4.5 ) 7 (31.8) 

Blood and lymphatic system disorders      

  -Total 3 (13.6) 0 1 (4.5 ) 2 (9.1 ) 0 

  Anaemia 3 (13.6) 0 1 (4.5 ) 2 (9.1 ) 0 

Gastrointestinal disorders      

  -Total 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Diarrhoea 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Nausea 1 (4.5 ) 1 (4.5 ) 0 0 0 

General disorders and administration site conditions      

  -Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Pyrexia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

Investigations      
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 7 (31.8) 0 0 0 7 (31.8) 

  Neutrophil count decreased 6 (27.3) 0 0 0 6 (27.3) 

  White blood cell count decreased 5 (22.7) 0 0 0 5 (22.7) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 155f 

Adverse events during the lymphodepleting period, in at least 10% of the patients OR (in at least 10 patients AND in 

at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 21 (55.3) 7 (18.4) 5 (13.2) 5 (13.2) 4 (10.5) 

Blood and lymphatic system disorders      

  -Total 5 (13.2) 0 1 (2.6 ) 4 (10.5) 0 

  Anaemia 5 (13.2) 0 1 (2.6 ) 4 (10.5) 0 

Gastrointestinal disorders      

  -Total 11 (28.9) 7 (18.4) 4 (10.5) 0 0 

  Nausea 9 (23.7) 6 (15.8) 3 (7.9 ) 0 0 

  Diarrhoea 4 (10.5) 2 (5.3 ) 2 (5.3 ) 0 0 

General disorders and administration site conditions      

  -Total 7 (18.4) 5 (13.2) 0 2 (5.3 ) 0 

  Pyrexia 7 (18.4) 5 (13.2) 0 2 (5.3 ) 0 

Investigations      
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Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 5 (13.2) 0 0 1 (2.6 ) 4 (10.5) 

  Neutrophil count decreased 4 (10.5) 0 0 1 (2.6 ) 3 (7.9 ) 

  White blood cell count decreased 4 (10.5) 0 0 1 (2.6 ) 3 (7.9 ) 

Renal and urinary disorders      

  -Total 5 (13.2) 3 (7.9 ) 1 (2.6 ) 1 (2.6 ) 0 

  Haematuria 5 (13.2) 3 (7.9 ) 1 (2.6 ) 1 (2.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 155f 

Adverse events during the lymphodepleting period, in at least 10% of the patients OR (in at least 10 patients AND in 

at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (33.3) 0 1 (33.3) 0 0 

Gastrointestinal disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Nausea 1 (33.3) 0 1 (33.3) 0 0 

General disorders and administration site conditions      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Pyrexia 1 (33.3) 0 1 (33.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 155g 

Adverse events during the lymphodepleting period, in at least 10% of the patients OR (in at least 10 patients AND in 

at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 0 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (100) 0 1 (33.3) 1 (33.3) 1 (33.3) 

Blood and lymphatic system disorders      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

  Thrombocytopenia 1 (33.3) 0 0 1 (33.3) 0 

Endocrine disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Adrenal insufficiency 1 (33.3) 0 1 (33.3) 0 0 

Gastrointestinal disorders      

  -Total 2 (66.7) 0 2 (66.7) 0 0 

  Nausea 2 (66.7) 0 2 (66.7) 0 0 

  Diarrhoea 1 (33.3) 0 1 (33.3) 0 0 



  

  

2699 

Number of previous relapses: 0 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration site conditions      

  -Total 2 (66.7) 1 (33.3) 0 1 (33.3) 0 

  Pyrexia 2 (66.7) 1 (33.3) 0 1 (33.3) 0 

Infections and infestations      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Cytomegalovirus infection 1 (33.3) 0 1 (33.3) 0 0 

Injury, poisoning and procedural complications      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Gastrostomy tube site complication 1 (33.3) 1 (33.3) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t155_gd_b2001x.sas@@/main/4 25JUN21:16:59                                        Final 

 
  



  

  

2700 

 



  

  

2701 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 155g 

Adverse events during the lymphodepleting period, in at least 10% of the patients OR (in at least 10 patients AND in 

at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 1 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 13 (46.4) 6 (21.4) 2 (7.1 ) 3 (10.7) 2 (7.1 ) 

Blood and lymphatic system disorders      

  -Total 4 (14.3) 0 1 (3.6 ) 3 (10.7) 0 

  Anaemia 4 (14.3) 0 1 (3.6 ) 3 (10.7) 0 

  Febrile neutropenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

Gastrointestinal disorders      

  -Total 5 (17.9) 5 (17.9) 0 0 0 

  Nausea 3 (10.7) 3 (10.7) 0 0 0 

  Diarrhoea 2 (7.1 ) 2 (7.1 ) 0 0 0 

General disorders and administration site conditions      

  -Total 4 (14.3) 4 (14.3) 0 0 0 

  Pyrexia 4 (14.3) 4 (14.3) 0 0 0 
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Number of previous relapses: 1 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations      

  -Total 2 (7.1 ) 0 0 0 2 (7.1 ) 

  Neutrophil count decreased 2 (7.1 ) 0 0 0 2 (7.1 ) 

  White blood cell count decreased 2 (7.1 ) 0 0 1 (3.6 ) 1 (3.6 ) 

Renal and urinary disorders      

  -Total 4 (14.3) 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 

  Haematuria 4 (14.3) 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 

Vascular disorders      

  -Total 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Hypotension 1 (3.6 ) 1 (3.6 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 155g 

Adverse events during the lymphodepleting period, in at least 10% of the patients OR (in at least 10 patients AND in 

at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 10 (50.0) 3 (15.0) 0 2 (10.0) 5 (25.0) 

Blood and lymphatic system disorders      

  -Total 5 (25.0) 0 0 5 (25.0) 0 

  Anaemia 3 (15.0) 0 0 3 (15.0) 0 

  Febrile neutropenia 2 (10.0) 0 0 2 (10.0) 0 

Gastrointestinal disorders      

  -Total 7 (35.0) 5 (25.0) 2 (10.0) 0 0 

  Nausea 5 (25.0) 4 (20.0) 1 (5.0 ) 0 0 

  Constipation 3 (15.0) 3 (15.0) 0 0 0 

  Diarrhoea 2 (10.0) 1 (5.0 ) 1 (5.0 ) 0 0 

  Vomiting 2 (10.0) 2 (10.0) 0 0 0 

General disorders and administration site conditions      
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Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (15.0) 1 (5.0 ) 1 (5.0 ) 1 (5.0 ) 0 

  Pyrexia 3 (15.0) 1 (5.0 ) 1 (5.0 ) 1 (5.0 ) 0 

Investigations      

  -Total 5 (25.0) 0 0 1 (5.0 ) 4 (20.0) 

  Neutrophil count decreased 5 (25.0) 0 0 1 (5.0 ) 4 (20.0) 

  White blood cell count decreased 2 (10.0) 0 0 0 2 (10.0) 

Metabolism and nutrition disorders      

  -Total 2 (10.0) 2 (10.0) 0 0 0 

  Hyperuricaemia 2 (10.0) 2 (10.0) 0 0 0 

Renal and urinary disorders      

  -Total 1 (5.0 ) 1 (5.0 ) 0 0 0 

  Haematuria 1 (5.0 ) 1 (5.0 ) 0 0 0 

Vascular disorders      

  -Total 2 (10.0) 1 (5.0 ) 0 0 1 (5.0 ) 

  Hypotension 2 (10.0) 1 (5.0 ) 0 0 1 (5.0 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 
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(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 155g 

Adverse events during the lymphodepleting period, in at least 10% of the patients OR (in at least 10 patients AND in 

at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 8 (66.7) 0 2 (16.7) 0 6 (50.0) 

Blood and lymphatic system disorders      

  -Total 2 (16.7) 0 1 (8.3 ) 0 1 (8.3 ) 

  Anaemia 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Neutropenia 1 (8.3 ) 0 0 0 1 (8.3 ) 

Gastrointestinal disorders      

  -Total 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Constipation 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Nausea 1 (8.3 ) 0 1 (8.3 ) 0 0 

General disorders and administration site conditions      

  -Total 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pyrexia 1 (8.3 ) 0 1 (8.3 ) 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations      

  -Total 6 (50.0) 0 1 (8.3 ) 0 5 (41.7) 

  White blood cell count decreased 5 (41.7) 0 0 0 5 (41.7) 

  Neutrophil count decreased 3 (25.0) 0 0 0 3 (25.0) 

  Blood bilirubin increased 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 156a 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) by 

primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set – non – infused patients 

 

Age: <10 years 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100)         0  1 (33.3)  0  2 (66.7) 

General disorders and administration 
site conditions 

              

  -Total 1 (33.3)         0  1 (33.3)  0  0 

  Pyrexia 1 (33.3)         0  1 (33.3)  0  0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

              

  -Total 2 (66.7)         0  0  0  2 (66.7) 

  Acute lymphocytic leukaemia 2 (66.7)         0  0  0  2 (66.7) 

Nervous system disorders               

  -Total 2 (66.7)         0  0  2 (66.7)  0 

  Headache 1 (33.3)         0  0  1 (33.3)  0 
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Age: <10 years 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Posterior reversible encephalopathy 
syndrome 

1 (33.3)         0  0  1 (33.3)  0 

  Seizure 1 (33.3)         0  1 (33.3)  0  0 

  Status epilepticus 1 (33.3)         0  1 (33.3)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 156a 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) by 

primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set – non – infused patients 

 

Age: >=10 years to <18 years 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)         0  0  0  1 (100) 

Infections and infestations               

  -Total 1 (100)         0  0  0  1 (100) 

  Septic shock 1 (100)         0  0  0  1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 156a 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) by 

primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set – non – infused patients 

 

Age: >=18 years 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)         0  0  0  1 (100) 

Blood and lymphatic system disorders               

  -Total 1 (100)         0  1 (100)  0  0 

  Anaemia 1 (100)         0  1 (100)  0  0 

Gastrointestinal disorders               

  -Total 1 (100)         0  0  0  1 (100) 

  Gastrointestinal haemorrhage 1 (100)         0  0  0  1 (100) 

Infections and infestations               

  -Total 1 (100)         0  0  1 (100)  0 

  Respiratory tract infection fungal 1 (100)         0  0  1 (100)  0 

Investigations               
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Age: >=18 years 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (100)         0  0  1 (100)  0 

  White blood cell count decreased 1 (100)         0  0  1 (100)  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 156b => Adverse events in at least 10% of the patients OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents) by primar y system organ class , preferred ter m, maxi mum CTC grade and Gender ( Enr olled set – non – infused pati ents ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                         
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 156b 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) by 

primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set – non – infused patients 

 

Gender: Male 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100)         0  0  0  3 (100) 

Blood and lymphatic system disorders               

  -Total 1 (33.3)         0  1 (33.3)  0  0 

  Anaemia 1 (33.3)         0  1 (33.3)  0  0 

Gastrointestinal disorders               

  -Total 1 (33.3)         0  0  0  1 (33.3) 

  Gastrointestinal haemorrhage 1 (33.3)         0  0  0  1 (33.3) 

Infections and infestations               

  -Total 2 (66.7)         0  0  1 (33.3)  1 (33.3) 

  Respiratory tract infection fungal 1 (33.3)         0  0  1 (33.3)  0 

  Septic shock 1 (33.3)         0  0  0  1 (33.3) 

Investigations               
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Gender: Male 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (33.3)         0  0  1 (33.3)  0 

  White blood cell count decreased 1 (33.3)         0  0  1 (33.3)  0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

              

  -Total 1 (33.3)         0  0  0  1 (33.3) 

  Acute lymphocytic leukaemia 1 (33.3)         0  0  0  1 (33.3) 

Nervous system disorders               

  -Total 1 (33.3)         0  0  1 (33.3)  0 

  Posterior reversible encephalopathy 
syndrome 

1 (33.3)         0  0  1 (33.3)  0 

  Seizure 1 (33.3)         0  1 (33.3)  0  0 

  Status epilepticus 1 (33.3)         0  1 (33.3)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 156b 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) by 

primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set – non – infused patients 

 

Gender: Female 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (100)         0  1 (50.0)  0  1 (50.0) 

General disorders and administration 
site conditions 

              

  -Total 1 (50.0)         0  1 (50.0)  0  0 

  Pyrexia 1 (50.0)         0  1 (50.0)  0  0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

              

  -Total 1 (50.0)         0  0  0  1 (50.0) 

  Acute lymphocytic leukaemia 1 (50.0)         0  0  0  1 (50.0) 

Nervous system disorders               

  -Total 1 (50.0)         0  0  1 (50.0)  0 

  Headache 1 (50.0)         0  0  1 (50.0)  0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 156c  => Adverse events i n at l east 10% of the pati ents OR (in at least 10 patients  AND  in at least 1% of the patients) by pri mar y system organ cl ass, pr eferred term, maxi mum C TC grade and Response st atus at study entr y ( Enr olled set – non – infused pati ents ) 
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Table 156c 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) by 

primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set – non – infused patients 

 

Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria               

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 156c 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) by 

primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set – non – infused patients 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

5 (100)         0  1 (20.0)  0  4 (80.0) 

Blood and lymphatic system disorders               

  -Total 1 (20.0)         0  1 (20.0)  0  0 

  Anaemia 1 (20.0)         0  1 (20.0)  0  0 

Gastrointestinal disorders               

  -Total 1 (20.0)         0  0  0  1 (20.0) 

  Gastrointestinal haemorrhage 1 (20.0)         0  0  0  1 (20.0) 

General disorders and administration 
site conditions 

              

  -Total 1 (20.0)         0  1 (20.0)  0  0 

  Pyrexia 1 (20.0)         0  1 (20.0)  0  0 

Infections and infestations               
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Response status at study entry: Relapsed disease 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (40.0)         0  0  1 (20.0)  1 (20.0) 

  Respiratory tract infection fungal 1 (20.0)         0  0  1 (20.0)  0 

  Septic shock 1 (20.0)         0  0  0  1 (20.0) 

Investigations               

  -Total 1 (20.0)         0  0  1 (20.0)  0 

  White blood cell count decreased 1 (20.0)         0  0  1 (20.0)  0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

              

  -Total 2 (40.0)         0  0  0  2 (40.0) 

  Acute lymphocytic leukaemia 2 (40.0)         0  0  0  2 (40.0) 

Nervous system disorders               

  -Total 2 (40.0)         0  0  2 (40.0)  0 

  Headache 1 (20.0)         0  0  1 (20.0)  0 

  Posterior reversible encephalopathy 
syndrome 

1 (20.0)         0  0  1 (20.0)  0 

  Seizure 1 (20.0)         0  1 (20.0)  0  0 

  Status epilepticus 1 (20.0)         0  1 (20.0)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 156d => Adverse events in at least 10% of the patients OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents) by primar y system organ class , preferred ter m, maxi mum CTC grade and R egion (Enroll ed set – non – i nfused patients ) 
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Table 156d 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) by 

primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set – non – infused patients 

 

Region: Europe 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

5 (100)         0  1 (20.0)  0  4 (80.0) 

Blood and lymphatic system disorders               

  -Total 1 (20.0)         0  1 (20.0)  0  0 

  Anaemia 1 (20.0)         0  1 (20.0)  0  0 

Gastrointestinal disorders               

  -Total 1 (20.0)         0  0  0  1 (20.0) 

  Gastrointestinal haemorrhage 1 (20.0)         0  0  0  1 (20.0) 

General disorders and administration 
site conditions 

              

  -Total 1 (20.0)         0  1 (20.0)  0  0 

  Pyrexia 1 (20.0)         0  1 (20.0)  0  0 

Infections and infestations               
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Region: Europe 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (40.0)         0  0  1 (20.0)  1 (20.0) 

  Respiratory tract infection fungal 1 (20.0)         0  0  1 (20.0)  0 

  Septic shock 1 (20.0)         0  0  0  1 (20.0) 

Investigations               

  -Total 1 (20.0)         0  0  1 (20.0)  0 

  White blood cell count decreased 1 (20.0)         0  0  1 (20.0)  0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

              

  -Total 2 (40.0)         0  0  0  2 (40.0) 

  Acute lymphocytic leukaemia 2 (40.0)         0  0  0  2 (40.0) 

Nervous system disorders               

  -Total 2 (40.0)         0  0  2 (40.0)  0 

  Headache 1 (20.0)         0  0  1 (20.0)  0 

  Posterior reversible encephalopathy 
syndrome 

1 (20.0)         0  0  1 (20.0)  0 

  Seizure 1 (20.0)         0  1 (20.0)  0  0 

  Status epilepticus 1 (20.0)         0  1 (20.0)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 156d 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) by 

primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set – non – infused patients 

 

Region: US 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria               

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 156d 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) by 

primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set – non – infused patients 

 

Region: Rest of World 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria               

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 156e => Adverse events in at least 10% of the patients OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents) by primar y system organ class , preferred ter m, maxi mum CTC grade and Prior SCT therapy ( Enr olled set – non – i nfused pati ents ) 
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Table 156e 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) by 

primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set – non – infused patients 

 

Prior SCT therapy: Yes 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100)         0  1 (33.3)  0  2 (66.7) 

Blood and lymphatic system disorders               

  -Total 1 (33.3)         0  1 (33.3)  0  0 

  Anaemia 1 (33.3)         0  1 (33.3)  0  0 

Gastrointestinal disorders               

  -Total 1 (33.3)         0  0  0  1 (33.3) 

  Gastrointestinal haemorrhage 1 (33.3)         0  0  0  1 (33.3) 

General disorders and administration 
site conditions 

              

  -Total 1 (33.3)         0  1 (33.3)  0  0 

  Pyrexia 1 (33.3)         0  1 (33.3)  0  0 

Infections and infestations               
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Prior SCT therapy: Yes 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (66.7)         0  0  1 (33.3)  1 (33.3) 

  Respiratory tract infection fungal 1 (33.3)         0  0  1 (33.3)  0 

  Septic shock 1 (33.3)         0  0  0  1 (33.3) 

Investigations               

  -Total 1 (33.3)         0  0  1 (33.3)  0 

  White blood cell count decreased 1 (33.3)         0  0  1 (33.3)  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 156e 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) by 

primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set – non – infused patients 

 

Prior SCT therapy: No 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (100)         0  0  0  2 (100) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

              

  -Total 2 (100)         0  0  0  2 (100) 

  Acute lymphocytic leukaemia 2 (100)         0  0  0  2 (100) 

Nervous system disorders               

  -Total 2 (100)         0  0  2 (100)  0 

  Headache 1 (50.0)         0  0  1 (50.0)  0 

  Posterior reversible encephalopathy 
syndrome 

1 (50.0)         0  0  1 (50.0)  0 

  Seizure 1 (50.0)         0  1 (50.0)  0  0 

  Status epilepticus 1 (50.0)         0  1 (50.0)  0  0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 156f => Adverse events  in at least 10% of the pati ents OR (in at least 10 patients AND  in at least 1% of the patients)  by pri mar y sys tem organ cl ass, pr eferred ter m, maxi mum CTC grade and Baseline bone marrow tumor burden (Enroll ed set – non – i nfused patients ) 
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Table 156f 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) by 

primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)         0  0  0  1 (100) 

Blood and lymphatic system disorders               

  -Total 1 (100)         0  1 (100)  0  0 

  Anaemia 1 (100)         0  1 (100)  0  0 

Gastrointestinal disorders               

  -Total 1 (100)         0  0  0  1 (100) 

  Gastrointestinal haemorrhage 1 (100)         0  0  0  1 (100) 

Infections and infestations               

  -Total 1 (100)         0  0  1 (100)  0 

  Respiratory tract infection fungal 1 (100)         0  0  1 (100)  0 

Investigations               

  -Total 1 (100)         0  0  1 (100)  0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 1 (100)         0  0  1 (100)  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 156f 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) by 

primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

4 (100)         0  1 (25.0)  0  3 (75.0) 

General disorders and administration 
site conditions 

              

  -Total 1 (25.0)         0  1 (25.0)  0  0 

  Pyrexia 1 (25.0)         0  1 (25.0)  0  0 

Infections and infestations               

  -Total 1 (25.0)         0  0  0  1 (25.0) 

  Septic shock 1 (25.0)         0  0  0  1 (25.0) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

              

  -Total 2 (50.0)         0  0  0  2 (50.0) 

  Acute lymphocytic leukaemia 2 (50.0)         0  0  0  2 (50.0) 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders               

  -Total 2 (50.0)         0  0  2 (50.0)  0 

  Headache 1 (25.0)         0  0  1 (25.0)  0 

  Posterior reversible encephalopathy 
syndrome 

1 (25.0)         0  0  1 (25.0)  0 

  Seizure 1 (25.0)         0  1 (25.0)  0  0 

  Status epilepticus 1 (25.0)         0  1 (25.0)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 156f 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) by 

primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria               

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 156g => Adverse events in at least 10% of the patients OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents) by primar y system organ class , preferred ter m, maxi mum CTC grade and N umber of previ ous r elapses (Enroll ed set – non – i nfused pati ents ) 
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Table 156g 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) by 

primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 0 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)         0  1 (100)  0  0 

General disorders and administration 
site conditions 

              

  -Total 1 (100)         0  1 (100)  0  0 

  Pyrexia 1 (100)         0  1 (100)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 156g 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) by 

primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 1 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (100)         0  0  0  2 (100) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

              

  -Total 2 (100)         0  0  0  2 (100) 

  Acute lymphocytic leukaemia 2 (100)         0  0  0  2 (100) 

Nervous system disorders               

  -Total 2 (100)         0  0  2 (100)  0 

  Headache 1 (50.0)         0  0  1 (50.0)  0 

  Posterior reversible encephalopathy 
syndrome 

1 (50.0)         0  0  1 (50.0)  0 

  Seizure 1 (50.0)         0  1 (50.0)  0  0 

  Status epilepticus 1 (50.0)         0  1 (50.0)  0  0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 156g 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) by 

primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 2 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)         0  0  0  1 (100) 

Infections and infestations               

  -Total 1 (100)         0  0  0  1 (100) 

  Septic shock 1 (100)         0  0  0  1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 156g 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) by 

primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: >=3 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)         0  0  0  1 (100) 

Blood and lymphatic system disorders               

  -Total 1 (100)         0  1 (100)  0  0 

  Anaemia 1 (100)         0  1 (100)  0  0 

Gastrointestinal disorders               

  -Total 1 (100)         0  0  0  1 (100) 

  Gastrointestinal haemorrhage 1 (100)         0  0  0  1 (100) 

Infections and infestations               

  -Total 1 (100)         0  0  1 (100)  0 

  Respiratory tract infection fungal 1 (100)         0  0  1 (100)  0 

Investigations               
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Number of previous relapses: >=3 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (100)         0  0  1 (100)  0 

  White blood cell count decreased 1 (100)         0  0  1 (100)  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 157a => Adverse events in at least 10% of the patients OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents) at anyti me during the study by pri mar y system organ class, preferr ed ter m, maxi mum CTC  grade and Age (Enrolled set ) 
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Table 157a 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at 

anytime during the study by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

37 (100) 1 (2.7 ) 5 (13.5) 9 (24.3) 22 (59.5) 

Blood and lymphatic system disorders      

  -Total 22 (59.5) 1 (2.7 ) 2 (5.4 ) 12 (32.4) 7 (18.9) 

  Anaemia 16 (43.2) 2 (5.4 ) 2 (5.4 ) 12 (32.4) 0 

  Febrile neutropenia 11 (29.7) 1 (2.7 ) 0 10 (27.0) 0 

  Neutropenia 11 (29.7) 1 (2.7 ) 0 4 (10.8) 6 (16.2) 

  Thrombocytopenia 5 (13.5) 0 2 (5.4 ) 0 3 (8.1 ) 

  Bone marrow failure 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Leukopenia 1 (2.7 ) 0 0 0 1 (2.7 ) 

Cardiac disorders      

  -Total 8 (21.6) 6 (16.2) 1 (2.7 ) 1 (2.7 ) 0 

  Tachycardia 6 (16.2) 4 (10.8) 1 (2.7 ) 1 (2.7 ) 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus tachycardia 5 (13.5) 5 (13.5) 0 0 0 

  Sinus bradycardia 3 (8.1 ) 3 (8.1 ) 0 0 0 

Gastrointestinal disorders      

  -Total 26 (70.3) 9 (24.3) 11 (29.7) 6 (16.2) 0 

  Diarrhoea 13 (35.1) 7 (18.9) 4 (10.8) 2 (5.4 ) 0 

  Vomiting 12 (32.4) 8 (21.6) 4 (10.8) 0 0 

  Nausea 11 (29.7) 3 (8.1 ) 7 (18.9) 1 (2.7 ) 0 

  Stomatitis 11 (29.7) 4 (10.8) 4 (10.8) 3 (8.1 ) 0 

  Constipation 9 (24.3) 6 (16.2) 3 (8.1 ) 0 0 

  Abdominal pain 8 (21.6) 2 (5.4 ) 5 (13.5) 1 (2.7 ) 0 

  Abdominal distension 5 (13.5) 2 (5.4 ) 3 (8.1 ) 0 0 

  Dental caries 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Gingival bleeding 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Abdominal pain upper 1 (2.7 ) 1 (2.7 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 27 (73.0) 10 (27.0) 9 (24.3) 8 (21.6) 0 

  Pyrexia 25 (67.6) 8 (21.6) 10 (27.0) 7 (18.9) 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fatigue 6 (16.2) 3 (8.1 ) 3 (8.1 ) 0 0 

  Face oedema 5 (13.5) 5 (13.5) 0 0 0 

  Pain 5 (13.5) 3 (8.1 ) 1 (2.7 ) 1 (2.7 ) 0 

  Catheter site pain 4 (10.8) 4 (10.8) 0 0 0 

  Oedema peripheral 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Asthenia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Chills 1 (2.7 ) 0 1 (2.7 ) 0 0 

Hepatobiliary disorders      

  -Total 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Hepatocellular injury 2 (5.4 ) 0 0 2 (5.4 ) 0 

Immune system disorders      

  -Total 29 (78.4) 4 (10.8) 11 (29.7) 6 (16.2) 8 (21.6) 

  Cytokine release syndrome 25 (67.6) 7 (18.9) 6 (16.2) 4 (10.8) 8 (21.6) 

  Hypogammaglobulinaemia 16 (43.2) 4 (10.8) 10 (27.0) 2 (5.4 ) 0 

  Drug hypersensitivity 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

Infections and infestations      
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 18 (48.6) 3 (8.1 ) 9 (24.3) 4 (10.8) 2 (5.4 ) 

  Upper respiratory tract infection 7 (18.9) 2 (5.4 ) 5 (13.5) 0 0 

  Device related infection 4 (10.8) 0 1 (2.7 ) 3 (8.1 ) 0 

  Nasopharyngitis 4 (10.8) 3 (8.1 ) 1 (2.7 ) 0 0 

  Pneumonia 4 (10.8) 1 (2.7 ) 1 (2.7 ) 2 (5.4 ) 0 

  Bacterial infection 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Rhinitis 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Sepsis 2 (5.4 ) 0 0 0 2 (5.4 ) 

  Herpes zoster 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Oral herpes 1 (2.7 ) 0 1 (2.7 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 5 (13.5) 5 (13.5) 0 0 0 

  Contusion 5 (13.5) 5 (13.5) 0 0 0 

Investigations      

  -Total 20 (54.1) 1 (2.7 ) 1 (2.7 ) 2 (5.4 ) 16 (43.2) 

  White blood cell count decreased 13 (35.1) 0 0 1 (2.7 ) 12 (32.4) 

  Neutrophil count decreased 12 (32.4) 0 0 1 (2.7 ) 11 (29.7) 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased 12 (32.4) 1 (2.7 ) 0 1 (2.7 ) 10 (27.0) 

  Aspartate aminotransferase 
increased 

6 (16.2) 1 (2.7 ) 1 (2.7 ) 3 (8.1 ) 1 (2.7 ) 

  Alanine aminotransferase increased 5 (13.5) 0 1 (2.7 ) 3 (8.1 ) 1 (2.7 ) 

  Blood fibrinogen decreased 4 (10.8) 0 1 (2.7 ) 3 (8.1 ) 0 

  Blood creatinine increased 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Lymphocyte count decreased 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Serum ferritin increased 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (2.7 ) 1 (2.7 ) 0 0 0 

  Antithrombin iii decreased 1 (2.7 ) 0 1 (2.7 ) 0 0 

  C-reactive protein increased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Gamma-glutamyltransferase 
increased 

1 (2.7 ) 0 1 (2.7 ) 0 0 

Metabolism and nutrition disorders      

  -Total 21 (56.8) 6 (16.2) 4 (10.8) 9 (24.3) 2 (5.4 ) 

  Hypokalaemia 12 (32.4) 2 (5.4 ) 1 (2.7 ) 9 (24.3) 0 

  Hypophosphataemia 9 (24.3) 5 (13.5) 1 (2.7 ) 3 (8.1 ) 0 

  Decreased appetite 8 (21.6) 5 (13.5) 1 (2.7 ) 2 (5.4 ) 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypocalcaemia 7 (18.9) 2 (5.4 ) 1 (2.7 ) 2 (5.4 ) 2 (5.4 ) 

  Hypoalbuminaemia 6 (16.2) 2 (5.4 ) 4 (10.8) 0 0 

  Hyperuricaemia 5 (13.5) 5 (13.5) 0 0 0 

  Hypomagnesaemia 4 (10.8) 4 (10.8) 0 0 0 

  Hyperglycaemia 2 (5.4 ) 1 (2.7 ) 0 1 (2.7 ) 0 

  Hyperkalaemia 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Fluid overload 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Tumour lysis syndrome 1 (2.7 ) 0 0 0 1 (2.7 ) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 11 (29.7) 4 (10.8) 5 (13.5) 2 (5.4 ) 0 

  Pain in extremity 7 (18.9) 2 (5.4 ) 5 (13.5) 0 0 

  Arthralgia 6 (16.2) 0 6 (16.2) 0 0 

  Myalgia 6 (16.2) 6 (16.2) 0 0 0 

  Back pain 4 (10.8) 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 

  Bone pain 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Neck pain 1 (2.7 ) 0 0 1 (2.7 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (2.7 ) 0 0 1 (2.7 ) 0 

Nervous system disorders      

  -Total 18 (48.6) 7 (18.9) 6 (16.2) 5 (13.5) 0 

  Headache 13 (35.1) 6 (16.2) 5 (13.5) 2 (5.4 ) 0 

  Seizure 5 (13.5) 0 2 (5.4 ) 3 (8.1 ) 0 

  Tremor 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Somnolence 1 (2.7 ) 1 (2.7 ) 0 0 0 

Psychiatric disorders      

  -Total 8 (21.6) 3 (8.1 ) 4 (10.8) 1 (2.7 ) 0 

  Agitation 4 (10.8) 0 3 (8.1 ) 1 (2.7 ) 0 

  Anxiety 4 (10.8) 2 (5.4 ) 2 (5.4 ) 0 0 

  Insomnia 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

Renal and urinary disorders      

  -Total 8 (21.6) 5 (13.5) 1 (2.7 ) 2 (5.4 ) 0 

  Haematuria 8 (21.6) 5 (13.5) 1 (2.7 ) 2 (5.4 ) 0 

Respiratory, thoracic and mediastinal 
disorders 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 18 (48.6) 8 (21.6) 4 (10.8) 5 (13.5) 1 (2.7 ) 

  Cough 12 (32.4) 9 (24.3) 3 (8.1 ) 0 0 

  Epistaxis 8 (21.6) 4 (10.8) 3 (8.1 ) 1 (2.7 ) 0 

  Hypoxia 8 (21.6) 3 (8.1 ) 0 4 (10.8) 1 (2.7 ) 

  Oropharyngeal pain 5 (13.5) 3 (8.1 ) 2 (5.4 ) 0 0 

  Rhinorrhoea 4 (10.8) 2 (5.4 ) 2 (5.4 ) 0 0 

  Tachypnoea 4 (10.8) 1 (2.7 ) 3 (8.1 ) 0 0 

  Dyspnoea 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Pleural effusion 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 15 (40.5) 11 (29.7) 3 (8.1 ) 1 (2.7 ) 0 

  Rash 7 (18.9) 5 (13.5) 1 (2.7 ) 1 (2.7 ) 0 

  Pruritus 6 (16.2) 6 (16.2) 0 0 0 

  Dry skin 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Erythema 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

  Ingrowing nail 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

  Petechiae 2 (5.4 ) 2 (5.4 ) 0 0 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urticaria 1 (2.7 ) 1 (2.7 ) 0 0 0 

Vascular disorders      

  -Total 15 (40.5) 7 (18.9) 6 (16.2) 1 (2.7 ) 1 (2.7 ) 

  Hypertension 11 (29.7) 5 (13.5) 6 (16.2) 0 0 

  Hypotension 6 (16.2) 4 (10.8) 0 1 (2.7 ) 1 (2.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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2763 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 157a 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at 

anytime during the study by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

19 (100) 0 1 (5.3 ) 6 (31.6) 12 (63.2) 

Blood and lymphatic system disorders      

  -Total 14 (73.7) 1 (5.3 ) 1 (5.3 ) 8 (42.1) 4 (21.1) 

  Febrile neutropenia 6 (31.6) 0 1 (5.3 ) 5 (26.3) 0 

  Neutropenia 5 (26.3) 1 (5.3 ) 0 1 (5.3 ) 3 (15.8) 

  Anaemia 4 (21.1) 0 0 4 (21.1) 0 

  Bone marrow failure 4 (21.1) 0 1 (5.3 ) 3 (15.8) 0 

  Thrombocytopenia 4 (21.1) 0 0 2 (10.5) 2 (10.5) 

  Leukopenia 3 (15.8) 0 0 0 3 (15.8) 

Cardiac disorders      

  -Total 6 (31.6) 4 (21.1) 2 (10.5) 0 0 

  Sinus bradycardia 3 (15.8) 3 (15.8) 0 0 0 



  

  

2764 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Tachycardia 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Bradycardia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 15 (78.9) 6 (31.6) 5 (26.3) 4 (21.1) 0 

  Nausea 11 (57.9) 5 (26.3) 5 (26.3) 1 (5.3 ) 0 

  Vomiting 6 (31.6) 5 (26.3) 1 (5.3 ) 0 0 

  Constipation 5 (26.3) 2 (10.5) 2 (10.5) 1 (5.3 ) 0 

  Diarrhoea 5 (26.3) 4 (21.1) 0 1 (5.3 ) 0 

  Stomatitis 5 (26.3) 1 (5.3 ) 3 (15.8) 1 (5.3 ) 0 

  Abdominal pain upper 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Dental caries 2 (10.5) 0 1 (5.3 ) 1 (5.3 ) 0 

  Abdominal distension 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Abdominal pain 1 (5.3 ) 1 (5.3 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 14 (73.7) 4 (21.1) 8 (42.1) 2 (10.5) 0 

  Pyrexia 8 (42.1) 2 (10.5) 5 (26.3) 1 (5.3 ) 0 

  Fatigue 4 (21.1) 3 (15.8) 1 (5.3 ) 0 0 



  

  

2765 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Asthenia 2 (10.5) 2 (10.5) 0 0 0 

  Catheter site pain 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Pain 2 (10.5) 0 2 (10.5) 0 0 

  Catheter site erythema 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Catheter site haemorrhage 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Chills 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Face oedema 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Oedema peripheral 1 (5.3 ) 1 (5.3 ) 0 0 0 

Hepatobiliary disorders      

  -Total 2 (10.5) 0 0 2 (10.5) 0 

  Hepatocellular injury 2 (10.5) 0 0 2 (10.5) 0 

Immune system disorders      

  -Total 13 (68.4) 2 (10.5) 5 (26.3) 3 (15.8) 3 (15.8) 

  Cytokine release syndrome 12 (63.2) 3 (15.8) 3 (15.8) 3 (15.8) 3 (15.8) 

  Hypogammaglobulinaemia 4 (21.1) 1 (5.3 ) 3 (15.8) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

3 (15.8) 0 1 (5.3 ) 2 (10.5) 0 

  Drug hypersensitivity 1 (5.3 ) 1 (5.3 ) 0 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Infections and infestations      

  -Total 14 (73.7) 2 (10.5) 1 (5.3 ) 7 (36.8) 4 (21.1) 

  Nasopharyngitis 4 (21.1) 4 (21.1) 0 0 0 

  Rhinitis 4 (21.1) 2 (10.5) 2 (10.5) 0 0 

  Herpes zoster 3 (15.8) 0 2 (10.5) 1 (5.3 ) 0 

  Sepsis 3 (15.8) 0 0 1 (5.3 ) 2 (10.5) 

  Device related infection 2 (10.5) 0 0 2 (10.5) 0 

  Infection 2 (10.5) 0 1 (5.3 ) 1 (5.3 ) 0 

  Septic shock 2 (10.5) 0 0 0 2 (10.5) 

  Bacterial infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Neutropenic infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Pneumonia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Upper respiratory tract infection 1 (5.3 ) 0 1 (5.3 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (15.8) 2 (10.5) 1 (5.3 ) 0 0 

  Procedural pain 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Contusion 1 (5.3 ) 1 (5.3 ) 0 0 0 



  

  

2767 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Investigations      

  -Total 9 (47.4) 1 (5.3 ) 2 (10.5) 3 (15.8) 3 (15.8) 

  C-reactive protein increased 4 (21.1) 0 3 (15.8) 1 (5.3 ) 0 

  Immunoglobulins decreased 3 (15.8) 0 1 (5.3 ) 2 (10.5) 0 

  Lymphocyte count decreased 3 (15.8) 1 (5.3 ) 0 1 (5.3 ) 1 (5.3 ) 

  Neutrophil count decreased 3 (15.8) 0 0 0 3 (15.8) 

  Platelet count decreased 3 (15.8) 0 0 1 (5.3 ) 2 (10.5) 

  White blood cell count decreased 3 (15.8) 0 0 0 3 (15.8) 

  Alanine aminotransferase increased 2 (10.5) 1 (5.3 ) 0 1 (5.3 ) 0 

  Antithrombin iii decreased 2 (10.5) 0 2 (10.5) 0 0 

  Protein total decreased 2 (10.5) 0 2 (10.5) 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (5.3 ) 1 (5.3 ) 0 0 0 

  Aspartate aminotransferase 
increased 

1 (5.3 ) 1 (5.3 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 7 (36.8) 2 (10.5) 4 (21.1) 1 (5.3 ) 0 

  Decreased appetite 5 (26.3) 4 (21.1) 0 1 (5.3 ) 0 

  Hypoalbuminaemia 3 (15.8) 1 (5.3 ) 1 (5.3 ) 1 (5.3 ) 0 



  

  

2768 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Hyperglycaemia 2 (10.5) 1 (5.3 ) 0 1 (5.3 ) 0 

  Hyperkalaemia 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Hyperuricaemia 2 (10.5) 2 (10.5) 0 0 0 

  Hypocalcaemia 2 (10.5) 0 2 (10.5) 0 0 

  Hypokalaemia 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Hypomagnesaemia 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Hypophosphataemia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 7 (36.8) 1 (5.3 ) 4 (21.1) 2 (10.5) 0 

  Arthralgia 3 (15.8) 1 (5.3 ) 0 2 (10.5) 0 

  Back pain 3 (15.8) 0 3 (15.8) 0 0 

  Neck pain 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Pain in extremity 2 (10.5) 2 (10.5) 0 0 0 

  Bone pain 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Myalgia 1 (5.3 ) 0 1 (5.3 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (5.3 ) 0 0 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.3 ) 0 0 1 (5.3 ) 0 

Nervous system disorders      

  -Total 10 (52.6) 3 (15.8) 6 (31.6) 1 (5.3 ) 0 

  Headache 7 (36.8) 2 (10.5) 4 (21.1) 1 (5.3 ) 0 

  Seizure 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Intention tremor 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Tremor 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

Psychiatric disorders      

  -Total 3 (15.8) 0 3 (15.8) 0 0 

  Agitation 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Anxiety 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Insomnia 1 (5.3 ) 0 1 (5.3 ) 0 0 

Renal and urinary disorders      

  -Total 2 (10.5) 2 (10.5) 0 0 0 

  Haematuria 2 (10.5) 2 (10.5) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 6 (31.6) 0 5 (26.3) 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Cough 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Epistaxis 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Oropharyngeal pain 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Dyspnoea 2 (10.5) 0 2 (10.5) 0 0 

  Hypoxia 1 (5.3 ) 0 0 1 (5.3 ) 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 6 (31.6) 2 (10.5) 4 (21.1) 0 0 

  Rash 3 (15.8) 3 (15.8) 0 0 0 

  Erythema 2 (10.5) 2 (10.5) 0 0 0 

  Petechiae 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Pruritus 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Dry skin 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Ingrowing nail 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Urticaria 1 (5.3 ) 0 1 (5.3 ) 0 0 

Vascular disorders      

  -Total 5 (26.3) 1 (5.3 ) 0 4 (21.1) 0 

  Hypertension 3 (15.8) 0 0 3 (15.8) 0 



  

  

2771 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Hypotension 2 (10.5) 1 (5.3 ) 0 1 (5.3 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 157a 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at 

anytime during the study by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

18 (100) 1 (5.6 ) 1 (5.6 ) 6 (33.3) 10 (55.6) 

Blood and lymphatic system disorders      

  -Total 14 (77.8) 0 3 (16.7) 8 (44.4) 3 (16.7) 

  Anaemia 5 (27.8) 0 3 (16.7) 2 (11.1) 0 

  Thrombocytopenia 5 (27.8) 0 1 (5.6 ) 2 (11.1) 2 (11.1) 

  Febrile neutropenia 4 (22.2) 0 0 3 (16.7) 1 (5.6 ) 

  Neutropenia 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  B-cell aplasia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Bone marrow failure 2 (11.1) 0 0 2 (11.1) 0 

Cardiac disorders      

  -Total 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 



  

  

2773 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Bradycardia 2 (11.1) 0 2 (11.1) 0 0 

  Tachycardia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Sinus tachycardia 1 (5.6 ) 0 1 (5.6 ) 0 0 

Gastrointestinal disorders      

  -Total 13 (72.2) 3 (16.7) 8 (44.4) 2 (11.1) 0 

  Nausea 8 (44.4) 5 (27.8) 3 (16.7) 0 0 

  Constipation 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Abdominal pain 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Abdominal pain upper 3 (16.7) 0 3 (16.7) 0 0 

  Diarrhoea 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Gingival bleeding 2 (11.1) 0 2 (11.1) 0 0 

  Rectal haemorrhage 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Stomatitis 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Vomiting 1 (5.6 ) 1 (5.6 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 15 (83.3) 6 (33.3) 7 (38.9) 2 (11.1) 0 

  Pyrexia 11 (61.1) 3 (16.7) 6 (33.3) 2 (11.1) 0 



  

  

2774 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Fatigue 6 (33.3) 4 (22.2) 2 (11.1) 0 0 

  Oedema peripheral 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Catheter site erythema 2 (11.1) 2 (11.1) 0 0 0 

  Catheter site haemorrhage 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Chills 2 (11.1) 0 2 (11.1) 0 0 

  Pain 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Asthenia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Immune system disorders      

  -Total 11 (61.1) 2 (11.1) 5 (27.8) 2 (11.1) 2 (11.1) 

  Cytokine release syndrome 10 (55.6) 2 (11.1) 4 (22.2) 2 (11.1) 2 (11.1) 

  Drug hypersensitivity 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hypogammaglobulinaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections and infestations      

  -Total 13 (72.2) 1 (5.6 ) 5 (27.8) 6 (33.3) 1 (5.6 ) 

  Oral herpes 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Pneumonia 3 (16.7) 0 0 2 (11.1) 1 (5.6 ) 



  

  

2775 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Bacterial infection 2 (11.1) 0 2 (11.1) 0 0 

  Device related infection 2 (11.1) 0 2 (11.1) 0 0 

  Herpes zoster 2 (11.1) 0 2 (11.1) 0 0 

  Neutropenic infection 2 (11.1) 0 0 2 (11.1) 0 

  Respiratory syncytial virus infection 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Nasopharyngitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sepsis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Septic shock 1 (5.6 ) 0 0 1 (5.6 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Procedural pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

Investigations      

  -Total 11 (61.1) 1 (5.6 ) 1 (5.6 ) 3 (16.7) 6 (33.3) 

  White blood cell count decreased 5 (27.8) 0 0 2 (11.1) 3 (16.7) 

  Alanine aminotransferase increased 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Gamma-glutamyltransferase 
increased 

3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 



  

  

2776 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Platelet count decreased 3 (16.7) 0 0 2 (11.1) 1 (5.6 ) 

  Activated partial thromboplastin time 
prolonged 

2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Aspartate aminotransferase 
increased 

2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Blood creatinine increased 2 (11.1) 2 (11.1) 0 0 0 

  C-reactive protein increased 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Immunoglobulins decreased 2 (11.1) 0 1 (5.6 ) 0 1 (5.6 ) 

  Lymphocyte count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Neutrophil count decreased 2 (11.1) 0 0 0 2 (11.1) 

  Serum ferritin increased 2 (11.1) 2 (11.1) 0 0 0 

  Blood fibrinogen decreased 1 (5.6 ) 0 1 (5.6 ) 0 0 

Metabolism and nutrition disorders      

  -Total 8 (44.4) 4 (22.2) 3 (16.7) 1 (5.6 ) 0 

  Hypomagnesaemia 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Hypokalaemia 4 (22.2) 4 (22.2) 0 0 0 

  Hyperglycaemia 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Hypocalcaemia 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Hypophosphataemia 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 



  

  

2777 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Decreased appetite 2 (11.1) 2 (11.1) 0 0 0 

  Fluid overload 2 (11.1) 0 2 (11.1) 0 0 

  Hyperkalaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hyperphosphataemia 2 (11.1) 2 (11.1) 0 0 0 

  Hypertriglyceridaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hyperuricaemia 2 (11.1) 2 (11.1) 0 0 0 

  Tumour lysis syndrome 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Hypoalbuminaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 11 (61.1) 3 (16.7) 7 (38.9) 1 (5.6 ) 0 

  Pain in extremity 5 (27.8) 1 (5.6 ) 4 (22.2) 0 0 

  Arthralgia 3 (16.7) 0 3 (16.7) 0 0 

  Back pain 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Bone pain 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Myalgia 2 (11.1) 2 (11.1) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (11.1) 0 0 0 2 (11.1) 



  

  

2778 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Acute lymphocytic leukaemia 
recurrent 

2 (11.1) 0 0 0 2 (11.1) 

Nervous system disorders      

  -Total 9 (50.0) 2 (11.1) 3 (16.7) 4 (22.2) 0 

  Somnolence 5 (27.8) 1 (5.6 ) 1 (5.6 ) 3 (16.7) 0 

  Headache 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Neuralgia 3 (16.7) 0 3 (16.7) 0 0 

  Seizure 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

Psychiatric disorders      

  -Total 4 (22.2) 1 (5.6 ) 3 (16.7) 0 0 

  Insomnia 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Anxiety 2 (11.1) 0 2 (11.1) 0 0 

Renal and urinary disorders      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Haematuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 6 (33.3) 3 (16.7) 2 (11.1) 1 (5.6 ) 0 

  Cough 3 (16.7) 3 (16.7) 0 0 0 



  

  

2779 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Epistaxis 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Hypoxia 2 (11.1) 0 2 (11.1) 0 0 

  Pleural effusion 2 (11.1) 0 2 (11.1) 0 0 

  Tachypnoea 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Dyspnoea 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rhinorrhoea 1 (5.6 ) 1 (5.6 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 11 (61.1) 6 (33.3) 4 (22.2) 1 (5.6 ) 0 

  Rash 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Dry skin 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Erythema 3 (16.7) 3 (16.7) 0 0 0 

  Petechiae 3 (16.7) 3 (16.7) 0 0 0 

  Ingrowing nail 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Toxic skin eruption 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Urticaria 2 (11.1) 0 2 (11.1) 0 0 

  Pruritus 1 (5.6 ) 1 (5.6 ) 0 0 0 

Vascular disorders      



  

  

2780 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  -Total 4 (22.2) 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 

  Hypotension 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Hypertension 1 (5.6 ) 0 1 (5.6 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 157b => Adverse events in at least 10% of the patients OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents) at anyti me during the study by pri mar y system organ class, preferr ed ter m, maxi mum CTC  grade and Gender (Enrolled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                      
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 157b 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at 

anytime during the study by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

43 (97.7) 2 (4.5 ) 5 (11.4) 9 (20.5) 27 (61.4) 

Blood and lymphatic system disorders      

  -Total 32 (72.7) 2 (4.5 ) 5 (11.4) 15 (34.1) 10 (22.7) 

  Anaemia 16 (36.4) 1 (2.3 ) 5 (11.4) 10 (22.7) 0 

  Febrile neutropenia 13 (29.5) 0 1 (2.3 ) 11 (25.0) 1 (2.3 ) 

  Neutropenia 12 (27.3) 2 (4.5 ) 1 (2.3 ) 4 (9.1 ) 5 (11.4) 

  Thrombocytopenia 10 (22.7) 0 2 (4.5 ) 3 (6.8 ) 5 (11.4) 

  Bone marrow failure 4 (9.1 ) 0 1 (2.3 ) 3 (6.8 ) 0 

Cardiac disorders      

  -Total 8 (18.2) 3 (6.8 ) 4 (9.1 ) 1 (2.3 ) 0 

  Sinus bradycardia 5 (11.4) 5 (11.4) 0 0 0 

  Tachycardia 5 (11.4) 0 4 (9.1 ) 1 (2.3 ) 0 



  

  

2782 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

  -Total 33 (75.0) 11 (25.0) 16 (36.4) 6 (13.6) 0 

  Nausea 21 (47.7) 10 (22.7) 11 (25.0) 0 0 

  Diarrhoea 14 (31.8) 6 (13.6) 6 (13.6) 2 (4.5 ) 0 

  Constipation 13 (29.5) 8 (18.2) 4 (9.1 ) 1 (2.3 ) 0 

  Vomiting 11 (25.0) 8 (18.2) 3 (6.8 ) 0 0 

  Abdominal pain 9 (20.5) 4 (9.1 ) 4 (9.1 ) 1 (2.3 ) 0 

  Stomatitis 9 (20.5) 4 (9.1 ) 3 (6.8 ) 2 (4.5 ) 0 

  Dental caries 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 30 (68.2) 11 (25.0) 14 (31.8) 5 (11.4) 0 

  Pyrexia 25 (56.8) 7 (15.9) 13 (29.5) 5 (11.4) 0 

  Fatigue 11 (25.0) 7 (15.9) 4 (9.1 ) 0 0 

  Pain 6 (13.6) 2 (4.5 ) 4 (9.1 ) 0 0 

  Oedema peripheral 5 (11.4) 5 (11.4) 0 0 0 

Immune system disorders      

  -Total 30 (68.2) 5 (11.4) 10 (22.7) 6 (13.6) 9 (20.5) 



  

  

2783 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cytokine release syndrome 29 (65.9) 7 (15.9) 7 (15.9) 6 (13.6) 9 (20.5) 

  Hypogammaglobulinaemia 10 (22.7) 2 (4.5 ) 8 (18.2) 0 0 

Infections and infestations      

  -Total 19 (43.2) 5 (11.4) 7 (15.9) 7 (15.9) 0 

  Device related infection 6 (13.6) 0 3 (6.8 ) 3 (6.8 ) 0 

  Herpes zoster 5 (11.4) 0 4 (9.1 ) 1 (2.3 ) 0 

  Nasopharyngitis 5 (11.4) 5 (11.4) 0 0 0 

  Pneumonia 4 (9.1 ) 0 1 (2.3 ) 3 (6.8 ) 0 

  Rhinitis 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Upper respiratory tract infection 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Contusion 3 (6.8 ) 3 (6.8 ) 0 0 0 

Investigations      

  -Total 23 (52.3) 0 2 (4.5 ) 4 (9.1 ) 17 (38.6) 

  White blood cell count decreased 13 (29.5) 0 0 2 (4.5 ) 11 (25.0) 

  Platelet count decreased 12 (27.3) 1 (2.3 ) 0 1 (2.3 ) 10 (22.7) 



  

  

2784 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 11 (25.0) 0 0 0 11 (25.0) 

  Alanine aminotransferase increased 8 (18.2) 1 (2.3 ) 2 (4.5 ) 4 (9.1 ) 1 (2.3 ) 

  Aspartate aminotransferase 
increased 

7 (15.9) 1 (2.3 ) 2 (4.5 ) 3 (6.8 ) 1 (2.3 ) 

  C-reactive protein increased 6 (13.6) 2 (4.5 ) 3 (6.8 ) 1 (2.3 ) 0 

  Immunoglobulins decreased 5 (11.4) 0 2 (4.5 ) 2 (4.5 ) 1 (2.3 ) 

  Lymphocyte count decreased 4 (9.1 ) 0 0 2 (4.5 ) 2 (4.5 ) 

Metabolism and nutrition disorders      

  -Total 24 (54.5) 11 (25.0) 6 (13.6) 6 (13.6) 1 (2.3 ) 

  Decreased appetite 12 (27.3) 9 (20.5) 0 3 (6.8 ) 0 

  Hypokalaemia 12 (27.3) 6 (13.6) 1 (2.3 ) 5 (11.4) 0 

  Hyperuricaemia 8 (18.2) 8 (18.2) 0 0 0 

  Hypocalcaemia 8 (18.2) 4 (9.1 ) 3 (6.8 ) 0 1 (2.3 ) 

  Hypophosphataemia 8 (18.2) 5 (11.4) 1 (2.3 ) 2 (4.5 ) 0 

  Hypoalbuminaemia 7 (15.9) 2 (4.5 ) 4 (9.1 ) 1 (2.3 ) 0 

  Hypomagnesaemia 7 (15.9) 6 (13.6) 1 (2.3 ) 0 0 

  Hyperglycaemia 5 (11.4) 3 (6.8 ) 0 2 (4.5 ) 0 

  Hyperkalaemia 5 (11.4) 3 (6.8 ) 2 (4.5 ) 0 0 



  

  

2785 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 16 (36.4) 2 (4.5 ) 11 (25.0) 3 (6.8 ) 0 

  Pain in extremity 10 (22.7) 5 (11.4) 5 (11.4) 0 0 

  Arthralgia 8 (18.2) 1 (2.3 ) 5 (11.4) 2 (4.5 ) 0 

  Back pain 7 (15.9) 1 (2.3 ) 5 (11.4) 1 (2.3 ) 0 

  Myalgia 5 (11.4) 4 (9.1 ) 1 (2.3 ) 0 0 

Nervous system disorders      

  -Total 20 (45.5) 7 (15.9) 9 (20.5) 4 (9.1 ) 0 

  Headache 12 (27.3) 5 (11.4) 6 (13.6) 1 (2.3 ) 0 

  Seizure 8 (18.2) 2 (4.5 ) 3 (6.8 ) 3 (6.8 ) 0 

  Somnolence 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

Psychiatric disorders      

  -Total 6 (13.6) 3 (6.8 ) 3 (6.8 ) 0 0 

  Anxiety 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Insomnia 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

Renal and urinary disorders      

  -Total 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 



  

  

2786 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haematuria 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 18 (40.9) 6 (13.6) 6 (13.6) 5 (11.4) 1 (2.3 ) 

  Cough 11 (25.0) 9 (20.5) 2 (4.5 ) 0 0 

  Epistaxis 9 (20.5) 3 (6.8 ) 4 (9.1 ) 2 (4.5 ) 0 

  Hypoxia 7 (15.9) 1 (2.3 ) 2 (4.5 ) 3 (6.8 ) 1 (2.3 ) 

  Oropharyngeal pain 5 (11.4) 3 (6.8 ) 2 (4.5 ) 0 0 

  Rhinorrhoea 1 (2.3 ) 1 (2.3 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 18 (40.9) 13 (29.5) 5 (11.4) 0 0 

  Rash 8 (18.2) 7 (15.9) 1 (2.3 ) 0 0 

  Dry skin 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

  Erythema 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

  Petechiae 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

  Pruritus 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

Vascular disorders      

  -Total 14 (31.8) 6 (13.6) 2 (4.5 ) 5 (11.4) 1 (2.3 ) 



  

  

2787 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypertension 8 (18.2) 3 (6.8 ) 2 (4.5 ) 3 (6.8 ) 0 

  Hypotension 7 (15.9) 4 (9.1 ) 0 2 (4.5 ) 1 (2.3 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 157b 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at 

anytime during the study by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

30 (100) 1 (3.3 ) 5 (16.7) 11 (36.7) 13 (43.3) 

Blood and lymphatic system disorders      

  -Total 16 (53.3) 0 0 12 (40.0) 4 (13.3) 

  Anaemia 9 (30.0) 1 (3.3 ) 0 8 (26.7) 0 

  Febrile neutropenia 8 (26.7) 1 (3.3 ) 0 7 (23.3) 0 

  Neutropenia 7 (23.3) 0 0 3 (10.0) 4 (13.3) 

  Thrombocytopenia 4 (13.3) 0 1 (3.3 ) 1 (3.3 ) 2 (6.7 ) 

  Bone marrow failure 3 (10.0) 0 0 3 (10.0) 0 

Cardiac disorders      

  -Total 6 (20.0) 6 (20.0) 0 0 0 

  Tachycardia 6 (20.0) 6 (20.0) 0 0 0 

  Sinus bradycardia 1 (3.3 ) 1 (3.3 ) 0 0 0 



  

  

2790 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Gastrointestinal disorders      

  -Total 20 (66.7) 8 (26.7) 7 (23.3) 5 (16.7) 0 

  Nausea 9 (30.0) 3 (10.0) 4 (13.3) 2 (6.7 ) 0 

  Stomatitis 9 (30.0) 2 (6.7 ) 4 (13.3) 3 (10.0) 0 

  Vomiting 8 (26.7) 6 (20.0) 2 (6.7 ) 0 0 

  Diarrhoea 7 (23.3) 6 (20.0) 0 1 (3.3 ) 0 

  Constipation 6 (20.0) 3 (10.0) 3 (10.0) 0 0 

  Abdominal pain 3 (10.0) 0 3 (10.0) 0 0 

  Dental caries 3 (10.0) 2 (6.7 ) 0 1 (3.3 ) 0 

General disorders and administration 
site conditions 

     

  -Total 22 (73.3) 8 (26.7) 8 (26.7) 6 (20.0) 0 

  Pyrexia 19 (63.3) 6 (20.0) 8 (26.7) 5 (16.7) 0 

  Fatigue 5 (16.7) 3 (10.0) 2 (6.7 ) 0 0 

  Pain 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

  Oedema peripheral 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

Immune system disorders      

  -Total 22 (73.3) 4 (13.3) 9 (30.0) 5 (16.7) 4 (13.3) 



  

  

2791 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Cytokine release syndrome 18 (60.0) 5 (16.7) 6 (20.0) 3 (10.0) 4 (13.3) 

  Hypogammaglobulinaemia 12 (40.0) 4 (13.3) 6 (20.0) 2 (6.7 ) 0 

Infections and infestations      

  -Total 15 (50.0) 2 (6.7 ) 6 (20.0) 6 (20.0) 1 (3.3 ) 

  Upper respiratory tract infection 6 (20.0) 1 (3.3 ) 5 (16.7) 0 0 

  Nasopharyngitis 4 (13.3) 3 (10.0) 1 (3.3 ) 0 0 

  Pneumonia 4 (13.3) 1 (3.3 ) 0 2 (6.7 ) 1 (3.3 ) 

  Rhinitis 4 (13.3) 2 (6.7 ) 2 (6.7 ) 0 0 

  Bronchopulmonary aspergillosis 3 (10.0) 0 2 (6.7 ) 1 (3.3 ) 0 

  Sinusitis 3 (10.0) 0 1 (3.3 ) 2 (6.7 ) 0 

  Device related infection 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Herpes zoster 1 (3.3 ) 0 1 (3.3 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (10.0) 3 (10.0) 0 0 0 

  Contusion 3 (10.0) 3 (10.0) 0 0 0 

Investigations      

  -Total 12 (40.0) 0 0 4 (13.3) 8 (26.7) 



  

  

2792 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  White blood cell count decreased 8 (26.7) 0 0 1 (3.3 ) 7 (23.3) 

  Neutrophil count decreased 6 (20.0) 0 0 1 (3.3 ) 5 (16.7) 

  Platelet count decreased 6 (20.0) 0 0 3 (10.0) 3 (10.0) 

  Lymphocyte count decreased 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

  Alanine aminotransferase increased 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Aspartate aminotransferase 
increased 

2 (6.7 ) 2 (6.7 ) 0 0 0 

  C-reactive protein increased 1 (3.3 ) 0 0 1 (3.3 ) 0 

Metabolism and nutrition disorders      

  -Total 11 (36.7) 2 (6.7 ) 3 (10.0) 5 (16.7) 1 (3.3 ) 

  Hypokalaemia 6 (20.0) 1 (3.3 ) 1 (3.3 ) 4 (13.3) 0 

  Hypophosphataemia 5 (16.7) 2 (6.7 ) 1 (3.3 ) 2 (6.7 ) 0 

  Hypocalcaemia 4 (13.3) 0 1 (3.3 ) 2 (6.7 ) 1 (3.3 ) 

  Decreased appetite 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

  Hypoalbuminaemia 3 (10.0) 1 (3.3 ) 2 (6.7 ) 0 0 

  Hypomagnesaemia 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

  Hyperglycaemia 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Hyperkalaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 



  

  

2793 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Hyperuricaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 9 (30.0) 4 (13.3) 5 (16.7) 0 0 

  Arthralgia 4 (13.3) 0 4 (13.3) 0 0 

  Myalgia 4 (13.3) 4 (13.3) 0 0 0 

  Pain in extremity 4 (13.3) 0 4 (13.3) 0 0 

  Back pain 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

Nervous system disorders      

  -Total 15 (50.0) 4 (13.3) 5 (16.7) 6 (20.0) 0 

  Headache 11 (36.7) 4 (13.3) 5 (16.7) 2 (6.7 ) 0 

  Somnolence 3 (10.0) 0 0 3 (10.0) 0 

  Seizure 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

Psychiatric disorders      

  -Total 6 (20.0) 2 (6.7 ) 4 (13.3) 0 0 

  Anxiety 4 (13.3) 1 (3.3 ) 3 (10.0) 0 0 

  Insomnia 4 (13.3) 1 (3.3 ) 3 (10.0) 0 0 

Renal and urinary disorders      



  

  

2794 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 5 (16.7) 3 (10.0) 0 2 (6.7 ) 0 

  Haematuria 5 (16.7) 3 (10.0) 0 2 (6.7 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 11 (36.7) 6 (20.0) 3 (10.0) 2 (6.7 ) 0 

  Cough 7 (23.3) 4 (13.3) 3 (10.0) 0 0 

  Epistaxis 5 (16.7) 4 (13.3) 1 (3.3 ) 0 0 

  Hypoxia 4 (13.3) 2 (6.7 ) 0 2 (6.7 ) 0 

  Rhinorrhoea 4 (13.3) 2 (6.7 ) 2 (6.7 ) 0 0 

  Oropharyngeal pain 3 (10.0) 1 (3.3 ) 2 (6.7 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 10 (33.3) 7 (23.3) 2 (6.7 ) 1 (3.3 ) 0 

  Rash 7 (23.3) 4 (13.3) 2 (6.7 ) 1 (3.3 ) 0 

  Pruritus 3 (10.0) 3 (10.0) 0 0 0 

  Erythema 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Dry skin 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Petechiae 1 (3.3 ) 1 (3.3 ) 0 0 0 

Vascular disorders      



  

  

2795 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 10 (33.3) 4 (13.3) 5 (16.7) 1 (3.3 ) 0 

  Hypertension 7 (23.3) 2 (6.7 ) 5 (16.7) 0 0 

  Hypotension 4 (13.3) 3 (10.0) 0 1 (3.3 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 157c  => Adverse events i n at l east 10% of the pati ents OR (in at least 10 patients  AND  in at least 1% of the patients) at  anyti me duri ng the study by primar y sys tem organ cl ass , preferred ter m, maxi mum CTC grade and R esponse status at study entr y (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                              
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 157c 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at 

anytime during the study by primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 0 1 (100) 0 

Blood and lymphatic system disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Febrile neutropenia 1 (100) 0 0 1 (100) 0 

  Neutropenia 1 (100) 0 0 1 (100) 0 

Gastrointestinal disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Abdominal pain upper 1 (100) 0 1 (100) 0 0 

  Constipation 1 (100) 0 1 (100) 0 0 

  Dyspepsia 1 (100) 1 (100) 0 0 0 

  Flatulence 1 (100) 0 1 (100) 0 0 

  Gingival pruritus 1 (100) 1 (100) 0 0 0 



  

  

2797 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Stomatitis 1 (100) 0 1 (100) 0 0 

  Vomiting 1 (100) 0 1 (100) 0 0 

General disorders and administration 
site conditions 

     

  -Total 1 (100) 0 0 1 (100) 0 

  General physical health deterioration 1 (100) 0 1 (100) 0 0 

  Puncture site haemorrhage 1 (100) 0 0 1 (100) 0 

  Puncture site pain 1 (100) 1 (100) 0 0 0 

  Pyrexia 1 (100) 0 1 (100) 0 0 

Immune system disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Cytokine release syndrome 1 (100) 0 0 1 (100) 0 

Infections and infestations      

  -Total 1 (100) 0 0 1 (100) 0 

  Infection 1 (100) 0 0 1 (100) 0 

  Paronychia 1 (100) 0 1 (100) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (100) 0 0 1 (100) 0 



  

  

2798 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fall 1 (100) 1 (100) 0 0 0 

  Transfusion reaction 1 (100) 0 0 1 (100) 0 

Investigations      

  -Total 1 (100) 0 1 (100) 0 0 

  Activated partial thromboplastin time 
shortened 

1 (100) 0 1 (100) 0 0 

  Antithrombin iii decreased 1 (100) 0 1 (100) 0 0 

  C-reactive protein increased 1 (100) 0 1 (100) 0 0 

  Immunoglobulins decreased 1 (100) 0 1 (100) 0 0 

  Protein total decreased 1 (100) 0 1 (100) 0 0 

  Urine output decreased 1 (100) 0 1 (100) 0 0 

Metabolism and nutrition disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Hypokalaemia 1 (100) 0 1 (100) 0 0 

  Hyponatraemia 1 (100) 0 1 (100) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (100) 0 1 (100) 0 0 

  Arthralgia 1 (100) 1 (100) 0 0 0 
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Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Back pain 1 (100) 0 1 (100) 0 0 

  Pain in extremity 1 (100) 1 (100) 0 0 0 

  Temporomandibular joint syndrome 1 (100) 1 (100) 0 0 0 

Nervous system disorders      

  -Total 1 (100) 1 (100) 0 0 0 

  Leukoencephalopathy 1 (100) 1 (100) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (100) 1 (100) 0 0 0 

  Penile erythema 1 (100) 1 (100) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 1 (100) 0 1 (100) 0 0 

  Cough 1 (100) 1 (100) 0 0 0 

  Dyspnoea 1 (100) 0 1 (100) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (100) 1 (100) 0 0 0 

  Erythema 1 (100) 1 (100) 0 0 0 
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Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash 1 (100) 1 (100) 0 0 0 

Vascular disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Hypertension 1 (100) 0 0 1 (100) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 157c 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at 

anytime during the study by primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

72 (98.6) 3 (4.1 ) 11 (15.1) 18 (24.7) 40 (54.8) 

Blood and lymphatic system disorders      

  -Total 42 (57.5) 2 (2.7 ) 5 (6.8 ) 21 (28.8) 14 (19.2) 

  Anaemia 25 (34.2) 2 (2.7 ) 5 (6.8 ) 18 (24.7) 0 

  Febrile neutropenia 20 (27.4) 1 (1.4 ) 1 (1.4 ) 17 (23.3) 1 (1.4 ) 

  Neutropenia 18 (24.7) 2 (2.7 ) 1 (1.4 ) 6 (8.2 ) 9 (12.3) 

  Thrombocytopenia 14 (19.2) 0 3 (4.1 ) 4 (5.5 ) 7 (9.6 ) 

Cardiac disorders      

  -Total 11 (15.1) 6 (8.2 ) 4 (5.5 ) 1 (1.4 ) 0 

  Tachycardia 11 (15.1) 6 (8.2 ) 4 (5.5 ) 1 (1.4 ) 0 

Gastrointestinal disorders      

  -Total 52 (71.2) 18 (24.7) 23 (31.5) 11 (15.1) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nausea 30 (41.1) 13 (17.8) 15 (20.5) 2 (2.7 ) 0 

  Diarrhoea 21 (28.8) 12 (16.4) 6 (8.2 ) 3 (4.1 ) 0 

  Constipation 18 (24.7) 11 (15.1) 6 (8.2 ) 1 (1.4 ) 0 

  Vomiting 18 (24.7) 14 (19.2) 4 (5.5 ) 0 0 

  Stomatitis 17 (23.3) 6 (8.2 ) 6 (8.2 ) 5 (6.8 ) 0 

  Abdominal pain 12 (16.4) 4 (5.5 ) 7 (9.6 ) 1 (1.4 ) 0 

  Abdominal pain upper 5 (6.8 ) 2 (2.7 ) 3 (4.1 ) 0 0 

  Dyspepsia 1 (1.4 ) 1 (1.4 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 50 (68.5) 18 (24.7) 21 (28.8) 11 (15.1) 0 

  Pyrexia 43 (58.9) 13 (17.8) 20 (27.4) 10 (13.7) 0 

  Fatigue 16 (21.9) 10 (13.7) 6 (8.2 ) 0 0 

  Pain 9 (12.3) 3 (4.1 ) 4 (5.5 ) 2 (2.7 ) 0 

  General physical health deterioration 1 (1.4 ) 0 1 (1.4 ) 0 0 

Immune system disorders      

  -Total 51 (69.9) 9 (12.3) 19 (26.0) 10 (13.7) 13 (17.8) 

  Cytokine release syndrome 46 (63.0) 12 (16.4) 13 (17.8) 8 (11.0) 13 (17.8) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypogammaglobulinaemia 22 (30.1) 6 (8.2 ) 14 (19.2) 2 (2.7 ) 0 

Infections and infestations      

  -Total 29 (39.7) 8 (11.0) 10 (13.7) 10 (13.7) 1 (1.4 ) 

  Nasopharyngitis 9 (12.3) 8 (11.0) 1 (1.4 ) 0 0 

  Device related infection 8 (11.0) 0 3 (4.1 ) 5 (6.8 ) 0 

  Pneumonia 8 (11.0) 1 (1.4 ) 1 (1.4 ) 5 (6.8 ) 1 (1.4 ) 

  Upper respiratory tract infection 8 (11.0) 2 (2.7 ) 6 (8.2 ) 0 0 

  Infection 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Paronychia 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Fall 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Transfusion reaction 1 (1.4 ) 1 (1.4 ) 0 0 0 

Investigations      

  -Total 34 (46.6) 0 2 (2.7 ) 7 (9.6 ) 25 (34.2) 

  White blood cell count decreased 21 (28.8) 0 0 3 (4.1 ) 18 (24.7) 

  Platelet count decreased 18 (24.7) 1 (1.4 ) 0 4 (5.5 ) 13 (17.8) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 17 (23.3) 0 0 1 (1.4 ) 16 (21.9) 

  Alanine aminotransferase increased 10 (13.7) 3 (4.1 ) 2 (2.7 ) 4 (5.5 ) 1 (1.4 ) 

  Aspartate aminotransferase 
increased 

9 (12.3) 3 (4.1 ) 2 (2.7 ) 3 (4.1 ) 1 (1.4 ) 

  C-reactive protein increased 6 (8.2 ) 2 (2.7 ) 2 (2.7 ) 2 (2.7 ) 0 

  Immunoglobulins decreased 4 (5.5 ) 0 1 (1.4 ) 2 (2.7 ) 1 (1.4 ) 

  Antithrombin iii decreased 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Protein total decreased 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Urine output decreased 1 (1.4 ) 0 1 (1.4 ) 0 0 

Metabolism and nutrition disorders      

  -Total 34 (46.6) 14 (19.2) 7 (9.6 ) 11 (15.1) 2 (2.7 ) 

  Hypokalaemia 17 (23.3) 7 (9.6 ) 1 (1.4 ) 9 (12.3) 0 

  Decreased appetite 15 (20.5) 11 (15.1) 1 (1.4 ) 3 (4.1 ) 0 

  Hypophosphataemia 13 (17.8) 7 (9.6 ) 2 (2.7 ) 4 (5.5 ) 0 

  Hypocalcaemia 12 (16.4) 4 (5.5 ) 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 

  Hypoalbuminaemia 10 (13.7) 3 (4.1 ) 6 (8.2 ) 1 (1.4 ) 0 

  Hypomagnesaemia 10 (13.7) 8 (11.0) 2 (2.7 ) 0 0 

  Hyperuricaemia 9 (12.3) 9 (12.3) 0 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyponatraemia 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 24 (32.9) 6 (8.2 ) 15 (20.5) 3 (4.1 ) 0 

  Pain in extremity 13 (17.8) 4 (5.5 ) 9 (12.3) 0 0 

  Arthralgia 11 (15.1) 0 9 (12.3) 2 (2.7 ) 0 

  Back pain 9 (12.3) 3 (4.1 ) 5 (6.8 ) 1 (1.4 ) 0 

  Myalgia 9 (12.3) 8 (11.0) 1 (1.4 ) 0 0 

Nervous system disorders      

  -Total 30 (41.1) 10 (13.7) 13 (17.8) 7 (9.6 ) 0 

  Headache 23 (31.5) 9 (12.3) 11 (15.1) 3 (4.1 ) 0 

  Seizure 10 (13.7) 2 (2.7 ) 4 (5.5 ) 4 (5.5 ) 0 

Renal and urinary disorders      

  -Total 11 (15.1) 8 (11.0) 1 (1.4 ) 2 (2.7 ) 0 

  Haematuria 11 (15.1) 8 (11.0) 1 (1.4 ) 2 (2.7 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 28 (38.4) 11 (15.1) 9 (12.3) 7 (9.6 ) 1 (1.4 ) 

  Cough 17 (23.3) 12 (16.4) 5 (6.8 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Epistaxis 14 (19.2) 7 (9.6 ) 5 (6.8 ) 2 (2.7 ) 0 

  Hypoxia 11 (15.1) 3 (4.1 ) 2 (2.7 ) 5 (6.8 ) 1 (1.4 ) 

  Oropharyngeal pain 8 (11.0) 4 (5.5 ) 4 (5.5 ) 0 0 

  Dyspnoea 4 (5.5 ) 1 (1.4 ) 3 (4.1 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 24 (32.9) 18 (24.7) 5 (6.8 ) 1 (1.4 ) 0 

  Rash 14 (19.2) 10 (13.7) 3 (4.1 ) 1 (1.4 ) 0 

  Pruritus 9 (12.3) 8 (11.0) 1 (1.4 ) 0 0 

  Erythema 7 (9.6 ) 6 (8.2 ) 1 (1.4 ) 0 0 

Vascular disorders      

  -Total 23 (31.5) 10 (13.7) 7 (9.6 ) 5 (6.8 ) 1 (1.4 ) 

  Hypertension 14 (19.2) 5 (6.8 ) 7 (9.6 ) 2 (2.7 ) 0 

  Hypotension 11 (15.1) 7 (9.6 ) 0 3 (4.1 ) 1 (1.4 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 157d 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at 

anytime during the study by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

52 (98.1) 3 (5.7 ) 8 (15.1) 18 (34.0) 23 (43.4) 

Blood and lymphatic system disorders      

  -Total 29 (54.7) 2 (3.8 ) 5 (9.4 ) 17 (32.1) 5 (9.4 ) 

  Neutropenia 12 (22.6) 2 (3.8 ) 1 (1.9 ) 5 (9.4 ) 4 (7.5 ) 

  Febrile neutropenia 10 (18.9) 0 0 10 (18.9) 0 

  Anaemia 9 (17.0) 2 (3.8 ) 3 (5.7 ) 4 (7.5 ) 0 

  Bone marrow failure 6 (11.3) 0 1 (1.9 ) 5 (9.4 ) 0 

  Thrombocytopenia 5 (9.4 ) 0 2 (3.8 ) 1 (1.9 ) 2 (3.8 ) 

  Disseminated intravascular 
coagulation 

1 (1.9 ) 0 0 1 (1.9 ) 0 

Cardiac disorders      

  -Total 7 (13.2) 5 (9.4 ) 1 (1.9 ) 1 (1.9 ) 0 



  

  

2810 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachycardia 5 (9.4 ) 3 (5.7 ) 1 (1.9 ) 1 (1.9 ) 0 

  Bradycardia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Sinus bradycardia 1 (1.9 ) 1 (1.9 ) 0 0 0 

Eye disorders      

  -Total 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Dry eye 1 (1.9 ) 1 (1.9 ) 0 0 0 

Gastrointestinal disorders      

  -Total 33 (62.3) 13 (24.5) 12 (22.6) 8 (15.1) 0 

  Nausea 16 (30.2) 7 (13.2) 8 (15.1) 1 (1.9 ) 0 

  Diarrhoea 10 (18.9) 6 (11.3) 3 (5.7 ) 1 (1.9 ) 0 

  Stomatitis 10 (18.9) 3 (5.7 ) 2 (3.8 ) 5 (9.4 ) 0 

  Vomiting 10 (18.9) 8 (15.1) 2 (3.8 ) 0 0 

  Constipation 8 (15.1) 4 (7.5 ) 3 (5.7 ) 1 (1.9 ) 0 

  Abdominal pain upper 4 (7.5 ) 1 (1.9 ) 3 (5.7 ) 0 0 

  Dental caries 3 (5.7 ) 1 (1.9 ) 1 (1.9 ) 1 (1.9 ) 0 

  Anal fissure 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Abdominal pain 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Proctalgia 1 (1.9 ) 0 1 (1.9 ) 0 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

     

  -Total 34 (64.2) 14 (26.4) 14 (26.4) 6 (11.3) 0 

  Pyrexia 28 (52.8) 11 (20.8) 12 (22.6) 5 (9.4 ) 0 

  Fatigue 4 (7.5 ) 2 (3.8 ) 2 (3.8 ) 0 0 

  Pain 3 (5.7 ) 0 2 (3.8 ) 1 (1.9 ) 0 

  Catheter site pain 2 (3.8 ) 2 (3.8 ) 0 0 0 

  Asthenia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Catheter site haemorrhage 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Chills 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Face oedema 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Localised oedema 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Oedema peripheral 1 (1.9 ) 1 (1.9 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Hepatotoxicity 1 (1.9 ) 0 1 (1.9 ) 0 0 

Immune system disorders      

  -Total 36 (67.9) 5 (9.4 ) 15 (28.3) 6 (11.3) 10 (18.9) 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cytokine release syndrome 31 (58.5) 6 (11.3) 9 (17.0) 6 (11.3) 10 (18.9) 

  Hypogammaglobulinaemia 18 (34.0) 6 (11.3) 12 (22.6) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

4 (7.5 ) 0 1 (1.9 ) 3 (5.7 ) 0 

  Drug hypersensitivity 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

Infections and infestations      

  -Total 28 (52.8) 4 (7.5 ) 12 (22.6) 9 (17.0) 3 (5.7 ) 

  Nasopharyngitis 7 (13.2) 6 (11.3) 1 (1.9 ) 0 0 

  Herpes zoster 6 (11.3) 0 5 (9.4 ) 1 (1.9 ) 0 

  Device related infection 5 (9.4 ) 0 2 (3.8 ) 3 (5.7 ) 0 

  Pneumonia 4 (7.5 ) 0 1 (1.9 ) 2 (3.8 ) 1 (1.9 ) 

  Rhinitis 4 (7.5 ) 2 (3.8 ) 2 (3.8 ) 0 0 

  Sepsis 3 (5.7 ) 0 0 1 (1.9 ) 2 (3.8 ) 

  Upper respiratory tract infection 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 0 0 

  Bronchopulmonary aspergillosis 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Oral herpes 2 (3.8 ) 0 2 (3.8 ) 0 0 

  Otitis externa 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Bacterial infection 1 (1.9 ) 0 1 (1.9 ) 0 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Paronychia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Parotitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (7.5 ) 2 (3.8 ) 2 (3.8 ) 0 0 

  Allergic transfusion reaction 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Contusion 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Fall 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Procedural pain 1 (1.9 ) 0 1 (1.9 ) 0 0 

Investigations      

  -Total 19 (35.8) 1 (1.9 ) 4 (7.5 ) 5 (9.4 ) 9 (17.0) 

  White blood cell count decreased 10 (18.9) 0 0 1 (1.9 ) 9 (17.0) 

  Platelet count decreased 8 (15.1) 1 (1.9 ) 0 4 (7.5 ) 3 (5.7 ) 

  Neutrophil count decreased 7 (13.2) 0 0 0 7 (13.2) 

  Alanine aminotransferase increased 5 (9.4 ) 2 (3.8 ) 0 2 (3.8 ) 1 (1.9 ) 

  Aspartate aminotransferase 
increased 

5 (9.4 ) 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 1 (1.9 ) 

  C-reactive protein increased 5 (9.4 ) 0 3 (5.7 ) 2 (3.8 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Antithrombin iii decreased 2 (3.8 ) 0 2 (3.8 ) 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (1.9 ) 1 (1.9 ) 0 0 0 

  Blood bilirubin increased 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Blood creatinine increased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Blood fibrinogen decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Lymphocyte count decreased 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Urine output decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

Metabolism and nutrition disorders      

  -Total 19 (35.8) 9 (17.0) 4 (7.5 ) 6 (11.3) 0 

  Hypoalbuminaemia 6 (11.3) 2 (3.8 ) 3 (5.7 ) 1 (1.9 ) 0 

  Hypokalaemia 6 (11.3) 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 0 

  Decreased appetite 5 (9.4 ) 4 (7.5 ) 0 1 (1.9 ) 0 

  Hypophosphataemia 5 (9.4 ) 4 (7.5 ) 0 1 (1.9 ) 0 

  Hypocalcaemia 4 (7.5 ) 0 2 (3.8 ) 2 (3.8 ) 0 

  Hypomagnesaemia 3 (5.7 ) 3 (5.7 ) 0 0 0 

  Dehydration 2 (3.8 ) 0 0 2 (3.8 ) 0 

  Hyperglycaemia 1 (1.9 ) 0 0 1 (1.9 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperuricaemia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Hyponatraemia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Tumour lysis syndrome 1 (1.9 ) 1 (1.9 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 13 (24.5) 4 (7.5 ) 8 (15.1) 1 (1.9 ) 0 

  Arthralgia 4 (7.5 ) 1 (1.9 ) 3 (5.7 ) 0 0 

  Back pain 4 (7.5 ) 1 (1.9 ) 3 (5.7 ) 0 0 

  Bone pain 4 (7.5 ) 1 (1.9 ) 2 (3.8 ) 1 (1.9 ) 0 

  Myalgia 4 (7.5 ) 3 (5.7 ) 1 (1.9 ) 0 0 

  Pain in extremity 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 0 0 

  Muscular weakness 1 (1.9 ) 1 (1.9 ) 0 0 0 

Nervous system disorders      

  -Total 22 (41.5) 6 (11.3) 7 (13.2) 8 (15.1) 1 (1.9 ) 

  Headache 10 (18.9) 4 (7.5 ) 4 (7.5 ) 2 (3.8 ) 0 

  Seizure 10 (18.9) 2 (3.8 ) 4 (7.5 ) 4 (7.5 ) 0 

  Somnolence 3 (5.7 ) 0 0 3 (5.7 ) 0 

  Tremor 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Encephalopathy 1 (1.9 ) 0 0 0 1 (1.9 ) 

Psychiatric disorders      

  -Total 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 0 0 

  Insomnia 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 0 0 

  Anxiety 1 (1.9 ) 0 1 (1.9 ) 0 0 

Renal and urinary disorders      

  -Total 4 (7.5 ) 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 

  Dysuria 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Haematuria 2 (3.8 ) 1 (1.9 ) 0 1 (1.9 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 13 (24.5) 8 (15.1) 4 (7.5 ) 1 (1.9 ) 0 

  Cough 6 (11.3) 4 (7.5 ) 2 (3.8 ) 0 0 

  Oropharyngeal pain 4 (7.5 ) 2 (3.8 ) 2 (3.8 ) 0 0 

  Hypoxia 3 (5.7 ) 2 (3.8 ) 0 1 (1.9 ) 0 

  Dyspnoea 2 (3.8 ) 0 2 (3.8 ) 0 0 

  Epistaxis 2 (3.8 ) 2 (3.8 ) 0 0 0 

  Pleural effusion 1 (1.9 ) 0 1 (1.9 ) 0 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Skin and subcutaneous tissue 
disorders 

     

  -Total 17 (32.1) 11 (20.8) 6 (11.3) 0 0 

  Rash 9 (17.0) 7 (13.2) 2 (3.8 ) 0 0 

  Erythema 5 (9.4 ) 4 (7.5 ) 1 (1.9 ) 0 0 

  Pruritus 4 (7.5 ) 3 (5.7 ) 1 (1.9 ) 0 0 

  Ingrowing nail 2 (3.8 ) 0 2 (3.8 ) 0 0 

  Petechiae 2 (3.8 ) 2 (3.8 ) 0 0 0 

  Dry skin 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Urticaria 1 (1.9 ) 0 1 (1.9 ) 0 0 

Vascular disorders      

  -Total 12 (22.6) 4 (7.5 ) 3 (5.7 ) 5 (9.4 ) 0 

  Hypertension 9 (17.0) 3 (5.7 ) 3 (5.7 ) 3 (5.7 ) 0 

  Hypotension 3 (5.7 ) 1 (1.9 ) 0 2 (3.8 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 157d 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at 

anytime during the study by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

18 (100) 0 2 (11.1) 1 (5.6 ) 15 (83.3) 

Blood and lymphatic system disorders      

  -Total 16 (88.9) 0 0 8 (44.4) 8 (44.4) 

  Anaemia 14 (77.8) 0 2 (11.1) 12 (66.7) 0 

  Thrombocytopenia 9 (50.0) 0 1 (5.6 ) 3 (16.7) 5 (27.8) 

  Febrile neutropenia 8 (44.4) 1 (5.6 ) 1 (5.6 ) 5 (27.8) 1 (5.6 ) 

  Neutropenia 6 (33.3) 0 0 2 (11.1) 4 (22.2) 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

Cardiac disorders      

  -Total 11 (61.1) 5 (27.8) 5 (27.8) 0 1 (5.6 ) 

  Sinus tachycardia 6 (33.3) 5 (27.8) 1 (5.6 ) 0 0 

  Tachycardia 6 (33.3) 3 (16.7) 3 (16.7) 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Sinus bradycardia 5 (27.8) 5 (27.8) 0 0 0 

  Bradycardia 2 (11.1) 0 2 (11.1) 0 0 

  Pericardial effusion 2 (11.1) 0 1 (5.6 ) 0 1 (5.6 ) 

Ear and labyrinth disorders      

  -Total 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Ear pain 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Endocrine disorders      

  -Total 2 (11.1) 2 (11.1) 0 0 0 

  Cushingoid 2 (11.1) 2 (11.1) 0 0 0 

Eye disorders      

  -Total 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Eye pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Ocular hyperaemia 2 (11.1) 2 (11.1) 0 0 0 

Gastrointestinal disorders      

  -Total 18 (100) 4 (22.2) 10 (55.6) 4 (22.2) 0 

  Nausea 12 (66.7) 6 (33.3) 5 (27.8) 1 (5.6 ) 0 

  Abdominal pain 11 (61.1) 4 (22.2) 6 (33.3) 1 (5.6 ) 0 

  Constipation 10 (55.6) 6 (33.3) 4 (22.2) 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Diarrhoea 10 (55.6) 5 (27.8) 3 (16.7) 2 (11.1) 0 

  Vomiting 9 (50.0) 6 (33.3) 3 (16.7) 0 0 

  Abdominal distension 6 (33.3) 3 (16.7) 3 (16.7) 0 0 

  Stomatitis 6 (33.3) 3 (16.7) 3 (16.7) 0 0 

  Gingival bleeding 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Oral pain 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Abdominal pain upper 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Anal fissure 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Anal fistula 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Dental caries 2 (11.1) 2 (11.1) 0 0 0 

  Hypoaesthesia oral 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Lip dry 2 (11.1) 2 (11.1) 0 0 0 

  Paraesthesia oral 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Proctalgia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 18 (100) 4 (22.2) 10 (55.6) 4 (22.2) 0 

  Pyrexia 13 (72.2) 1 (5.6 ) 9 (50.0) 3 (16.7) 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Fatigue 12 (66.7) 8 (44.4) 4 (22.2) 0 0 

  Oedema peripheral 6 (33.3) 5 (27.8) 1 (5.6 ) 0 0 

  Pain 6 (33.3) 3 (16.7) 2 (11.1) 1 (5.6 ) 0 

  Face oedema 5 (27.8) 5 (27.8) 0 0 0 

  Malaise 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Catheter site pain 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Asthenia 3 (16.7) 3 (16.7) 0 0 0 

  Chills 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Localised oedema 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Catheter site haemorrhage 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Facial pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Gait disturbance 2 (11.1) 2 (11.1) 0 0 0 

  Generalised oedema 2 (11.1) 0 2 (11.1) 0 0 

  Non-cardiac chest pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Immune system disorders      

  -Total 15 (83.3) 3 (16.7) 6 (33.3) 5 (27.8) 1 (5.6 ) 

  Cytokine release syndrome 13 (72.2) 6 (33.3) 3 (16.7) 3 (16.7) 1 (5.6 ) 

  Allergy to immunoglobulin therapy 4 (22.2) 2 (11.1) 2 (11.1) 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Drug hypersensitivity 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Hypogammaglobulinaemia 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Infections and infestations      

  -Total 14 (77.8) 1 (5.6 ) 5 (27.8) 6 (33.3) 2 (11.1) 

  Bacterial infection 4 (22.2) 0 2 (11.1) 2 (11.1) 0 

  Pneumonia 4 (22.2) 1 (5.6 ) 0 3 (16.7) 0 

  Rash pustular 4 (22.2) 4 (22.2) 0 0 0 

  Rhinovirus infection 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Device related infection 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Enterovirus infection 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Sepsis 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Upper respiratory tract infection 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Cellulitis 2 (11.1) 0 2 (11.1) 0 0 

  Nasopharyngitis 2 (11.1) 2 (11.1) 0 0 0 

  Oral candidiasis 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Oral herpes 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Periorbital cellulitis 2 (11.1) 0 0 2 (11.1) 0 

  Viral upper respiratory tract infection 2 (11.1) 0 2 (11.1) 0 0 

  Paronychia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rhinitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 8 (44.4) 4 (22.2) 3 (16.7) 1 (5.6 ) 0 

  Contusion 5 (27.8) 5 (27.8) 0 0 0 

  Fall 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Infusion related reaction 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Procedural pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Allergic transfusion reaction 1 (5.6 ) 0 1 (5.6 ) 0 0 

Investigations      

  -Total 16 (88.9) 1 (5.6 ) 1 (5.6 ) 2 (11.1) 12 (66.7) 

  White blood cell count decreased 10 (55.6) 0 0 2 (11.1) 8 (44.4) 

  Platelet count decreased 8 (44.4) 0 0 0 8 (44.4) 

  Neutrophil count decreased 7 (38.9) 0 0 1 (5.6 ) 6 (33.3) 

  Lymphocyte count decreased 6 (33.3) 0 0 4 (22.2) 2 (11.1) 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Alanine aminotransferase increased 5 (27.8) 1 (5.6 ) 2 (11.1) 2 (11.1) 0 

  Aspartate aminotransferase 
increased 

4 (22.2) 1 (5.6 ) 1 (5.6 ) 2 (11.1) 0 

  Blood bilirubin increased 4 (22.2) 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 

  Gamma-glutamyltransferase 
increased 

4 (22.2) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 0 

  Serum ferritin increased 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Weight decreased 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Activated partial thromboplastin time 
prolonged 

3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Blood creatinine increased 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Blood alkaline phosphatase 
increased 

2 (11.1) 2 (11.1) 0 0 0 

  Blood fibrinogen decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Blood lactate dehydrogenase 
increased 

2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  C-reactive protein increased 2 (11.1) 2 (11.1) 0 0 0 

  International normalised ratio 
increased 

2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Lipase increased 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Oxygen saturation decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Metabolism and nutrition disorders      

  -Total 16 (88.9) 3 (16.7) 6 (33.3) 7 (38.9) 0 

  Decreased appetite 10 (55.6) 7 (38.9) 1 (5.6 ) 2 (11.1) 0 

  Hypokalaemia 10 (55.6) 4 (22.2) 0 6 (33.3) 0 

  Hypomagnesaemia 7 (38.9) 5 (27.8) 2 (11.1) 0 0 

  Hypophosphataemia 7 (38.9) 3 (16.7) 2 (11.1) 2 (11.1) 0 

  Hyperglycaemia 6 (33.3) 4 (22.2) 0 2 (11.1) 0 

  Hyperkalaemia 6 (33.3) 4 (22.2) 2 (11.1) 0 0 

  Hyperuricaemia 6 (33.3) 6 (33.3) 0 0 0 

  Hypocalcaemia 6 (33.3) 4 (22.2) 2 (11.1) 0 0 

  Fluid overload 3 (16.7) 0 3 (16.7) 0 0 

  Dehydration 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hypercalcaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hyperphosphataemia 2 (11.1) 2 (11.1) 0 0 0 

  Hypertriglyceridaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hypoalbuminaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hyponatraemia 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Tumour lysis syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 15 (83.3) 2 (11.1) 9 (50.0) 4 (22.2) 0 

  Pain in extremity 11 (61.1) 4 (22.2) 7 (38.9) 0 0 

  Arthralgia 8 (44.4) 0 6 (33.3) 2 (11.1) 0 

  Back pain 6 (33.3) 2 (11.1) 3 (16.7) 1 (5.6 ) 0 

  Muscular weakness 4 (22.2) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 0 

  Myalgia 4 (22.2) 4 (22.2) 0 0 0 

  Neck pain 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Bone pain 2 (11.1) 0 2 (11.1) 0 0 

Nervous system disorders      

  -Total 15 (83.3) 3 (16.7) 7 (38.9) 4 (22.2) 1 (5.6 ) 

  Headache 12 (66.7) 4 (22.2) 7 (38.9) 1 (5.6 ) 0 

  Dizziness 3 (16.7) 3 (16.7) 0 0 0 

  Lethargy 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Somnolence 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Tremor 3 (16.7) 3 (16.7) 0 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Depressed level of consciousness 2 (11.1) 0 0 2 (11.1) 0 

  Dyskinesia 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Encephalopathy 2 (11.1) 0 0 2 (11.1) 0 

  Intracranial pressure increased 2 (11.1) 1 (5.6 ) 0 0 1 (5.6 ) 

Psychiatric disorders      

  -Total 11 (61.1) 2 (11.1) 7 (38.9) 2 (11.1) 0 

  Anxiety 6 (33.3) 2 (11.1) 4 (22.2) 0 0 

  Agitation 5 (27.8) 0 4 (22.2) 1 (5.6 ) 0 

  Confusional state 4 (22.2) 1 (5.6 ) 1 (5.6 ) 2 (11.1) 0 

  Insomnia 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

Renal and urinary disorders      

  -Total 11 (61.1) 6 (33.3) 2 (11.1) 3 (16.7) 0 

  Haematuria 8 (44.4) 6 (33.3) 1 (5.6 ) 1 (5.6 ) 0 

  Acute kidney injury 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Urinary retention 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Dysuria 2 (11.1) 2 (11.1) 0 0 0 

  Proteinuria 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Urinary incontinence 2 (11.1) 2 (11.1) 0 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 15 (83.3) 3 (16.7) 7 (38.9) 5 (27.8) 0 

  Epistaxis 12 (66.7) 5 (27.8) 5 (27.8) 2 (11.1) 0 

  Cough 11 (61.1) 9 (50.0) 2 (11.1) 0 0 

  Hypoxia 6 (33.3) 1 (5.6 ) 2 (11.1) 3 (16.7) 0 

  Tachypnoea 6 (33.3) 2 (11.1) 4 (22.2) 0 0 

  Rhinorrhoea 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Nasal congestion 4 (22.2) 4 (22.2) 0 0 0 

  Oropharyngeal pain 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Dyspnoea 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Pleural effusion 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 14 (77.8) 9 (50.0) 5 (27.8) 0 0 

  Dry skin 6 (33.3) 5 (27.8) 1 (5.6 ) 0 0 

  Petechiae 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Rash 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Ingrowing nail 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Pruritus 4 (22.2) 4 (22.2) 0 0 0 

  Alopecia 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Erythema 3 (16.7) 3 (16.7) 0 0 0 

  Urticaria 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Skin ulcer 2 (11.1) 2 (11.1) 0 0 0 

Vascular disorders      

  -Total 12 (66.7) 6 (33.3) 4 (22.2) 1 (5.6 ) 1 (5.6 ) 

  Hypotension 8 (44.4) 6 (33.3) 0 1 (5.6 ) 1 (5.6 ) 

  Hypertension 5 (27.8) 2 (11.1) 3 (16.7) 0 0 

  Pallor 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 157d 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at 

anytime during the study by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

3 (100) 0 0 0 3 (100) 

Blood and lymphatic system disorders      

  -Total 3 (100) 0 0 2 (66.7) 1 (33.3) 

  Febrile neutropenia 3 (100) 0 0 3 (100) 0 

  Anaemia 2 (66.7) 0 0 2 (66.7) 0 

  Disseminated intravascular 
coagulation 

2 (66.7) 0 2 (66.7) 0 0 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

Eye disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Blepharitis 1 (33.3) 1 (33.3) 0 0 0 
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Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Dry eye 1 (33.3) 1 (33.3) 0 0 0 

  Ocular hypertension 1 (33.3) 0 1 (33.3) 0 0 

Gastrointestinal disorders      

  -Total 3 (100) 0 3 (100) 0 0 

  Nausea 2 (66.7) 0 2 (66.7) 0 0 

  Stomatitis 2 (66.7) 0 2 (66.7) 0 0 

  Constipation 1 (33.3) 1 (33.3) 0 0 0 

  Diarrhoea 1 (33.3) 1 (33.3) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 3 (100) 1 (33.3) 0 2 (66.7) 0 

  Pyrexia 3 (100) 1 (33.3) 0 2 (66.7) 0 

Hepatobiliary disorders      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Hepatotoxicity 1 (33.3) 0 0 0 1 (33.3) 

Immune system disorders      

  -Total 3 (100) 0 0 1 (33.3) 2 (66.7) 

  Cytokine release syndrome 3 (100) 0 1 (33.3) 0 2 (66.7) 
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Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Anaphylactic reaction 1 (33.3) 0 0 1 (33.3) 0 

  Hypogammaglobulinaemia 1 (33.3) 0 1 (33.3) 0 0 

Infections and infestations      

  -Total 3 (100) 0 1 (33.3) 2 (66.7) 0 

  Upper respiratory tract infection 2 (66.7) 0 2 (66.7) 0 0 

  Bronchopulmonary aspergillosis 1 (33.3) 0 1 (33.3) 0 0 

  Croup infectious 1 (33.3) 0 0 1 (33.3) 0 

  Otitis externa 1 (33.3) 0 0 1 (33.3) 0 

  Paronychia 1 (33.3) 0 1 (33.3) 0 0 

  Parotitis 1 (33.3) 1 (33.3) 0 0 0 

  Pharyngitis 1 (33.3) 0 1 (33.3) 0 0 

  Rhinitis 1 (33.3) 1 (33.3) 0 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Allergic transfusion reaction 1 (33.3) 0 0 1 (33.3) 0 

Investigations      

  -Total 3 (100) 0 0 0 3 (100) 
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Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Neutrophil count decreased 3 (100) 0 0 0 3 (100) 

  Blood fibrinogen decreased 2 (66.7) 0 0 2 (66.7) 0 

  Platelet count decreased 2 (66.7) 0 0 0 2 (66.7) 

  Antithrombin iii decreased 1 (33.3) 0 1 (33.3) 0 0 

  Blood creatine phosphokinase 
increased 

1 (33.3) 0 0 0 1 (33.3) 

  Urine output decreased 1 (33.3) 0 1 (33.3) 0 0 

  Weight decreased 1 (33.3) 0 1 (33.3) 0 0 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 2 (66.7) 0 0 0 2 (66.7) 

  Hyperuricaemia 2 (66.7) 2 (66.7) 0 0 0 

  Hypoalbuminaemia 2 (66.7) 0 2 (66.7) 0 0 

  Hypocalcaemia 2 (66.7) 0 0 0 2 (66.7) 

  Hypokalaemia 2 (66.7) 0 0 2 (66.7) 0 

  Hyponatraemia 1 (33.3) 0 0 1 (33.3) 0 

  Hypophosphataemia 1 (33.3) 0 0 1 (33.3) 0 

  Tumour lysis syndrome 1 (33.3) 0 0 0 1 (33.3) 
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Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Myalgia 1 (33.3) 1 (33.3) 0 0 0 

Nervous system disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Headache 1 (33.3) 1 (33.3) 0 0 0 

Psychiatric disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Insomnia 1 (33.3) 1 (33.3) 0 0 0 

Renal and urinary disorders      

  -Total 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Acute kidney injury 1 (33.3) 0 0 0 1 (33.3) 

  Haematuria 1 (33.3) 1 (33.3) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (66.7) 0 0 1 (33.3) 1 (33.3) 

  Hypoxia 2 (66.7) 0 0 1 (33.3) 1 (33.3) 

  Cough 1 (33.3) 0 1 (33.3) 0 0 
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Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Skin and subcutaneous tissue 
disorders 

     

  -Total 2 (66.7) 1 (33.3) 0 1 (33.3) 0 

  Pruritus 1 (33.3) 1 (33.3) 0 0 0 

  Rash 1 (33.3) 0 0 1 (33.3) 0 

  Skin exfoliation 1 (33.3) 1 (33.3) 0 0 0 

Vascular disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypertension 1 (33.3) 0 1 (33.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 157e => Adverse events in at least 10% of the patients OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents) at anyti me during the study by pri mar y system organ class, preferr ed ter m, maxi mum CTC  grade and Prior SCT therapy (Enrolled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                           
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 157e 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at 

anytime during the study by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

44 (97.8) 2 (4.4 ) 7 (15.6) 10 (22.2) 25 (55.6) 

Blood and lymphatic system disorders      

  -Total 29 (64.4) 2 (4.4 ) 3 (6.7 ) 16 (35.6) 8 (17.8) 

  Anaemia 15 (33.3) 2 (4.4 ) 2 (4.4 ) 11 (24.4) 0 

  Febrile neutropenia 11 (24.4) 1 (2.2 ) 0 9 (20.0) 1 (2.2 ) 

  Neutropenia 11 (24.4) 1 (2.2 ) 1 (2.2 ) 5 (11.1) 4 (8.9 ) 

  Thrombocytopenia 9 (20.0) 0 3 (6.7 ) 2 (4.4 ) 4 (8.9 ) 

  Bone marrow failure 2 (4.4 ) 0 0 2 (4.4 ) 0 

Cardiac disorders      

  -Total 7 (15.6) 5 (11.1) 2 (4.4 ) 0 0 

  Tachycardia 6 (13.3) 4 (8.9 ) 2 (4.4 ) 0 0 

  Sinus tachycardia 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

  -Total 29 (64.4) 10 (22.2) 16 (35.6) 3 (6.7 ) 0 

  Nausea 17 (37.8) 9 (20.0) 8 (17.8) 0 0 

  Constipation 12 (26.7) 9 (20.0) 3 (6.7 ) 0 0 

  Vomiting 11 (24.4) 9 (20.0) 2 (4.4 ) 0 0 

  Diarrhoea 10 (22.2) 6 (13.3) 3 (6.7 ) 1 (2.2 ) 0 

  Abdominal pain 8 (17.8) 3 (6.7 ) 5 (11.1) 0 0 

  Stomatitis 8 (17.8) 2 (4.4 ) 4 (8.9 ) 2 (4.4 ) 0 

  Abdominal distension 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Dental caries 1 (2.2 ) 0 1 (2.2 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 33 (73.3) 15 (33.3) 12 (26.7) 6 (13.3) 0 

  Pyrexia 27 (60.0) 11 (24.4) 10 (22.2) 6 (13.3) 0 

  Fatigue 11 (24.4) 6 (13.3) 5 (11.1) 0 0 

  Oedema peripheral 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 0 0 

  Pain 4 (8.9 ) 1 (2.2 ) 2 (4.4 ) 1 (2.2 ) 0 

  Face oedema 2 (4.4 ) 2 (4.4 ) 0 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders      

  -Total 30 (66.7) 4 (8.9 ) 16 (35.6) 5 (11.1) 5 (11.1) 

  Cytokine release syndrome 26 (57.8) 7 (15.6) 10 (22.2) 4 (8.9 ) 5 (11.1) 

  Hypogammaglobulinaemia 17 (37.8) 5 (11.1) 11 (24.4) 1 (2.2 ) 0 

  Drug hypersensitivity 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.2 ) 0 1 (2.2 ) 0 0 

Infections and infestations      

  -Total 22 (48.9) 6 (13.3) 9 (20.0) 7 (15.6) 0 

  Nasopharyngitis 6 (13.3) 5 (11.1) 1 (2.2 ) 0 0 

  Pneumonia 6 (13.3) 1 (2.2 ) 1 (2.2 ) 4 (8.9 ) 0 

  Rhinitis 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 0 

  Upper respiratory tract infection 5 (11.1) 2 (4.4 ) 3 (6.7 ) 0 0 

  Device related infection 4 (8.9 ) 0 1 (2.2 ) 3 (6.7 ) 0 

  Herpes zoster 3 (6.7 ) 0 3 (6.7 ) 0 0 

  Rhinovirus infection 1 (2.2 ) 1 (2.2 ) 0 0 0 

Investigations      

  -Total 23 (51.1) 0 0 5 (11.1) 18 (40.0) 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 14 (31.1) 0 0 1 (2.2 ) 13 (28.9) 

  Platelet count decreased 12 (26.7) 1 (2.2 ) 0 3 (6.7 ) 8 (17.8) 

  Neutrophil count decreased 11 (24.4) 0 0 0 11 (24.4) 

  Alanine aminotransferase increased 7 (15.6) 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 1 (2.2 ) 

  Aspartate aminotransferase 
increased 

6 (13.3) 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 1 (2.2 ) 

  C-reactive protein increased 5 (11.1) 2 (4.4 ) 1 (2.2 ) 2 (4.4 ) 0 

  Lymphocyte count decreased 4 (8.9 ) 1 (2.2 ) 0 2 (4.4 ) 1 (2.2 ) 

  Blood bilirubin increased 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Immunoglobulins decreased 2 (4.4 ) 0 0 1 (2.2 ) 1 (2.2 ) 

  Weight decreased 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (2.2 ) 0 1 (2.2 ) 0 0 

Metabolism and nutrition disorders      

  -Total 18 (40.0) 9 (20.0) 3 (6.7 ) 6 (13.3) 0 

  Hypokalaemia 8 (17.8) 4 (8.9 ) 0 4 (8.9 ) 0 

  Decreased appetite 7 (15.6) 6 (13.3) 0 1 (2.2 ) 0 

  Hypocalcaemia 5 (11.1) 2 (4.4 ) 2 (4.4 ) 1 (2.2 ) 0 

  Hypophosphataemia 5 (11.1) 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperuricaemia 4 (8.9 ) 4 (8.9 ) 0 0 0 

  Hypomagnesaemia 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 0 0 

  Hyperglycaemia 3 (6.7 ) 2 (4.4 ) 0 1 (2.2 ) 0 

  Hypoalbuminaemia 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 13 (28.9) 4 (8.9 ) 8 (17.8) 1 (2.2 ) 0 

  Pain in extremity 8 (17.8) 3 (6.7 ) 5 (11.1) 0 0 

  Arthralgia 5 (11.1) 0 4 (8.9 ) 1 (2.2 ) 0 

  Back pain 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 0 0 

  Myalgia 4 (8.9 ) 4 (8.9 ) 0 0 0 

Nervous system disorders      

  -Total 21 (46.7) 6 (13.3) 9 (20.0) 6 (13.3) 0 

  Headache 13 (28.9) 5 (11.1) 8 (17.8) 0 0 

  Somnolence 6 (13.3) 2 (4.4 ) 1 (2.2 ) 3 (6.7 ) 0 

  Seizure 5 (11.1) 1 (2.2 ) 1 (2.2 ) 3 (6.7 ) 0 

  Tremor 2 (4.4 ) 2 (4.4 ) 0 0 0 

Psychiatric disorders      
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 9 (20.0) 3 (6.7 ) 6 (13.3) 0 0 

  Insomnia 5 (11.1) 2 (4.4 ) 3 (6.7 ) 0 0 

  Anxiety 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 0 0 

  Agitation 2 (4.4 ) 0 2 (4.4 ) 0 0 

Renal and urinary disorders      

  -Total 5 (11.1) 4 (8.9 ) 0 1 (2.2 ) 0 

  Haematuria 5 (11.1) 4 (8.9 ) 0 1 (2.2 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 15 (33.3) 5 (11.1) 7 (15.6) 3 (6.7 ) 0 

  Epistaxis 10 (22.2) 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 

  Cough 9 (20.0) 6 (13.3) 3 (6.7 ) 0 0 

  Oropharyngeal pain 6 (13.3) 4 (8.9 ) 2 (4.4 ) 0 0 

  Hypoxia 5 (11.1) 1 (2.2 ) 2 (4.4 ) 2 (4.4 ) 0 

  Dyspnoea 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Rhinorrhoea 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 17 (37.8) 12 (26.7) 5 (11.1) 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash 9 (20.0) 7 (15.6) 2 (4.4 ) 0 0 

  Dry skin 6 (13.3) 5 (11.1) 1 (2.2 ) 0 0 

  Erythema 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 0 

  Petechiae 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 0 

  Pruritus 5 (11.1) 5 (11.1) 0 0 0 

Vascular disorders      

  -Total 13 (28.9) 4 (8.9 ) 5 (11.1) 3 (6.7 ) 1 (2.2 ) 

  Hypertension 8 (17.8) 3 (6.7 ) 5 (11.1) 0 0 

  Hypotension 6 (13.3) 2 (4.4 ) 0 3 (6.7 ) 1 (2.2 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 157e 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at 

anytime during the study by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

29 (100) 1 (3.4 ) 3 (10.3) 10 (34.5) 15 (51.7) 

Blood and lymphatic system disorders      

  -Total 19 (65.5) 0 2 (6.9 ) 11 (37.9) 6 (20.7) 

  Anaemia 10 (34.5) 0 3 (10.3) 7 (24.1) 0 

  Febrile neutropenia 10 (34.5) 0 1 (3.4 ) 9 (31.0) 0 

  Neutropenia 8 (27.6) 1 (3.4 ) 0 2 (6.9 ) 5 (17.2) 

  Bone marrow failure 5 (17.2) 0 1 (3.4 ) 4 (13.8) 0 

  Thrombocytopenia 5 (17.2) 0 0 2 (6.9 ) 3 (10.3) 

  Disseminated intravascular 
coagulation 

3 (10.3) 0 2 (6.9 ) 1 (3.4 ) 0 

Cardiac disorders      

  -Total 6 (20.7) 3 (10.3) 2 (6.9 ) 1 (3.4 ) 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Tachycardia 5 (17.2) 2 (6.9 ) 2 (6.9 ) 1 (3.4 ) 0 

  Sinus tachycardia 3 (10.3) 3 (10.3) 0 0 0 

Gastrointestinal disorders      

  -Total 24 (82.8) 9 (31.0) 7 (24.1) 8 (27.6) 0 

  Nausea 13 (44.8) 4 (13.8) 7 (24.1) 2 (6.9 ) 0 

  Diarrhoea 11 (37.9) 6 (20.7) 3 (10.3) 2 (6.9 ) 0 

  Stomatitis 10 (34.5) 4 (13.8) 3 (10.3) 3 (10.3) 0 

  Vomiting 8 (27.6) 5 (17.2) 3 (10.3) 0 0 

  Constipation 7 (24.1) 2 (6.9 ) 4 (13.8) 1 (3.4 ) 0 

  Abdominal pain 4 (13.8) 1 (3.4 ) 2 (6.9 ) 1 (3.4 ) 0 

  Dental caries 4 (13.8) 3 (10.3) 0 1 (3.4 ) 0 

  Abdominal distension 3 (10.3) 1 (3.4 ) 2 (6.9 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 21 (72.4) 5 (17.2) 10 (34.5) 6 (20.7) 0 

  Pyrexia 17 (58.6) 2 (6.9 ) 11 (37.9) 4 (13.8) 0 

  Fatigue 5 (17.2) 4 (13.8) 1 (3.4 ) 0 0 

  Pain 5 (17.2) 2 (6.9 ) 2 (6.9 ) 1 (3.4 ) 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Face oedema 4 (13.8) 3 (10.3) 0 1 (3.4 ) 0 

  Localised oedema 4 (13.8) 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 

  Oedema peripheral 3 (10.3) 3 (10.3) 0 0 0 

Immune system disorders      

  -Total 23 (79.3) 4 (13.8) 5 (17.2) 6 (20.7) 8 (27.6) 

  Cytokine release syndrome 21 (72.4) 5 (17.2) 3 (10.3) 5 (17.2) 8 (27.6) 

  Haemophagocytic 
lymphohistiocytosis 

5 (17.2) 0 1 (3.4 ) 4 (13.8) 0 

  Hypogammaglobulinaemia 5 (17.2) 1 (3.4 ) 3 (10.3) 1 (3.4 ) 0 

  Drug hypersensitivity 3 (10.3) 1 (3.4 ) 2 (6.9 ) 0 0 

Infections and infestations      

  -Total 12 (41.4) 2 (6.9 ) 5 (17.2) 4 (13.8) 1 (3.4 ) 

  Device related infection 4 (13.8) 0 2 (6.9 ) 2 (6.9 ) 0 

  Herpes zoster 3 (10.3) 0 2 (6.9 ) 1 (3.4 ) 0 

  Nasopharyngitis 3 (10.3) 3 (10.3) 0 0 0 

  Rhinovirus infection 3 (10.3) 2 (6.9 ) 1 (3.4 ) 0 0 

  Upper respiratory tract infection 3 (10.3) 0 3 (10.3) 0 0 

  Pneumonia 2 (6.9 ) 0 0 1 (3.4 ) 1 (3.4 ) 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Rhinitis 1 (3.4 ) 0 1 (3.4 ) 0 0 

Investigations      

  -Total 16 (55.2) 1 (3.4 ) 4 (13.8) 4 (13.8) 7 (24.1) 

  White blood cell count decreased 7 (24.1) 0 0 2 (6.9 ) 5 (17.2) 

  Neutrophil count decreased 6 (20.7) 0 0 1 (3.4 ) 5 (17.2) 

  Platelet count decreased 6 (20.7) 0 0 1 (3.4 ) 5 (17.2) 

  Blood fibrinogen decreased 5 (17.2) 0 2 (6.9 ) 3 (10.3) 0 

  Activated partial thromboplastin time 
prolonged 

3 (10.3) 3 (10.3) 0 0 0 

  Alanine aminotransferase increased 3 (10.3) 0 1 (3.4 ) 2 (6.9 ) 0 

  Antithrombin iii decreased 3 (10.3) 0 3 (10.3) 0 0 

  Aspartate aminotransferase 
increased 

3 (10.3) 0 1 (3.4 ) 2 (6.9 ) 0 

  Blood bilirubin increased 3 (10.3) 0 1 (3.4 ) 1 (3.4 ) 1 (3.4 ) 

  Immunoglobulins decreased 3 (10.3) 0 2 (6.9 ) 1 (3.4 ) 0 

  Lymphocyte count decreased 3 (10.3) 0 0 2 (6.9 ) 1 (3.4 ) 

  Weight decreased 3 (10.3) 1 (3.4 ) 2 (6.9 ) 0 0 

  C-reactive protein increased 2 (6.9 ) 0 2 (6.9 ) 0 0 

Metabolism and nutrition disorders      
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 17 (58.6) 5 (17.2) 5 (17.2) 5 (17.2) 2 (6.9 ) 

  Hypokalaemia 10 (34.5) 3 (10.3) 2 (6.9 ) 5 (17.2) 0 

  Decreased appetite 8 (27.6) 5 (17.2) 1 (3.4 ) 2 (6.9 ) 0 

  Hypophosphataemia 8 (27.6) 4 (13.8) 1 (3.4 ) 3 (10.3) 0 

  Hypoalbuminaemia 7 (24.1) 1 (3.4 ) 5 (17.2) 1 (3.4 ) 0 

  Hypocalcaemia 7 (24.1) 2 (6.9 ) 2 (6.9 ) 1 (3.4 ) 2 (6.9 ) 

  Hypomagnesaemia 6 (20.7) 5 (17.2) 1 (3.4 ) 0 0 

  Hyperuricaemia 5 (17.2) 5 (17.2) 0 0 0 

  Hyperglycaemia 4 (13.8) 2 (6.9 ) 0 2 (6.9 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 12 (41.4) 2 (6.9 ) 8 (27.6) 2 (6.9 ) 0 

  Arthralgia 7 (24.1) 1 (3.4 ) 5 (17.2) 1 (3.4 ) 0 

  Back pain 6 (20.7) 0 5 (17.2) 1 (3.4 ) 0 

  Pain in extremity 6 (20.7) 2 (6.9 ) 4 (13.8) 0 0 

  Myalgia 5 (17.2) 4 (13.8) 1 (3.4 ) 0 0 

Nervous system disorders      

  -Total 16 (55.2) 6 (20.7) 6 (20.7) 4 (13.8) 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Headache 10 (34.5) 4 (13.8) 3 (10.3) 3 (10.3) 0 

  Seizure 5 (17.2) 1 (3.4 ) 3 (10.3) 1 (3.4 ) 0 

  Tremor 3 (10.3) 2 (6.9 ) 1 (3.4 ) 0 0 

Psychiatric disorders      

  -Total 6 (20.7) 1 (3.4 ) 4 (13.8) 1 (3.4 ) 0 

  Anxiety 4 (13.8) 1 (3.4 ) 3 (10.3) 0 0 

  Agitation 3 (10.3) 0 2 (6.9 ) 1 (3.4 ) 0 

  Insomnia 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

Renal and urinary disorders      

  -Total 6 (20.7) 4 (13.8) 1 (3.4 ) 1 (3.4 ) 0 

  Haematuria 6 (20.7) 4 (13.8) 1 (3.4 ) 1 (3.4 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 14 (48.3) 6 (20.7) 3 (10.3) 4 (13.8) 1 (3.4 ) 

  Cough 9 (31.0) 7 (24.1) 2 (6.9 ) 0 0 

  Hypoxia 6 (20.7) 2 (6.9 ) 0 3 (10.3) 1 (3.4 ) 

  Epistaxis 4 (13.8) 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 

  Dyspnoea 3 (10.3) 0 3 (10.3) 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Rhinorrhoea 3 (10.3) 2 (6.9 ) 1 (3.4 ) 0 0 

  Oropharyngeal pain 2 (6.9 ) 0 2 (6.9 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 11 (37.9) 8 (27.6) 2 (6.9 ) 1 (3.4 ) 0 

  Rash 6 (20.7) 4 (13.8) 1 (3.4 ) 1 (3.4 ) 0 

  Pruritus 4 (13.8) 3 (10.3) 1 (3.4 ) 0 0 

  Erythema 3 (10.3) 3 (10.3) 0 0 0 

  Petechiae 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Dry skin 1 (3.4 ) 1 (3.4 ) 0 0 0 

Vascular disorders      

  -Total 11 (37.9) 6 (20.7) 2 (6.9 ) 3 (10.3) 0 

  Hypertension 7 (24.1) 2 (6.9 ) 2 (6.9 ) 3 (10.3) 0 

  Hypotension 5 (17.2) 5 (17.2) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 157f => Adverse events  in at least 10% of the pati ents OR (in at least 10 patients AND  in at least 1% of the patients)  at  anytime during the study by primar y system org an class , preferred ter m, maxi mum CTC grade and Baseli ne bone marrow tumor bur den ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                           
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 157f 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at 

anytime during the study by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor 
burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

27 (100) 1 (3.7 ) 4 (14.8) 10 (37.0) 12 (44.4) 

Blood and lymphatic system disorders      

  -Total 16 (59.3) 0 4 (14.8) 10 (37.0) 2 (7.4 ) 

  Anaemia 8 (29.6) 0 3 (11.1) 5 (18.5) 0 

  Febrile neutropenia 7 (25.9) 0 0 7 (25.9) 0 

  Neutropenia 6 (22.2) 1 (3.7 ) 1 (3.7 ) 3 (11.1) 1 (3.7 ) 

  Thrombocytopenia 4 (14.8) 0 2 (7.4 ) 0 2 (7.4 ) 

  Bone marrow failure 2 (7.4 ) 0 0 2 (7.4 ) 0 

Cardiac disorders      

  -Total 4 (14.8) 3 (11.1) 0 1 (3.7 ) 0 

  Tachycardia 3 (11.1) 2 (7.4 ) 0 1 (3.7 ) 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus tachycardia 1 (3.7 ) 1 (3.7 ) 0 0 0 

Gastrointestinal disorders      

  -Total 17 (63.0) 6 (22.2) 10 (37.0) 1 (3.7 ) 0 

  Nausea 11 (40.7) 5 (18.5) 6 (22.2) 0 0 

  Vomiting 7 (25.9) 4 (14.8) 3 (11.1) 0 0 

  Diarrhoea 6 (22.2) 2 (7.4 ) 3 (11.1) 1 (3.7 ) 0 

  Abdominal pain 5 (18.5) 2 (7.4 ) 3 (11.1) 0 0 

  Constipation 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 

  Stomatitis 4 (14.8) 2 (7.4 ) 2 (7.4 ) 0 0 

  Abdominal pain upper 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 

  Gingival bleeding 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Abdominal distension 1 (3.7 ) 1 (3.7 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 21 (77.8) 11 (40.7) 8 (29.6) 2 (7.4 ) 0 

  Pyrexia 15 (55.6) 7 (25.9) 7 (25.9) 1 (3.7 ) 0 

  Fatigue 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 

  Catheter site erythema 3 (11.1) 3 (11.1) 0 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Chills 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 

  Pain 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Asthenia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Oedema peripheral 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Catheter site haemorrhage 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Catheter site pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Face oedema 1 (3.7 ) 0 0 1 (3.7 ) 0 

Hepatobiliary disorders      

  -Total 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Hepatocellular injury 1 (3.7 ) 0 0 1 (3.7 ) 0 

Immune system disorders      

  -Total 18 (66.7) 3 (11.1) 9 (33.3) 2 (7.4 ) 4 (14.8) 

  Cytokine release syndrome 15 (55.6) 3 (11.1) 6 (22.2) 2 (7.4 ) 4 (14.8) 

  Hypogammaglobulinaemia 10 (37.0) 4 (14.8) 6 (22.2) 0 0 

  Allergy to immunoglobulin therapy 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.7 ) 0 0 1 (3.7 ) 0 

Infections and infestations      
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 13 (48.1) 0 7 (25.9) 6 (22.2) 0 

  Device related infection 5 (18.5) 0 2 (7.4 ) 3 (11.1) 0 

  Herpes zoster 4 (14.8) 0 3 (11.1) 1 (3.7 ) 0 

  Upper respiratory tract infection 4 (14.8) 1 (3.7 ) 3 (11.1) 0 0 

  Pneumonia 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Nasopharyngitis 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Rhinitis 1 (3.7 ) 1 (3.7 ) 0 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (11.1) 3 (11.1) 0 0 0 

  Contusion 3 (11.1) 3 (11.1) 0 0 0 

Investigations      

  -Total 13 (48.1) 0 1 (3.7 ) 3 (11.1) 9 (33.3) 

  White blood cell count decreased 7 (25.9) 0 0 1 (3.7 ) 6 (22.2) 

  Alanine aminotransferase increased 6 (22.2) 3 (11.1) 0 2 (7.4 ) 1 (3.7 ) 

  Neutrophil count decreased 6 (22.2) 0 0 0 6 (22.2) 

  Platelet count decreased 6 (22.2) 1 (3.7 ) 0 2 (7.4 ) 3 (11.1) 

  Aspartate aminotransferase 
increased 

5 (18.5) 2 (7.4 ) 2 (7.4 ) 0 1 (3.7 ) 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  C-reactive protein increased 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

  Immunoglobulins decreased 3 (11.1) 0 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 

  Lymphocyte count decreased 2 (7.4 ) 1 (3.7 ) 0 0 1 (3.7 ) 

  Blood creatinine increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 13 (48.1) 9 (33.3) 2 (7.4 ) 2 (7.4 ) 0 

  Decreased appetite 5 (18.5) 4 (14.8) 0 1 (3.7 ) 0 

  Hypokalaemia 5 (18.5) 4 (14.8) 0 1 (3.7 ) 0 

  Hypoalbuminaemia 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

  Hypomagnesaemia 3 (11.1) 3 (11.1) 0 0 0 

  Hyperglycaemia 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Hypocalcaemia 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Hypophosphataemia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Dehydration 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hyperkalaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hyperuricaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 11 (40.7) 3 (11.1) 7 (25.9) 1 (3.7 ) 0 

  Pain in extremity 4 (14.8) 1 (3.7 ) 3 (11.1) 0 0 

  Arthralgia 3 (11.1) 0 3 (11.1) 0 0 

  Back pain 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 

  Bone pain 3 (11.1) 0 2 (7.4 ) 1 (3.7 ) 0 

  Myalgia 3 (11.1) 3 (11.1) 0 0 0 

Nervous system disorders      

  -Total 11 (40.7) 3 (11.1) 4 (14.8) 4 (14.8) 0 

  Headache 7 (25.9) 4 (14.8) 3 (11.1) 0 0 

  Seizure 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Somnolence 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

  Encephalopathy 1 (3.7 ) 0 0 1 (3.7 ) 0 

Psychiatric disorders      

  -Total 3 (11.1) 0 3 (11.1) 0 0 

  Insomnia 3 (11.1) 0 3 (11.1) 0 0 

  Anxiety 1 (3.7 ) 0 1 (3.7 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 10 (37.0) 5 (18.5) 2 (7.4 ) 3 (11.1) 0 

  Cough 5 (18.5) 4 (14.8) 1 (3.7 ) 0 0 

  Oropharyngeal pain 5 (18.5) 3 (11.1) 2 (7.4 ) 0 0 

  Epistaxis 4 (14.8) 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 

  Hypoxia 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Rhinorrhoea 3 (11.1) 3 (11.1) 0 0 0 

  Tachypnoea 1 (3.7 ) 0 1 (3.7 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 10 (37.0) 6 (22.2) 4 (14.8) 0 0 

  Rash 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 

  Erythema 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Ingrowing nail 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Dry skin 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Pruritus 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Petechiae 1 (3.7 ) 1 (3.7 ) 0 0 0 

Vascular disorders      

  -Total 7 (25.9) 4 (14.8) 1 (3.7 ) 2 (7.4 ) 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypertension 4 (14.8) 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 

  Hypotension 3 (11.1) 2 (7.4 ) 0 1 (3.7 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 157f 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at 

anytime during the study by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor 
burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

43 (97.7) 1 (2.3 ) 5 (11.4) 11 (25.0) 26 (59.1) 

Blood and lymphatic system disorders      

  -Total 31 (70.5) 2 (4.5 ) 1 (2.3 ) 17 (38.6) 11 (25.0) 

  Anaemia 16 (36.4) 2 (4.5 ) 2 (4.5 ) 12 (27.3) 0 

  Febrile neutropenia 13 (29.5) 0 1 (2.3 ) 11 (25.0) 1 (2.3 ) 

  Neutropenia 12 (27.3) 1 (2.3 ) 0 4 (9.1 ) 7 (15.9) 

  Thrombocytopenia 9 (20.5) 0 0 4 (9.1 ) 5 (11.4) 

  Bone marrow failure 5 (11.4) 0 1 (2.3 ) 4 (9.1 ) 0 

Cardiac disorders      

  -Total 8 (18.2) 4 (9.1 ) 4 (9.1 ) 0 0 

  Tachycardia 7 (15.9) 3 (6.8 ) 4 (9.1 ) 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus tachycardia 5 (11.4) 4 (9.1 ) 1 (2.3 ) 0 0 

Gastrointestinal disorders      

  -Total 34 (77.3) 10 (22.7) 14 (31.8) 10 (22.7) 0 

  Nausea 17 (38.6) 8 (18.2) 7 (15.9) 2 (4.5 ) 0 

  Diarrhoea 15 (34.1) 10 (22.7) 3 (6.8 ) 2 (4.5 ) 0 

  Constipation 14 (31.8) 8 (18.2) 5 (11.4) 1 (2.3 ) 0 

  Stomatitis 14 (31.8) 4 (9.1 ) 5 (11.4) 5 (11.4) 0 

  Vomiting 11 (25.0) 9 (20.5) 2 (4.5 ) 0 0 

  Abdominal pain 7 (15.9) 2 (4.5 ) 4 (9.1 ) 1 (2.3 ) 0 

  Abdominal distension 4 (9.1 ) 2 (4.5 ) 2 (4.5 ) 0 0 

  Anal fissure 3 (6.8 ) 0 2 (4.5 ) 1 (2.3 ) 0 

  Abdominal pain upper 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Anal fistula 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gingival bleeding 1 (2.3 ) 0 1 (2.3 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 32 (72.7) 7 (15.9) 16 (36.4) 9 (20.5) 0 

  Pyrexia 26 (59.1) 4 (9.1 ) 14 (31.8) 8 (18.2) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fatigue 11 (25.0) 6 (13.6) 5 (11.4) 0 0 

  Oedema peripheral 5 (11.4) 4 (9.1 ) 1 (2.3 ) 0 0 

  Pain 5 (11.4) 1 (2.3 ) 3 (6.8 ) 1 (2.3 ) 0 

  Catheter site pain 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Face oedema 4 (9.1 ) 4 (9.1 ) 0 0 0 

  Asthenia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Catheter site haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Chills 1 (2.3 ) 0 1 (2.3 ) 0 0 

Hepatobiliary disorders      

  -Total 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Hepatocellular injury 2 (4.5 ) 0 0 2 (4.5 ) 0 

Immune system disorders      

  -Total 33 (75.0) 5 (11.4) 11 (25.0) 9 (20.5) 8 (18.2) 

  Cytokine release syndrome 30 (68.2) 8 (18.2) 7 (15.9) 7 (15.9) 8 (18.2) 

  Hypogammaglobulinaemia 12 (27.3) 2 (4.5 ) 8 (18.2) 2 (4.5 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

5 (11.4) 0 2 (4.5 ) 3 (6.8 ) 0 

  Allergy to immunoglobulin therapy 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

  -Total 23 (52.3) 5 (11.4) 10 (22.7) 7 (15.9) 1 (2.3 ) 

  Nasopharyngitis 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

  Bacterial infection 5 (11.4) 0 3 (6.8 ) 2 (4.5 ) 0 

  Rhinitis 5 (11.4) 3 (6.8 ) 2 (4.5 ) 0 0 

  Pneumonia 4 (9.1 ) 0 0 3 (6.8 ) 1 (2.3 ) 

  Upper respiratory tract infection 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 0 0 

  Device related infection 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Herpes zoster 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Staphylococcal infection 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Oral candidiasis 1 (2.3 ) 0 0 1 (2.3 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Contusion 2 (4.5 ) 2 (4.5 ) 0 0 0 

Investigations      

  -Total 22 (50.0) 0 2 (4.5 ) 5 (11.4) 15 (34.1) 

  White blood cell count decreased 13 (29.5) 0 0 2 (4.5 ) 11 (25.0) 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 11 (25.0) 0 0 1 (2.3 ) 10 (22.7) 

  Platelet count decreased 11 (25.0) 0 0 2 (4.5 ) 9 (20.5) 

  Blood fibrinogen decreased 5 (11.4) 0 2 (4.5 ) 3 (6.8 ) 0 

  Lymphocyte count decreased 5 (11.4) 0 0 4 (9.1 ) 1 (2.3 ) 

  Weight decreased 5 (11.4) 2 (4.5 ) 3 (6.8 ) 0 0 

  Alanine aminotransferase increased 4 (9.1 ) 0 2 (4.5 ) 2 (4.5 ) 0 

  Aspartate aminotransferase 
increased 

4 (9.1 ) 1 (2.3 ) 0 3 (6.8 ) 0 

  C-reactive protein increased 4 (9.1 ) 1 (2.3 ) 2 (4.5 ) 1 (2.3 ) 0 

  Blood creatinine increased 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Immunoglobulins decreased 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Oxygen saturation decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

Metabolism and nutrition disorders      

  -Total 21 (47.7) 4 (9.1 ) 6 (13.6) 9 (20.5) 2 (4.5 ) 

  Hypokalaemia 12 (27.3) 3 (6.8 ) 2 (4.5 ) 7 (15.9) 0 

  Hypophosphataemia 11 (25.0) 5 (11.4) 2 (4.5 ) 4 (9.1 ) 0 

  Decreased appetite 10 (22.7) 7 (15.9) 1 (2.3 ) 2 (4.5 ) 0 

  Hypocalcaemia 10 (22.7) 3 (6.8 ) 3 (6.8 ) 2 (4.5 ) 2 (4.5 ) 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperuricaemia 8 (18.2) 8 (18.2) 0 0 0 

  Hypoalbuminaemia 7 (15.9) 2 (4.5 ) 5 (11.4) 0 0 

  Hypomagnesaemia 7 (15.9) 5 (11.4) 2 (4.5 ) 0 0 

  Hyperkalaemia 5 (11.4) 3 (6.8 ) 2 (4.5 ) 0 0 

  Hyperglycaemia 4 (9.1 ) 2 (4.5 ) 0 2 (4.5 ) 0 

  Dehydration 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 15 (34.1) 3 (6.8 ) 9 (20.5) 3 (6.8 ) 0 

  Pain in extremity 10 (22.7) 4 (9.1 ) 6 (13.6) 0 0 

  Arthralgia 8 (18.2) 1 (2.3 ) 5 (11.4) 2 (4.5 ) 0 

  Back pain 7 (15.9) 2 (4.5 ) 4 (9.1 ) 1 (2.3 ) 0 

  Myalgia 5 (11.4) 4 (9.1 ) 1 (2.3 ) 0 0 

  Bone pain 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

Nervous system disorders      

  -Total 22 (50.0) 6 (13.6) 9 (20.5) 7 (15.9) 0 

  Headache 15 (34.1) 5 (11.4) 7 (15.9) 3 (6.8 ) 0 

  Seizure 7 (15.9) 2 (4.5 ) 3 (6.8 ) 2 (4.5 ) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neuralgia 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Somnolence 2 (4.5 ) 1 (2.3 ) 0 1 (2.3 ) 0 

  Encephalopathy 1 (2.3 ) 0 0 1 (2.3 ) 0 

Psychiatric disorders      

  -Total 8 (18.2) 5 (11.4) 3 (6.8 ) 0 0 

  Anxiety 5 (11.4) 2 (4.5 ) 3 (6.8 ) 0 0 

  Insomnia 3 (6.8 ) 3 (6.8 ) 0 0 0 

Renal and urinary disorders      

  -Total 10 (22.7) 7 (15.9) 1 (2.3 ) 2 (4.5 ) 0 

  Haematuria 10 (22.7) 7 (15.9) 1 (2.3 ) 2 (4.5 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 18 (40.9) 7 (15.9) 6 (13.6) 4 (9.1 ) 1 (2.3 ) 

  Cough 12 (27.3) 8 (18.2) 4 (9.1 ) 0 0 

  Epistaxis 9 (20.5) 5 (11.4) 3 (6.8 ) 1 (2.3 ) 0 

  Hypoxia 8 (18.2) 3 (6.8 ) 1 (2.3 ) 3 (6.8 ) 1 (2.3 ) 

  Tachypnoea 5 (11.4) 2 (4.5 ) 3 (6.8 ) 0 0 

  Oropharyngeal pain 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pleural effusion 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Rhinorrhoea 2 (4.5 ) 0 2 (4.5 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 19 (43.2) 13 (29.5) 5 (11.4) 1 (2.3 ) 0 

  Rash 10 (22.7) 8 (18.2) 1 (2.3 ) 1 (2.3 ) 0 

  Pruritus 7 (15.9) 6 (13.6) 1 (2.3 ) 0 0 

  Petechiae 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

  Dry skin 5 (11.4) 5 (11.4) 0 0 0 

  Erythema 5 (11.4) 5 (11.4) 0 0 0 

  Ingrowing nail 2 (4.5 ) 0 2 (4.5 ) 0 0 

Vascular disorders      

  -Total 17 (38.6) 6 (13.6) 6 (13.6) 4 (9.1 ) 1 (2.3 ) 

  Hypertension 10 (22.7) 3 (6.8 ) 5 (11.4) 2 (4.5 ) 0 

  Hypotension 8 (18.2) 5 (11.4) 0 2 (4.5 ) 1 (2.3 ) 

  Pallor 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 157f 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at 

anytime during the study by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor 
burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100) 0 0 1 (33.3) 2 (66.7) 

Blood and lymphatic system disorders      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Anaemia 1 (33.3) 0 0 1 (33.3) 0 

  Febrile neutropenia 1 (33.3) 1 (33.3) 0 0 0 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

  Thrombocytopenia 1 (33.3) 0 1 (33.3) 0 0 

Cardiac disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Tachycardia 1 (33.3) 1 (33.3) 0 0 0 
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Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

  -Total 2 (66.7) 0 1 (33.3) 1 (33.3) 0 

  Nausea 2 (66.7) 0 2 (66.7) 0 0 

  Abdominal distension 1 (33.3) 0 1 (33.3) 0 0 

  Abdominal pain upper 1 (33.3) 1 (33.3) 0 0 0 

  Anal fissure 1 (33.3) 0 0 1 (33.3) 0 

  Anal fistula 1 (33.3) 0 0 1 (33.3) 0 

  Constipation 1 (33.3) 0 1 (33.3) 0 0 

  Gingival bleeding 1 (33.3) 1 (33.3) 0 0 0 

  Vomiting 1 (33.3) 1 (33.3) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 3 (100) 2 (66.7) 0 1 (33.3) 0 

  Pyrexia 3 (100) 2 (66.7) 0 1 (33.3) 0 

  Asthenia 1 (33.3) 1 (33.3) 0 0 0 

  Catheter site haemorrhage 1 (33.3) 0 0 1 (33.3) 0 

  Catheter site pain 1 (33.3) 1 (33.3) 0 0 0 

  Device related thrombosis 1 (33.3) 0 1 (33.3) 0 0 
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Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Face oedema 1 (33.3) 1 (33.3) 0 0 0 

  Fatigue 1 (33.3) 1 (33.3) 0 0 0 

  Pain 1 (33.3) 0 0 1 (33.3) 0 

Hepatobiliary disorders      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Hepatocellular injury 1 (33.3) 0 0 1 (33.3) 0 

Immune system disorders      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Cytokine release syndrome 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Allergy to immunoglobulin therapy 1 (33.3) 0 1 (33.3) 0 0 

Infections and infestations      

  -Total 3 (100) 0 1 (33.3) 2 (66.7) 0 

  Cystitis 1 (33.3) 0 1 (33.3) 0 0 

  Escherichia urinary tract infection 1 (33.3) 0 1 (33.3) 0 0 

  Gastrointestinal infection 1 (33.3) 0 0 1 (33.3) 0 

  Molluscum contagiosum 1 (33.3) 1 (33.3) 0 0 0 

  Nasopharyngitis 1 (33.3) 1 (33.3) 0 0 0 

  Oral candidiasis 1 (33.3) 0 1 (33.3) 0 0 



  

  

2876 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia 1 (33.3) 1 (33.3) 0 0 0 

  Pneumonia fungal 1 (33.3) 0 0 1 (33.3) 0 

  Pseudomembranous colitis 1 (33.3) 0 1 (33.3) 0 0 

  Staphylococcal infection 1 (33.3) 0 0 1 (33.3) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Contusion 1 (33.3) 1 (33.3) 0 0 0 

  Splinter 1 (33.3) 1 (33.3) 0 0 0 

Investigations      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Blood creatinine increased 1 (33.3) 0 1 (33.3) 0 0 

  Clostridium test positive 1 (33.3) 0 1 (33.3) 0 0 

  Oxygen saturation decreased 1 (33.3) 0 0 1 (33.3) 0 

  Platelet count decreased 1 (33.3) 0 0 0 1 (33.3) 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 2 (66.7) 0 0 2 (66.7) 0 
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Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dehydration 1 (33.3) 0 0 1 (33.3) 0 

  Hyperglycaemia 1 (33.3) 1 (33.3) 0 0 0 

  Hypokalaemia 1 (33.3) 0 0 1 (33.3) 0 

  Iron overload 1 (33.3) 0 1 (33.3) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 0 0 

  Arthralgia 1 (33.3) 0 1 (33.3) 0 0 

  Myalgia 1 (33.3) 1 (33.3) 0 0 0 

  Osteoporosis 1 (33.3) 0 1 (33.3) 0 0 

Nervous system disorders      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Encephalopathy 1 (33.3) 0 0 0 1 (33.3) 

  Headache 1 (33.3) 0 1 (33.3) 0 0 

  Neuralgia 1 (33.3) 0 1 (33.3) 0 0 

  Somnolence 1 (33.3) 0 0 1 (33.3) 0 

Psychiatric disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 
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Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anxiety 1 (33.3) 0 1 (33.3) 0 0 

  Insomnia 1 (33.3) 0 1 (33.3) 0 0 

  Restlessness 1 (33.3) 0 1 (33.3) 0 0 

Renal and urinary disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Haematuria 1 (33.3) 1 (33.3) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (66.7) 0 2 (66.7) 0 0 

  Cough 1 (33.3) 1 (33.3) 0 0 0 

  Epistaxis 1 (33.3) 0 1 (33.3) 0 0 

  Haemoptysis 1 (33.3) 0 1 (33.3) 0 0 

  Pleural effusion 1 (33.3) 0 1 (33.3) 0 0 

  Pneumothorax 1 (33.3) 1 (33.3) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 0 0 

  Decubitus ulcer 1 (33.3) 0 1 (33.3) 0 0 

  Ingrowing nail 1 (33.3) 1 (33.3) 0 0 0 
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Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash 1 (33.3) 0 1 (33.3) 0 0 

Vascular disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypertension 1 (33.3) 0 1 (33.3) 0 0 

  Pallor 1 (33.3) 1 (33.3) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 157g => Adverse events in at least 10% of the patients OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents) at anyti me during the study by pri mar y system organ class, preferr ed ter m, maxi mum CTC  grade and Number  of pr evious  relapses ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                 
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 157g 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at 

anytime during the study by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

7 (100) 0 1 (14.3) 2 (28.6) 4 (57.1) 

Blood and lymphatic system disorders      

  -Total 6 (85.7) 0 0 4 (57.1) 2 (28.6) 

  Neutropenia 5 (71.4) 0 0 3 (42.9) 2 (28.6) 

  Febrile neutropenia 2 (28.6) 0 0 2 (28.6) 0 

  Thrombocytopenia 2 (28.6) 0 1 (14.3) 0 1 (14.3) 

  Anaemia 1 (14.3) 0 0 1 (14.3) 0 

  Bone marrow failure 1 (14.3) 0 1 (14.3) 0 0 

  Coagulation factor deficiency 1 (14.3) 0 0 1 (14.3) 0 

  Leukocytosis 1 (14.3) 0 1 (14.3) 0 0 

  Leukopenia 1 (14.3) 0 0 0 1 (14.3) 

  Lymphopenia 1 (14.3) 0 0 1 (14.3) 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Cardiac disorders      

  -Total 3 (42.9) 2 (28.6) 1 (14.3) 0 0 

  Tachycardia 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Atrioventricular block 1 (14.3) 1 (14.3) 0 0 0 

  Sinus bradycardia 1 (14.3) 1 (14.3) 0 0 0 

  Sinus tachycardia 1 (14.3) 1 (14.3) 0 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Talipes 1 (14.3) 1 (14.3) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Ear pain 1 (14.3) 1 (14.3) 0 0 0 

Endocrine disorders      

  -Total 1 (14.3) 0 1 (14.3) 0 0 

  Adrenal insufficiency 1 (14.3) 0 1 (14.3) 0 0 

  Cushingoid 1 (14.3) 1 (14.3) 0 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (14.3) 1 (14.3) 0 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Precocious puberty 1 (14.3) 1 (14.3) 0 0 0 

Eye disorders      

  -Total 2 (28.6) 1 (14.3) 0 1 (14.3) 0 

  Amaurosis 1 (14.3) 0 0 1 (14.3) 0 

  Eye pain 1 (14.3) 1 (14.3) 0 0 0 

  Ocular hyperaemia 1 (14.3) 1 (14.3) 0 0 0 

  Optic atrophy 1 (14.3) 0 1 (14.3) 0 0 

  Visual impairment 1 (14.3) 1 (14.3) 0 0 0 

  Vitreous opacities 1 (14.3) 1 (14.3) 0 0 0 

Gastrointestinal disorders      

  -Total 5 (71.4) 0 2 (28.6) 3 (42.9) 0 

  Nausea 4 (57.1) 0 3 (42.9) 1 (14.3) 0 

  Constipation 3 (42.9) 1 (14.3) 1 (14.3) 1 (14.3) 0 

  Stomatitis 3 (42.9) 0 2 (28.6) 1 (14.3) 0 

  Vomiting 3 (42.9) 1 (14.3) 2 (28.6) 0 0 

  Abdominal pain 2 (28.6) 0 2 (28.6) 0 0 

  Diarrhoea 2 (28.6) 1 (14.3) 0 1 (14.3) 0 

  Abdominal distension 1 (14.3) 0 1 (14.3) 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Abdominal pain upper 1 (14.3) 0 1 (14.3) 0 0 

  Dental caries 1 (14.3) 1 (14.3) 0 0 0 

  Dyspepsia 1 (14.3) 1 (14.3) 0 0 0 

  Flatulence 1 (14.3) 0 1 (14.3) 0 0 

  Gingival pruritus 1 (14.3) 1 (14.3) 0 0 0 

  Gingival swelling 1 (14.3) 0 1 (14.3) 0 0 

  Oral pain 1 (14.3) 0 1 (14.3) 0 0 

  Periodontal disease 1 (14.3) 1 (14.3) 0 0 0 

  Proctalgia 1 (14.3) 0 1 (14.3) 0 0 

General disorders and administration 
site conditions 

     

  -Total 7 (100) 0 4 (57.1) 2 (28.6) 1 (14.3) 

  Pyrexia 5 (71.4) 0 4 (57.1) 1 (14.3) 0 

  Mucosal inflammation 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Pain 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Face oedema 1 (14.3) 1 (14.3) 0 0 0 

  Facial pain 1 (14.3) 0 1 (14.3) 0 0 

  Fatigue 1 (14.3) 1 (14.3) 0 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  General physical health deterioration 1 (14.3) 0 1 (14.3) 0 0 

  Generalised oedema 1 (14.3) 0 1 (14.3) 0 0 

  Localised oedema 1 (14.3) 1 (14.3) 0 0 0 

  Malaise 1 (14.3) 0 1 (14.3) 0 0 

  Multiple organ dysfunction syndrome 1 (14.3) 0 0 0 1 (14.3) 

  Non-cardiac chest pain 1 (14.3) 0 1 (14.3) 0 0 

  Oedema 1 (14.3) 0 1 (14.3) 0 0 

  Puncture site haemorrhage 1 (14.3) 0 0 1 (14.3) 0 

  Puncture site pain 1 (14.3) 1 (14.3) 0 0 0 

  Vessel puncture site erythema 1 (14.3) 0 1 (14.3) 0 0 

  Vessel puncture site haematoma 1 (14.3) 1 (14.3) 0 0 0 

Hepatobiliary disorders      

  -Total 2 (28.6) 2 (28.6) 0 0 0 

  Hepatic steatosis 1 (14.3) 1 (14.3) 0 0 0 

  Hepatomegaly 1 (14.3) 1 (14.3) 0 0 0 

Immune system disorders      

  -Total 5 (71.4) 0 1 (14.3) 3 (42.9) 1 (14.3) 

  Cytokine release syndrome 5 (71.4) 1 (14.3) 2 (28.6) 1 (14.3) 1 (14.3) 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Haemophagocytic 
lymphohistiocytosis 

2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Cell-mediated immune deficiency 1 (14.3) 0 0 1 (14.3) 0 

  Drug hypersensitivity 1 (14.3) 0 1 (14.3) 0 0 

  Hypogammaglobulinaemia 1 (14.3) 0 0 1 (14.3) 0 

Infections and infestations      

  -Total 4 (57.1) 0 0 3 (42.9) 1 (14.3) 

  Pneumonia 2 (28.6) 0 0 2 (28.6) 0 

  Alternaria infection 1 (14.3) 0 0 1 (14.3) 0 

  Aspergillus infection 1 (14.3) 0 0 1 (14.3) 0 

  Bacterial infection 1 (14.3) 0 0 1 (14.3) 0 

  Candida infection 1 (14.3) 0 0 1 (14.3) 0 

  Catheter site infection 1 (14.3) 0 1 (14.3) 0 0 

  Central nervous system infection 1 (14.3) 0 0 0 1 (14.3) 

  Cytomegalovirus infection 1 (14.3) 0 1 (14.3) 0 0 

  Enterococcal infection 1 (14.3) 0 0 1 (14.3) 0 

  Enterovirus infection 1 (14.3) 0 1 (14.3) 0 0 

  Infection 1 (14.3) 0 0 1 (14.3) 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Mucosal infection 1 (14.3) 0 1 (14.3) 0 0 

  Nasopharyngitis 1 (14.3) 1 (14.3) 0 0 0 

  Oral candidiasis 1 (14.3) 0 0 1 (14.3) 0 

  Paronychia 1 (14.3) 0 1 (14.3) 0 0 

  Rash pustular 1 (14.3) 1 (14.3) 0 0 0 

  Rhinovirus infection 1 (14.3) 0 1 (14.3) 0 0 

  Sinusitis 1 (14.3) 0 0 1 (14.3) 0 

  Systemic infection 1 (14.3) 0 0 1 (14.3) 0 

  Upper respiratory tract infection 1 (14.3) 0 1 (14.3) 0 0 

  Vascular device infection 1 (14.3) 0 0 1 (14.3) 0 

  Viral upper respiratory tract infection 1 (14.3) 0 1 (14.3) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (57.1) 1 (14.3) 1 (14.3) 2 (28.6) 0 

  Transfusion reaction 2 (28.6) 1 (14.3) 0 1 (14.3) 0 

  Contusion 1 (14.3) 1 (14.3) 0 0 0 

  Fall 1 (14.3) 1 (14.3) 0 0 0 

  Femoral neck fracture 1 (14.3) 0 1 (14.3) 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Gastrostomy tube site complication 1 (14.3) 0 0 1 (14.3) 0 

  Skin abrasion 1 (14.3) 0 1 (14.3) 0 0 

Investigations      

  -Total 4 (57.1) 0 1 (14.3) 3 (42.9) 0 

  C-reactive protein increased 2 (28.6) 0 2 (28.6) 0 0 

  Immunoglobulins decreased 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Protein total decreased 2 (28.6) 0 2 (28.6) 0 0 

  Activated partial thromboplastin time 
shortened 

1 (14.3) 0 1 (14.3) 0 0 

  Antithrombin iii decreased 1 (14.3) 0 1 (14.3) 0 0 

  Blood potassium decreased 1 (14.3) 0 1 (14.3) 0 0 

  Blood uric acid increased 1 (14.3) 0 1 (14.3) 0 0 

  Ejection fraction decreased 1 (14.3) 1 (14.3) 0 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (14.3) 1 (14.3) 0 0 0 

  Haemoglobin decreased 1 (14.3) 0 0 1 (14.3) 0 

  Lymphocyte count decreased 1 (14.3) 0 0 1 (14.3) 0 

  Neutrophil count decreased 1 (14.3) 0 0 1 (14.3) 0 

  Urine output decreased 1 (14.3) 0 1 (14.3) 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  White blood cell count decreased 1 (14.3) 0 0 1 (14.3) 0 

Metabolism and nutrition disorders      

  -Total 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Hypokalaemia 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Decreased appetite 1 (14.3) 0 1 (14.3) 0 0 

  Hyperglycaemia 1 (14.3) 0 0 1 (14.3) 0 

  Hyperkalaemia 1 (14.3) 1 (14.3) 0 0 0 

  Hypomagnesaemia 1 (14.3) 1 (14.3) 0 0 0 

  Hyponatraemia 1 (14.3) 0 1 (14.3) 0 0 

  Obesity 1 (14.3) 1 (14.3) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 5 (71.4) 1 (14.3) 3 (42.9) 1 (14.3) 0 

  Back pain 3 (42.9) 1 (14.3) 2 (28.6) 0 0 

  Pain in extremity 3 (42.9) 1 (14.3) 2 (28.6) 0 0 

  Arthralgia 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Muscular weakness 1 (14.3) 0 0 1 (14.3) 0 

  Myalgia 1 (14.3) 0 1 (14.3) 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Neck pain 1 (14.3) 0 0 1 (14.3) 0 

  Osteonecrosis 1 (14.3) 1 (14.3) 0 0 0 

  Osteopenia 1 (14.3) 1 (14.3) 0 0 0 

  Temporomandibular joint syndrome 1 (14.3) 1 (14.3) 0 0 0 

Nervous system disorders      

  -Total 6 (85.7) 1 (14.3) 3 (42.9) 2 (28.6) 0 

  Seizure 3 (42.9) 1 (14.3) 0 2 (28.6) 0 

  Headache 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Cerebral atrophy 1 (14.3) 1 (14.3) 0 0 0 

  Cerebral haemorrhage 1 (14.3) 1 (14.3) 0 0 0 

  Cerebral venous sinus thrombosis 1 (14.3) 0 1 (14.3) 0 0 

  Dysarthria 1 (14.3) 0 1 (14.3) 0 0 

  Facial paralysis 1 (14.3) 0 1 (14.3) 0 0 

  Lethargy 1 (14.3) 1 (14.3) 0 0 0 

  Leukoencephalopathy 1 (14.3) 1 (14.3) 0 0 0 

  Neurological decompensation 1 (14.3) 0 1 (14.3) 0 0 

  Neuropathy peripheral 1 (14.3) 0 1 (14.3) 0 0 

  Tremor 1 (14.3) 0 1 (14.3) 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Psychiatric disorders      

  -Total 1 (14.3) 0 1 (14.3) 0 0 

  Agitation 1 (14.3) 0 1 (14.3) 0 0 

Renal and urinary disorders      

  -Total 3 (42.9) 0 2 (28.6) 1 (14.3) 0 

  Urinary tract disorder 2 (28.6) 0 2 (28.6) 0 0 

  Haematuria 1 (14.3) 0 0 1 (14.3) 0 

  Nephropathy 1 (14.3) 1 (14.3) 0 0 0 

  Proteinuria 1 (14.3) 0 1 (14.3) 0 0 

  Urinary retention 1 (14.3) 0 1 (14.3) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Penile erythema 1 (14.3) 1 (14.3) 0 0 0 

  Perineal pain 1 (14.3) 1 (14.3) 0 0 0 

  Vulvovaginal pain 1 (14.3) 0 1 (14.3) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 3 (42.9) 1 (14.3) 1 (14.3) 1 (14.3) 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Cough 2 (28.6) 2 (28.6) 0 0 0 

  Dyspnoea 2 (28.6) 0 2 (28.6) 0 0 

  Epistaxis 2 (28.6) 2 (28.6) 0 0 0 

  Oropharyngeal pain 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Hypoxia 1 (14.3) 0 0 1 (14.3) 0 

  Nasal congestion 1 (14.3) 1 (14.3) 0 0 0 

  Nasal septum perforation 1 (14.3) 0 1 (14.3) 0 0 

  Productive cough 1 (14.3) 1 (14.3) 0 0 0 

  Rhinalgia 1 (14.3) 1 (14.3) 0 0 0 

  Rhinorrhoea 1 (14.3) 0 1 (14.3) 0 0 

  Sinus pain 1 (14.3) 1 (14.3) 0 0 0 

  Tachypnoea 1 (14.3) 0 1 (14.3) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 5 (71.4) 4 (57.1) 1 (14.3) 0 0 

  Rash 3 (42.9) 3 (42.9) 0 0 0 

  Erythema 2 (28.6) 2 (28.6) 0 0 0 

  Pruritus 2 (28.6) 1 (14.3) 1 (14.3) 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Dermatitis acneiform 1 (14.3) 1 (14.3) 0 0 0 

  Dermatitis bullous 1 (14.3) 1 (14.3) 0 0 0 

  Petechiae 1 (14.3) 1 (14.3) 0 0 0 

  Skin ulcer 1 (14.3) 1 (14.3) 0 0 0 

Vascular disorders      

  -Total 6 (85.7) 1 (14.3) 3 (42.9) 2 (28.6) 0 

  Hypertension 4 (57.1) 0 2 (28.6) 2 (28.6) 0 

  Embolism 1 (14.3) 0 1 (14.3) 0 0 

  Flushing 1 (14.3) 1 (14.3) 0 0 0 

  Hot flush 1 (14.3) 1 (14.3) 0 0 0 

  Vascular occlusion 1 (14.3) 1 (14.3) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 157g 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at 

anytime during the study by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

32 (100) 2 (6.3 ) 6 (18.8) 9 (28.1) 15 (46.9) 

Blood and lymphatic system disorders      

  -Total 16 (50.0) 0 1 (3.1 ) 12 (37.5) 3 (9.4 ) 

  Anaemia 8 (25.0) 0 2 (6.3 ) 6 (18.8) 0 

  Febrile neutropenia 8 (25.0) 0 0 8 (25.0) 0 

  Thrombocytopenia 6 (18.8) 0 1 (3.1 ) 2 (6.3 ) 3 (9.4 ) 

  Neutropenia 4 (12.5) 0 1 (3.1 ) 3 (9.4 ) 0 

  Bone marrow failure 3 (9.4 ) 0 0 3 (9.4 ) 0 

  Leukopenia 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Lymphopenia 1 (3.1 ) 0 0 1 (3.1 ) 0 

Cardiac disorders      

  -Total 5 (15.6) 3 (9.4 ) 2 (6.3 ) 0 0 



  

  

2896 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachycardia 4 (12.5) 2 (6.3 ) 2 (6.3 ) 0 0 

  Sinus bradycardia 3 (9.4 ) 3 (9.4 ) 0 0 0 

  Sinus tachycardia 2 (6.3 ) 2 (6.3 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Ear pain 1 (3.1 ) 0 1 (3.1 ) 0 0 

Eye disorders      

  -Total 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Eye pain 1 (3.1 ) 0 1 (3.1 ) 0 0 

Gastrointestinal disorders      

  -Total 25 (78.1) 11 (34.4) 10 (31.3) 4 (12.5) 0 

  Diarrhoea 10 (31.3) 5 (15.6) 4 (12.5) 1 (3.1 ) 0 

  Nausea 10 (31.3) 6 (18.8) 4 (12.5) 0 0 

  Vomiting 9 (28.1) 7 (21.9) 2 (6.3 ) 0 0 

  Stomatitis 8 (25.0) 4 (12.5) 2 (6.3 ) 2 (6.3 ) 0 

  Abdominal pain 5 (15.6) 1 (3.1 ) 3 (9.4 ) 1 (3.1 ) 0 

  Constipation 5 (15.6) 2 (6.3 ) 3 (9.4 ) 0 0 

  Dental caries 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal pain upper 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Abdominal distension 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Anal fissure 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Oral pain 1 (3.1 ) 0 1 (3.1 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 24 (75.0) 11 (34.4) 10 (31.3) 3 (9.4 ) 0 

  Pyrexia 19 (59.4) 8 (25.0) 8 (25.0) 3 (9.4 ) 0 

  Fatigue 6 (18.8) 2 (6.3 ) 4 (12.5) 0 0 

  Oedema peripheral 4 (12.5) 3 (9.4 ) 1 (3.1 ) 0 0 

  Pain 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Face oedema 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Malaise 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  General physical health deterioration 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Localised oedema 1 (3.1 ) 0 1 (3.1 ) 0 0 

Hepatobiliary disorders      

  -Total 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hepatomegaly 1 (3.1 ) 1 (3.1 ) 0 0 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders      

  -Total 20 (62.5) 3 (9.4 ) 8 (25.0) 6 (18.8) 3 (9.4 ) 

  Cytokine release syndrome 17 (53.1) 5 (15.6) 3 (9.4 ) 6 (18.8) 3 (9.4 ) 

  Hypogammaglobulinaemia 8 (25.0) 3 (9.4 ) 5 (15.6) 0 0 

  Drug hypersensitivity 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.1 ) 0 0 1 (3.1 ) 0 

Infections and infestations      

  -Total 17 (53.1) 1 (3.1 ) 6 (18.8) 8 (25.0) 2 (6.3 ) 

  Device related infection 5 (15.6) 0 1 (3.1 ) 4 (12.5) 0 

  Bacterial infection 4 (12.5) 0 3 (9.4 ) 1 (3.1 ) 0 

  Nasopharyngitis 4 (12.5) 4 (12.5) 0 0 0 

  Sepsis 3 (9.4 ) 0 0 2 (6.3 ) 1 (3.1 ) 

  Herpes zoster 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Rash pustular 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Rhinitis 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Sinusitis 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Aspergillus infection 1 (3.1 ) 0 0 1 (3.1 ) 0 



  

  

2899 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Candida infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Enterovirus infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Paronychia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Pneumonia 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Rhinovirus infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Upper respiratory tract infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Vascular device infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Viral upper respiratory tract infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Contusion 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Fall 1 (3.1 ) 1 (3.1 ) 0 0 0 

Investigations      

  -Total 15 (46.9) 2 (6.3 ) 0 3 (9.4 ) 10 (31.3) 

  White blood cell count decreased 7 (21.9) 0 0 1 (3.1 ) 6 (18.8) 

  Platelet count decreased 6 (18.8) 0 0 2 (6.3 ) 4 (12.5) 



  

  

2900 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphocyte count decreased 4 (12.5) 1 (3.1 ) 0 2 (6.3 ) 1 (3.1 ) 

  Neutrophil count decreased 4 (12.5) 0 0 0 4 (12.5) 

  Serum ferritin increased 4 (12.5) 3 (9.4 ) 1 (3.1 ) 0 0 

  Weight decreased 4 (12.5) 2 (6.3 ) 2 (6.3 ) 0 0 

  Alanine aminotransferase increased 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 0 0 

  Aspartate aminotransferase 
increased 

3 (9.4 ) 2 (6.3 ) 0 1 (3.1 ) 0 

  Blood bilirubin increased 3 (9.4 ) 1 (3.1 ) 0 1 (3.1 ) 1 (3.1 ) 

  Activated partial thromboplastin time 
prolonged 

2 (6.3 ) 2 (6.3 ) 0 0 0 

  Blood fibrinogen decreased 2 (6.3 ) 0 2 (6.3 ) 0 0 

  C-reactive protein increased 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Immunoglobulins decreased 1 (3.1 ) 0 0 0 1 (3.1 ) 

Metabolism and nutrition disorders      

  -Total 15 (46.9) 5 (15.6) 4 (12.5) 6 (18.8) 0 

  Hypokalaemia 9 (28.1) 4 (12.5) 1 (3.1 ) 4 (12.5) 0 

  Decreased appetite 7 (21.9) 6 (18.8) 0 1 (3.1 ) 0 

  Hypophosphataemia 7 (21.9) 4 (12.5) 1 (3.1 ) 2 (6.3 ) 0 

  Hypocalcaemia 6 (18.8) 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoalbuminaemia 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 0 0 

  Hypomagnesaemia 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Hyperkalaemia 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Hyperuricaemia 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Hyperglycaemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 8 (25.0) 1 (3.1 ) 5 (15.6) 2 (6.3 ) 0 

  Pain in extremity 6 (18.8) 2 (6.3 ) 4 (12.5) 0 0 

  Arthralgia 4 (12.5) 0 3 (9.4 ) 1 (3.1 ) 0 

  Back pain 3 (9.4 ) 1 (3.1 ) 1 (3.1 ) 1 (3.1 ) 0 

  Bone pain 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 0 0 

  Myalgia 1 (3.1 ) 1 (3.1 ) 0 0 0 

Nervous system disorders      

  -Total 16 (50.0) 3 (9.4 ) 8 (25.0) 5 (15.6) 0 

  Headache 10 (31.3) 2 (6.3 ) 6 (18.8) 2 (6.3 ) 0 

  Seizure 3 (9.4 ) 0 2 (6.3 ) 1 (3.1 ) 0 

  Somnolence 3 (9.4 ) 1 (3.1 ) 0 2 (6.3 ) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tremor 2 (6.3 ) 2 (6.3 ) 0 0 0 

Psychiatric disorders      

  -Total 5 (15.6) 0 5 (15.6) 0 0 

  Anxiety 3 (9.4 ) 0 3 (9.4 ) 0 0 

  Agitation 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Insomnia 2 (6.3 ) 0 2 (6.3 ) 0 0 

Renal and urinary disorders      

  -Total 6 (18.8) 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 0 

  Haematuria 5 (15.6) 3 (9.4 ) 1 (3.1 ) 1 (3.1 ) 0 

  Acute kidney injury 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Urinary retention 1 (3.1 ) 0 1 (3.1 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 11 (34.4) 6 (18.8) 2 (6.3 ) 3 (9.4 ) 0 

  Cough 7 (21.9) 5 (15.6) 2 (6.3 ) 0 0 

  Epistaxis 5 (15.6) 3 (9.4 ) 1 (3.1 ) 1 (3.1 ) 0 

  Hypoxia 5 (15.6) 3 (9.4 ) 0 2 (6.3 ) 0 

  Oropharyngeal pain 2 (6.3 ) 2 (6.3 ) 0 0 0 



  

  

2903 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rhinorrhoea 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Tachypnoea 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Dyspnoea 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Nasal congestion 1 (3.1 ) 1 (3.1 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 11 (34.4) 7 (21.9) 4 (12.5) 0 0 

  Rash 5 (15.6) 4 (12.5) 1 (3.1 ) 0 0 

  Erythema 4 (12.5) 4 (12.5) 0 0 0 

  Ingrowing nail 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 0 0 

  Dry skin 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Petechiae 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Pruritus 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Skin ulcer 1 (3.1 ) 1 (3.1 ) 0 0 0 

Vascular disorders      

  -Total 10 (31.3) 6 (18.8) 2 (6.3 ) 2 (6.3 ) 0 

  Hypertension 6 (18.8) 4 (12.5) 2 (6.3 ) 0 0 

  Hypotension 5 (15.6) 3 (9.4 ) 0 2 (6.3 ) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 157g 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at 

anytime during the study by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

21 (95.5) 1 (4.5 ) 1 (4.5 ) 5 (22.7) 14 (63.6) 

Blood and lymphatic system disorders      

  -Total 16 (72.7) 1 (4.5 ) 1 (4.5 ) 8 (36.4) 6 (27.3) 

  Anaemia 9 (40.9) 0 1 (4.5 ) 8 (36.4) 0 

  Febrile neutropenia 8 (36.4) 1 (4.5 ) 0 6 (27.3) 1 (4.5 ) 

  Neutropenia 8 (36.4) 2 (9.1 ) 0 1 (4.5 ) 5 (22.7) 

  Thrombocytopenia 3 (13.6) 0 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 

  Bone marrow failure 2 (9.1 ) 0 0 2 (9.1 ) 0 

Cardiac disorders      

  -Total 6 (27.3) 4 (18.2) 1 (4.5 ) 1 (4.5 ) 0 

  Tachycardia 4 (18.2) 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Sinus tachycardia 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Sinus bradycardia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ear pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

Endocrine disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Cushingoid 1 (4.5 ) 1 (4.5 ) 0 0 0 

Eye disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ocular hyperaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Gastrointestinal disorders      

  -Total 16 (72.7) 3 (13.6) 9 (40.9) 4 (18.2) 0 

  Nausea 11 (50.0) 5 (22.7) 5 (22.7) 1 (4.5 ) 0 

  Constipation 8 (36.4) 6 (27.3) 2 (9.1 ) 0 0 

  Stomatitis 6 (27.3) 1 (4.5 ) 3 (13.6) 2 (9.1 ) 0 

  Vomiting 6 (27.3) 5 (22.7) 1 (4.5 ) 0 0 

  Abdominal distension 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 



  

  

2907 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Abdominal pain 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Diarrhoea 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Anal fissure 3 (13.6) 0 2 (9.1 ) 1 (4.5 ) 0 

  Oral pain 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Proctalgia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Abdominal pain upper 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Dental caries 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Dyspepsia 1 (4.5 ) 1 (4.5 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 17 (77.3) 6 (27.3) 6 (27.3) 5 (22.7) 0 

  Pyrexia 15 (68.2) 4 (18.2) 6 (27.3) 5 (22.7) 0 

  Fatigue 6 (27.3) 4 (18.2) 2 (9.1 ) 0 0 

  Asthenia 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Face oedema 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Malaise 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Oedema peripheral 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Pain 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Facial pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Generalised oedema 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Localised oedema 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Non-cardiac chest pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

Immune system disorders      

  -Total 18 (81.8) 4 (18.2) 4 (18.2) 3 (13.6) 7 (31.8) 

  Cytokine release syndrome 16 (72.7) 5 (22.7) 2 (9.1 ) 2 (9.1 ) 7 (31.8) 

  Hypogammaglobulinaemia 7 (31.8) 3 (13.6) 3 (13.6) 1 (4.5 ) 0 

  Drug hypersensitivity 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

Infections and infestations      

  -Total 14 (63.6) 3 (13.6) 7 (31.8) 2 (9.1 ) 2 (9.1 ) 

  Pneumonia 4 (18.2) 1 (4.5 ) 1 (4.5 ) 2 (9.1 ) 0 

  Rhinitis 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Upper respiratory tract infection 4 (18.2) 1 (4.5 ) 3 (13.6) 0 0 

  Nasopharyngitis 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Device related infection 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Herpes zoster 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Candida infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Central nervous system infection 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Enterovirus infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Oral candidiasis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Paronychia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Rash pustular 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rhinovirus infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Sepsis 1 (4.5 ) 0 0 0 1 (4.5 ) 

Injury, poisoning and procedural 
complications 

     

  -Total 5 (22.7) 4 (18.2) 1 (4.5 ) 0 0 

  Contusion 4 (18.2) 4 (18.2) 0 0 0 

  Fall 1 (4.5 ) 0 1 (4.5 ) 0 0 

Investigations      

  -Total 13 (59.1) 0 1 (4.5 ) 3 (13.6) 9 (40.9) 

  Platelet count decreased 8 (36.4) 0 0 0 8 (36.4) 



  

  

2910 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Neutrophil count decreased 7 (31.8) 0 0 0 7 (31.8) 

  White blood cell count decreased 6 (27.3) 0 0 0 6 (27.3) 

  Alanine aminotransferase increased 3 (13.6) 0 0 3 (13.6) 0 

  Blood fibrinogen decreased 3 (13.6) 0 0 3 (13.6) 0 

  Aspartate aminotransferase 
increased 

2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  C-reactive protein increased 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Immunoglobulins decreased 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Lymphocyte count decreased 2 (9.1 ) 0 0 1 (4.5 ) 1 (4.5 ) 

  Antithrombin iii decreased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Blood uric acid increased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Urine output decreased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Weight decreased 1 (4.5 ) 0 1 (4.5 ) 0 0 

Metabolism and nutrition disorders      

  -Total 11 (50.0) 4 (18.2) 2 (9.1 ) 3 (13.6) 2 (9.1 ) 

  Hyperuricaemia 6 (27.3) 6 (27.3) 0 0 0 

  Hypokalaemia 6 (27.3) 2 (9.1 ) 0 4 (18.2) 0 

  Hypophosphataemia 5 (22.7) 2 (9.1 ) 1 (4.5 ) 2 (9.1 ) 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Hypomagnesaemia 4 (18.2) 4 (18.2) 0 0 0 

  Hypoalbuminaemia 3 (13.6) 0 3 (13.6) 0 0 

  Hypocalcaemia 3 (13.6) 0 1 (4.5 ) 0 2 (9.1 ) 

  Decreased appetite 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Hyperglycaemia 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Hyperkalaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hyponatraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 11 (50.0) 5 (22.7) 6 (27.3) 0 0 

  Myalgia 6 (27.3) 6 (27.3) 0 0 0 

  Arthralgia 4 (18.2) 0 4 (18.2) 0 0 

  Muscular weakness 4 (18.2) 2 (9.1 ) 2 (9.1 ) 0 0 

  Pain in extremity 4 (18.2) 2 (9.1 ) 2 (9.1 ) 0 0 

  Back pain 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Bone pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Neck pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Osteopenia 1 (4.5 ) 1 (4.5 ) 0 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Nervous system disorders      

  -Total 13 (59.1) 4 (18.2) 7 (31.8) 2 (9.1 ) 0 

  Headache 9 (40.9) 5 (22.7) 3 (13.6) 1 (4.5 ) 0 

  Seizure 4 (18.2) 1 (4.5 ) 2 (9.1 ) 1 (4.5 ) 0 

  Lethargy 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Tremor 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Neuropathy peripheral 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Somnolence 1 (4.5 ) 1 (4.5 ) 0 0 0 

Psychiatric disorders      

  -Total 6 (27.3) 4 (18.2) 1 (4.5 ) 1 (4.5 ) 0 

  Insomnia 3 (13.6) 3 (13.6) 0 0 0 

  Agitation 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Anxiety 2 (9.1 ) 2 (9.1 ) 0 0 0 

Renal and urinary disorders      

  -Total 5 (22.7) 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 

  Haematuria 4 (18.2) 4 (18.2) 0 0 0 

  Acute kidney injury 3 (13.6) 0 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 

  Proteinuria 1 (4.5 ) 1 (4.5 ) 0 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Urinary retention 1 (4.5 ) 1 (4.5 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 11 (50.0) 3 (13.6) 6 (27.3) 1 (4.5 ) 1 (4.5 ) 

  Cough 8 (36.4) 5 (22.7) 3 (13.6) 0 0 

  Epistaxis 5 (22.7) 2 (9.1 ) 3 (13.6) 0 0 

  Hypoxia 3 (13.6) 0 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 

  Oropharyngeal pain 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Nasal congestion 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Tachypnoea 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Rhinorrhoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 11 (50.0) 8 (36.4) 2 (9.1 ) 1 (4.5 ) 0 

  Rash 6 (27.3) 4 (18.2) 1 (4.5 ) 1 (4.5 ) 0 

  Dry skin 4 (18.2) 4 (18.2) 0 0 0 

  Pruritus 4 (18.2) 4 (18.2) 0 0 0 

  Petechiae 3 (13.6) 3 (13.6) 0 0 0 

  Urticaria 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Ingrowing nail 1 (4.5 ) 1 (4.5 ) 0 0 0 

Vascular disorders      

  -Total 8 (36.4) 2 (9.1 ) 4 (18.2) 1 (4.5 ) 1 (4.5 ) 

  Hypertension 4 (18.2) 1 (4.5 ) 3 (13.6) 0 0 

  Hypotension 4 (18.2) 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 

  Pallor 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t157_gd_b2001x.sas@@/main/2 25JUN21:17:03                                        Final 

 
  



  

  

2915 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 157g 

Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at 

anytime during the study by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

13 (100) 0 1 (7.7 ) 2 (15.4) 10 (76.9) 

Blood and lymphatic system disorders      

  -Total 10 (76.9) 1 (7.7 ) 2 (15.4) 4 (30.8) 3 (23.1) 

  Anaemia 7 (53.8) 2 (15.4) 2 (15.4) 3 (23.1) 0 

  Febrile neutropenia 3 (23.1) 0 1 (7.7 ) 2 (15.4) 0 

  Thrombocytopenia 3 (23.1) 0 0 1 (7.7 ) 2 (15.4) 

  Leukopenia 2 (15.4) 0 0 0 2 (15.4) 

  Neutropenia 2 (15.4) 0 0 0 2 (15.4) 

  Bone marrow failure 1 (7.7 ) 0 0 1 (7.7 ) 0 

Cardiac disorders      

  -Total 2 (15.4) 2 (15.4) 0 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Sinus bradycardia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Tachycardia 1 (7.7 ) 1 (7.7 ) 0 0 0 

Gastrointestinal disorders      

  -Total 8 (61.5) 4 (30.8) 3 (23.1) 1 (7.7 ) 0 

  Diarrhoea 5 (38.5) 3 (23.1) 1 (7.7 ) 1 (7.7 ) 0 

  Nausea 5 (38.5) 2 (15.4) 3 (23.1) 0 0 

  Constipation 3 (23.1) 2 (15.4) 1 (7.7 ) 0 0 

  Abdominal pain upper 2 (15.4) 0 2 (15.4) 0 0 

  Abdominal pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Stomatitis 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Vomiting 1 (7.7 ) 1 (7.7 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 9 (69.2) 4 (30.8) 3 (23.1) 2 (15.4) 0 

  Pyrexia 5 (38.5) 1 (7.7 ) 3 (23.1) 1 (7.7 ) 0 

  Fatigue 3 (23.1) 3 (23.1) 0 0 0 

  Asthenia 2 (15.4) 2 (15.4) 0 0 0 

  Pain 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Face oedema 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Localised oedema 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Oedema peripheral 1 (7.7 ) 1 (7.7 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Hepatomegaly 1 (7.7 ) 0 1 (7.7 ) 0 0 

Immune system disorders      

  -Total 10 (76.9) 1 (7.7 ) 7 (53.8) 0 2 (15.4) 

  Cytokine release syndrome 9 (69.2) 1 (7.7 ) 6 (46.2) 0 2 (15.4) 

  Hypogammaglobulinaemia 6 (46.2) 0 6 (46.2) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (7.7 ) 0 0 1 (7.7 ) 0 

Infections and infestations      

  -Total 7 (53.8) 0 3 (23.1) 2 (15.4) 2 (15.4) 

  Bronchitis 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Herpes zoster 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Sepsis 2 (15.4) 0 0 0 2 (15.4) 

  Upper respiratory tract infection 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Device related infection 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Nasopharyngitis 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Pneumonia 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Rhinovirus infection 1 (7.7 ) 1 (7.7 ) 0 0 0 

Investigations      

  -Total 9 (69.2) 0 2 (15.4) 1 (7.7 ) 6 (46.2) 

  White blood cell count decreased 7 (53.8) 0 0 1 (7.7 ) 6 (46.2) 

  Neutrophil count decreased 5 (38.5) 0 0 0 5 (38.5) 

  Alanine aminotransferase increased 4 (30.8) 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 

  Aspartate aminotransferase 
increased 

4 (30.8) 1 (7.7 ) 1 (7.7 ) 1 (7.7 ) 1 (7.7 ) 

  Platelet count decreased 4 (30.8) 1 (7.7 ) 0 2 (15.4) 1 (7.7 ) 

  Activated partial thromboplastin time 
prolonged 

2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Blood bilirubin increased 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Antithrombin iii decreased 1 (7.7 ) 0 1 (7.7 ) 0 0 

  C-reactive protein increased 1 (7.7 ) 1 (7.7 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 7 (53.8) 4 (30.8) 2 (15.4) 1 (7.7 ) 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Decreased appetite 5 (38.5) 4 (30.8) 0 1 (7.7 ) 0 

  Hypoalbuminaemia 4 (30.8) 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 

  Hyperglycaemia 3 (23.1) 2 (15.4) 0 1 (7.7 ) 0 

  Hypocalcaemia 3 (23.1) 1 (7.7 ) 2 (15.4) 0 0 

  Hyperkalaemia 2 (15.4) 2 (15.4) 0 0 0 

  Hypomagnesaemia 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Hyperuricaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypokalaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hyponatraemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypophosphataemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 6 (46.2) 1 (7.7 ) 3 (23.1) 2 (15.4) 0 

  Arthralgia 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Bone pain 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Back pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Myalgia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Neck pain 1 (7.7 ) 0 1 (7.7 ) 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Pain in extremity 1 (7.7 ) 0 1 (7.7 ) 0 0 

Nervous system disorders      

  -Total 4 (30.8) 1 (7.7 ) 2 (15.4) 1 (7.7 ) 0 

  Headache 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Somnolence 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

Psychiatric disorders      

  -Total 3 (23.1) 0 3 (23.1) 0 0 

  Anxiety 2 (15.4) 0 2 (15.4) 0 0 

  Insomnia 2 (15.4) 0 2 (15.4) 0 0 

Renal and urinary disorders      

  -Total 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Haematuria 1 (7.7 ) 1 (7.7 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 4 (30.8) 1 (7.7 ) 1 (7.7 ) 2 (15.4) 0 

  Dyspnoea 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Epistaxis 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Hypoxia 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 



  

  

2921 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Cough 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Oropharyngeal pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Rhinorrhoea 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Tachypnoea 1 (7.7 ) 0 1 (7.7 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 6 (46.2) 2 (15.4) 4 (30.8) 0 0 

  Erythema 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Hangnail 2 (15.4) 2 (15.4) 0 0 0 

  Ingrowing nail 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Pruritus 2 (15.4) 2 (15.4) 0 0 0 

  Dry skin 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Petechiae 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Rash 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Urticaria 1 (7.7 ) 0 1 (7.7 ) 0 0 

Vascular disorders      

  -Total 3 (23.1) 2 (15.4) 0 1 (7.7 ) 0 

  Hypotension 2 (15.4) 2 (15.4) 0 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Hypertension 1 (7.7 ) 0 0 1 (7.7 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t157_gd_b2001x.sas@@/main/2 25JUN21:17:03                                        Final 

 



  

  

2923 

Tabl e 158a => Severe adverse events  (AE CTC AE Grade 3/4)  post CTL019 infusi on that occurr ed in at least 5% of the patients  OR (i n at l east 10 pati ents AND i n at l east 1% of the pati ents), r egardl ess  of study drug rel ati onshi p, by pri mar y system organ class, preferr ed term, maxi mum CTC grade and Ag e (Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                 
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 158a 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

24 (70.6) 8 (23.5) 16 (47.1) 

Blood and lymphatic system disorders    

  -Total 11 (32.4) 7 (20.6) 4 (11.8) 

  Neutropenia 6 (17.6) 2 (5.9 ) 4 (11.8) 

  Anaemia 5 (14.7) 5 (14.7) 0 

  Febrile neutropenia 2 (5.9 ) 2 (5.9 ) 0 

Cardiac disorders    

  -Total 1 (2.9 ) 1 (2.9 ) 0 

  Left ventricular dysfunction 1 (2.9 ) 1 (2.9 ) 0 

Gastrointestinal disorders    

  -Total 1 (2.9 ) 1 (2.9 ) 0 

  Diarrhoea 1 (2.9 ) 1 (2.9 ) 0 
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Timing: Within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 1 (2.9 ) 1 (2.9 ) 0 

  Pyrexia 1 (2.9 ) 1 (2.9 ) 0 

Immune system disorders    

  -Total 13 (38.2) 5 (14.7) 8 (23.5) 

  Cytokine release syndrome 12 (35.3) 4 (11.8) 8 (23.5) 

  Hypogammaglobulinaemia 1 (2.9 ) 1 (2.9 ) 0 

Infections and infestations    

  -Total 4 (11.8) 3 (8.8 ) 1 (2.9 ) 

  Pneumonia 1 (2.9 ) 1 (2.9 ) 0 

  Sepsis 1 (2.9 ) 0 1 (2.9 ) 

  Sinusitis 1 (2.9 ) 1 (2.9 ) 0 

  Vascular device infection 1 (2.9 ) 1 (2.9 ) 0 

Investigations    

  -Total 16 (47.1) 6 (17.6) 10 (29.4) 

  White blood cell count decreased 7 (20.6) 3 (8.8 ) 4 (11.8) 

  Neutrophil count decreased 6 (17.6) 1 (2.9 ) 5 (14.7) 

  Blood fibrinogen decreased 3 (8.8 ) 3 (8.8 ) 0 
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Timing: Within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased 3 (8.8 ) 1 (2.9 ) 2 (5.9 ) 

  Blood bilirubin increased 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 

  Lymphocyte count decreased 2 (5.9 ) 2 (5.9 ) 0 

  Alanine aminotransferase increased 1 (2.9 ) 1 (2.9 ) 0 

  Aspartate aminotransferase 
increased 

1 (2.9 ) 1 (2.9 ) 0 

Metabolism and nutrition disorders    

  -Total 9 (26.5) 7 (20.6) 2 (5.9 ) 

  Hypokalaemia 6 (17.6) 6 (17.6) 0 

  Hypocalcaemia 4 (11.8) 2 (5.9 ) 2 (5.9 ) 

  Hypophosphataemia 2 (5.9 ) 2 (5.9 ) 0 

  Dehydration 1 (2.9 ) 1 (2.9 ) 0 

Nervous system disorders    

  -Total 3 (8.8 ) 3 (8.8 ) 0 

  Seizure 2 (5.9 ) 2 (5.9 ) 0 

  Encephalopathy 1 (2.9 ) 1 (2.9 ) 0 

Renal and urinary disorders    

  -Total 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 

  Acute kidney injury 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 
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Timing: Within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 

  Hypoxia 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 

Vascular disorders    

  -Total 1 (2.9 ) 1 (2.9 ) 0 

  Hypotension 1 (2.9 ) 1 (2.9 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158a 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

13 (72.2) 5 (27.8) 8 (44.4) 

Blood and lymphatic system disorders    

  -Total 8 (44.4) 6 (33.3) 2 (11.1) 

  Febrile neutropenia 2 (11.1) 2 (11.1) 0 

  Neutropenia 2 (11.1) 0 2 (11.1) 

  Anaemia 1 (5.6 ) 1 (5.6 ) 0 

  Bone marrow failure 1 (5.6 ) 1 (5.6 ) 0 

  Coagulation factor deficiency 1 (5.6 ) 1 (5.6 ) 0 

  Leukopenia 1 (5.6 ) 1 (5.6 ) 0 

  Pancytopenia 1 (5.6 ) 1 (5.6 ) 0 

  Thrombocytopenia 1 (5.6 ) 1 (5.6 ) 0 

Ear and labyrinth disorders    
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Timing: Within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Vertigo 1 (5.6 ) 1 (5.6 ) 0 

Eye disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Amaurosis 1 (5.6 ) 1 (5.6 ) 0 

Gastrointestinal disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Diarrhoea 1 (5.6 ) 1 (5.6 ) 0 

  Nausea 1 (5.6 ) 1 (5.6 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (11.1) 2 (11.1) 0 

  Face oedema 1 (5.6 ) 1 (5.6 ) 0 

  Localised oedema 1 (5.6 ) 1 (5.6 ) 0 

  Pyrexia 1 (5.6 ) 1 (5.6 ) 0 

Hepatobiliary disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Hepatocellular injury 1 (5.6 ) 1 (5.6 ) 0 

Immune system disorders    
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Timing: Within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 6 (33.3) 3 (16.7) 3 (16.7) 

  Cytokine release syndrome 6 (33.3) 3 (16.7) 3 (16.7) 

  Haemophagocytic 
lymphohistiocytosis 

2 (11.1) 2 (11.1) 0 

Infections and infestations    

  -Total 2 (11.1) 2 (11.1) 0 

  Bacterial infection 1 (5.6 ) 1 (5.6 ) 0 

  Sepsis 1 (5.6 ) 1 (5.6 ) 0 

  Systemic infection 1 (5.6 ) 1 (5.6 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Periorbital haematoma 1 (5.6 ) 1 (5.6 ) 0 

Investigations    

  -Total 4 (22.2) 1 (5.6 ) 3 (16.7) 

  Neutrophil count decreased 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Platelet count decreased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  White blood cell count decreased 2 (11.1) 0 2 (11.1) 

  Immunoglobulins decreased 1 (5.6 ) 1 (5.6 ) 0 
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Timing: Within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphocyte count decreased 1 (5.6 ) 1 (5.6 ) 0 

Metabolism and nutrition disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Decreased appetite 1 (5.6 ) 1 (5.6 ) 0 

  Hyperglycaemia 1 (5.6 ) 1 (5.6 ) 0 

  Hypoalbuminaemia 1 (5.6 ) 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Arthralgia 1 (5.6 ) 1 (5.6 ) 0 

Nervous system disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Headache 1 (5.6 ) 1 (5.6 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Hypoxia 1 (5.6 ) 1 (5.6 ) 0 

Vascular disorders    

  -Total 5 (27.8) 5 (27.8) 0 
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Timing: Within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypertension 3 (16.7) 3 (16.7) 0 

  Hypotension 1 (5.6 ) 1 (5.6 ) 0 

  Jugular vein thrombosis 1 (5.6 ) 1 (5.6 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158a 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

12 (70.6) 7 (41.2) 5 (29.4) 

Blood and lymphatic system disorders    

  -Total 3 (17.6) 2 (11.8) 1 (5.9 ) 

  Thrombocytopenia 2 (11.8) 1 (5.9 ) 1 (5.9 ) 

  Bone marrow failure 1 (5.9 ) 1 (5.9 ) 0 

  Disseminated intravascular 
coagulation 

1 (5.9 ) 1 (5.9 ) 0 

Cardiac disorders    

  -Total 1 (5.9 ) 1 (5.9 ) 0 

  Left ventricular dysfunction 1 (5.9 ) 1 (5.9 ) 0 

General disorders and administration 
site conditions 
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Timing: Within 8 weeks post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (11.8) 2 (11.8) 0 

  Pyrexia 2 (11.8) 2 (11.8) 0 

  Catheter site haemorrhage 1 (5.9 ) 1 (5.9 ) 0 

  Pain 1 (5.9 ) 1 (5.9 ) 0 

Immune system disorders    

  -Total 4 (23.5) 2 (11.8) 2 (11.8) 

  Cytokine release syndrome 4 (23.5) 2 (11.8) 2 (11.8) 

Infections and infestations    

  -Total 4 (23.5) 3 (17.6) 1 (5.9 ) 

  Aspergillus infection 1 (5.9 ) 1 (5.9 ) 0 

  Candida infection 1 (5.9 ) 1 (5.9 ) 0 

  Cellulitis orbital 1 (5.9 ) 1 (5.9 ) 0 

  Central nervous system infection 1 (5.9 ) 0 1 (5.9 ) 

  Cerebral fungal infection 1 (5.9 ) 0 1 (5.9 ) 

  Infection 1 (5.9 ) 1 (5.9 ) 0 

  Vascular device infection 1 (5.9 ) 1 (5.9 ) 0 

Investigations    

  -Total 4 (23.5) 3 (17.6) 1 (5.9 ) 

  Fungal test positive 1 (5.9 ) 1 (5.9 ) 0 
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Timing: Within 8 weeks post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Immunoglobulins decreased 1 (5.9 ) 0 1 (5.9 ) 

  Neutrophil count decreased 1 (5.9 ) 1 (5.9 ) 0 

  Platelet count decreased 1 (5.9 ) 1 (5.9 ) 0 

Metabolism and nutrition disorders    

  -Total 1 (5.9 ) 1 (5.9 ) 0 

  Dehydration 1 (5.9 ) 1 (5.9 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (5.9 ) 1 (5.9 ) 0 

  Joint effusion 1 (5.9 ) 1 (5.9 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (11.8) 1 (5.9 ) 1 (5.9 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.9 ) 0 1 (5.9 ) 

  Neoplasm progression 1 (5.9 ) 1 (5.9 ) 0 

Nervous system disorders    

  -Total 3 (17.6) 2 (11.8) 1 (5.9 ) 

  Somnolence 2 (11.8) 2 (11.8) 0 

  Dyskinesia 1 (5.9 ) 1 (5.9 ) 0 
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Timing: Within 8 weeks post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Encephalopathy 1 (5.9 ) 0 1 (5.9 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (5.9 ) 1 (5.9 ) 0 

  Lung disorder 1 (5.9 ) 1 (5.9 ) 0 

Vascular disorders    

  -Total 1 (5.9 ) 1 (5.9 ) 0 

  Capillary leak syndrome 1 (5.9 ) 1 (5.9 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158a 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

7 (25.0) 3 (10.7) 4 (14.3) 

Blood and lymphatic system disorders    

  -Total 2 (7.1 ) 2 (7.1 ) 0 

  Anaemia 2 (7.1 ) 2 (7.1 ) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (3.6 ) 1 (3.6 ) 0 

  Pyrexia 1 (3.6 ) 1 (3.6 ) 0 

Immune system disorders    

  -Total 1 (3.6 ) 1 (3.6 ) 0 

  Hypogammaglobulinaemia 1 (3.6 ) 1 (3.6 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

  -Total 2 (7.1 ) 2 (7.1 ) 0 

  Aspergillus infection 1 (3.6 ) 1 (3.6 ) 0 

  Bacterial infection 1 (3.6 ) 1 (3.6 ) 0 

  Candida infection 1 (3.6 ) 1 (3.6 ) 0 

  Device related infection 1 (3.6 ) 1 (3.6 ) 0 

  Pneumonia 1 (3.6 ) 1 (3.6 ) 0 

  Sinusitis 1 (3.6 ) 1 (3.6 ) 0 

Investigations    

  -Total 6 (21.4) 2 (7.1 ) 4 (14.3) 

  Neutrophil count decreased 3 (10.7) 1 (3.6 ) 2 (7.1 ) 

  Alanine aminotransferase increased 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 

  Aspartate aminotransferase 
increased 

2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 

  Platelet count decreased 2 (7.1 ) 0 2 (7.1 ) 

  White blood cell count decreased 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 

Metabolism and nutrition disorders    

  -Total 1 (3.6 ) 1 (3.6 ) 0 

  Hyperglycaemia 1 (3.6 ) 1 (3.6 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypokalaemia 1 (3.6 ) 1 (3.6 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (3.6 ) 1 (3.6 ) 0 

  Hypoxia 1 (3.6 ) 1 (3.6 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158a 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

8 (44.4) 6 (33.3) 2 (11.1) 

Blood and lymphatic system disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Anaemia 1 (5.6 ) 1 (5.6 ) 0 

  Thrombocytopenia 1 (5.6 ) 1 (5.6 ) 0 

Infections and infestations    

  -Total 5 (27.8) 4 (22.2) 1 (5.6 ) 

  Atypical pneumonia 1 (5.6 ) 1 (5.6 ) 0 

  Device related infection 1 (5.6 ) 1 (5.6 ) 0 

  Herpes zoster 1 (5.6 ) 1 (5.6 ) 0 

  Pneumonia 1 (5.6 ) 1 (5.6 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sepsis 1 (5.6 ) 0 1 (5.6 ) 

Investigations    

  -Total 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Neutrophil count decreased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  White blood cell count decreased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Immunoglobulins decreased 1 (5.6 ) 1 (5.6 ) 0 

  Lymphocyte count decreased 1 (5.6 ) 1 (5.6 ) 0 

  Platelet count decreased 1 (5.6 ) 1 (5.6 ) 0 

Metabolism and nutrition disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Lactic acidosis 1 (5.6 ) 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Arthralgia 1 (5.6 ) 1 (5.6 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 1 (5.6 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Reproductive system and breast 
disorders 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Ovarian failure 1 (5.6 ) 1 (5.6 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Pulmonary granuloma 1 (5.6 ) 1 (5.6 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158a 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

7 (50.0) 6 (42.9) 1 (7.1 ) 

Blood and lymphatic system disorders    

  -Total 2 (14.3) 2 (14.3) 0 

  B-cell aplasia 1 (7.1 ) 1 (7.1 ) 0 

  Thrombocytopenia 1 (7.1 ) 1 (7.1 ) 0 

Infections and infestations    

  -Total 4 (28.6) 4 (28.6) 0 

  Influenza 1 (7.1 ) 1 (7.1 ) 0 

  Pneumonia haemophilus 1 (7.1 ) 1 (7.1 ) 0 

  Respiratory syncytial virus infection 1 (7.1 ) 1 (7.1 ) 0 

  Septic shock 1 (7.1 ) 1 (7.1 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tonsillitis 1 (7.1 ) 1 (7.1 ) 0 

Investigations    

  -Total 1 (7.1 ) 1 (7.1 ) 0 

  Neutrophil count decreased 1 (7.1 ) 1 (7.1 ) 0 

  White blood cell count decreased 1 (7.1 ) 1 (7.1 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (14.3) 1 (7.1 ) 1 (7.1 ) 

  Acute lymphocytic leukaemia 1 (7.1 ) 1 (7.1 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (7.1 ) 0 1 (7.1 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158a 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Age: <10 years 

 
All patients 

N=9 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (11.1) 1 (11.1) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (11.1) 1 (11.1) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (11.1) 1 (11.1) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158a 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158a 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Age: >=18 years 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158a 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

26 (76.5) 9 (26.5) 17 (50.0) 

Blood and lymphatic system disorders    

  -Total 11 (32.4) 7 (20.6) 4 (11.8) 

  Anaemia 6 (17.6) 6 (17.6) 0 

  Neutropenia 6 (17.6) 2 (5.9 ) 4 (11.8) 

  Febrile neutropenia 2 (5.9 ) 2 (5.9 ) 0 

Cardiac disorders    

  -Total 1 (2.9 ) 1 (2.9 ) 0 

  Left ventricular dysfunction 1 (2.9 ) 1 (2.9 ) 0 

Gastrointestinal disorders    

  -Total 1 (2.9 ) 1 (2.9 ) 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Diarrhoea 1 (2.9 ) 1 (2.9 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (5.9 ) 2 (5.9 ) 0 

  Pyrexia 2 (5.9 ) 2 (5.9 ) 0 

Immune system disorders    

  -Total 14 (41.2) 6 (17.6) 8 (23.5) 

  Cytokine release syndrome 12 (35.3) 4 (11.8) 8 (23.5) 

  Hypogammaglobulinaemia 2 (5.9 ) 2 (5.9 ) 0 

Infections and infestations    

  -Total 5 (14.7) 4 (11.8) 1 (2.9 ) 

  Pneumonia 2 (5.9 ) 2 (5.9 ) 0 

  Sinusitis 2 (5.9 ) 2 (5.9 ) 0 

  Aspergillus infection 1 (2.9 ) 1 (2.9 ) 0 

  Bacterial infection 1 (2.9 ) 1 (2.9 ) 0 

  Candida infection 1 (2.9 ) 1 (2.9 ) 0 

  Device related infection 1 (2.9 ) 1 (2.9 ) 0 

  Sepsis 1 (2.9 ) 0 1 (2.9 ) 

  Vascular device infection 1 (2.9 ) 1 (2.9 ) 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations    

  -Total 17 (50.0) 6 (17.6) 11 (32.4) 

  White blood cell count decreased 8 (23.5) 3 (8.8 ) 5 (14.7) 

  Neutrophil count decreased 6 (17.6) 1 (2.9 ) 5 (14.7) 

  Platelet count decreased 4 (11.8) 0 4 (11.8) 

  Alanine aminotransferase increased 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 

  Aspartate aminotransferase 
increased 

3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 

  Blood fibrinogen decreased 3 (8.8 ) 3 (8.8 ) 0 

  Blood bilirubin increased 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 

  Lymphocyte count decreased 2 (5.9 ) 2 (5.9 ) 0 

Metabolism and nutrition disorders    

  -Total 10 (29.4) 8 (23.5) 2 (5.9 ) 

  Hypokalaemia 7 (20.6) 7 (20.6) 0 

  Hypocalcaemia 4 (11.8) 2 (5.9 ) 2 (5.9 ) 

  Hypophosphataemia 2 (5.9 ) 2 (5.9 ) 0 

  Dehydration 1 (2.9 ) 1 (2.9 ) 0 

  Hyperglycaemia 1 (2.9 ) 1 (2.9 ) 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (2.9 ) 1 (2.9 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (2.9 ) 1 (2.9 ) 0 

Nervous system disorders    

  -Total 3 (8.8 ) 3 (8.8 ) 0 

  Seizure 2 (5.9 ) 2 (5.9 ) 0 

  Encephalopathy 1 (2.9 ) 1 (2.9 ) 0 

Renal and urinary disorders    

  -Total 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 

  Acute kidney injury 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 4 (11.8) 3 (8.8 ) 1 (2.9 ) 

  Hypoxia 4 (11.8) 3 (8.8 ) 1 (2.9 ) 

Vascular disorders    

  -Total 1 (2.9 ) 1 (2.9 ) 0 

  Hypotension 1 (2.9 ) 1 (2.9 ) 0 
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- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158a 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

17 (94.4) 8 (44.4) 9 (50.0) 

Blood and lymphatic system disorders    

  -Total 9 (50.0) 7 (38.9) 2 (11.1) 

  Febrile neutropenia 2 (11.1) 2 (11.1) 0 

  Neutropenia 2 (11.1) 0 2 (11.1) 

  Thrombocytopenia 2 (11.1) 2 (11.1) 0 

  Anaemia 1 (5.6 ) 1 (5.6 ) 0 

  Bone marrow failure 1 (5.6 ) 1 (5.6 ) 0 

  Coagulation factor deficiency 1 (5.6 ) 1 (5.6 ) 0 

  Leukopenia 1 (5.6 ) 1 (5.6 ) 0 

  Pancytopenia 1 (5.6 ) 1 (5.6 ) 0 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Ear and labyrinth disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Vertigo 1 (5.6 ) 1 (5.6 ) 0 

Eye disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Amaurosis 1 (5.6 ) 1 (5.6 ) 0 

Gastrointestinal disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Diarrhoea 1 (5.6 ) 1 (5.6 ) 0 

  Nausea 1 (5.6 ) 1 (5.6 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (11.1) 2 (11.1) 0 

  Face oedema 1 (5.6 ) 1 (5.6 ) 0 

  Localised oedema 1 (5.6 ) 1 (5.6 ) 0 

  Pyrexia 1 (5.6 ) 1 (5.6 ) 0 

Hepatobiliary disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Hepatocellular injury 1 (5.6 ) 1 (5.6 ) 0 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders    

  -Total 6 (33.3) 3 (16.7) 3 (16.7) 

  Cytokine release syndrome 6 (33.3) 3 (16.7) 3 (16.7) 

  Haemophagocytic 
lymphohistiocytosis 

2 (11.1) 2 (11.1) 0 

Infections and infestations    

  -Total 6 (33.3) 5 (27.8) 1 (5.6 ) 

  Sepsis 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Atypical pneumonia 1 (5.6 ) 1 (5.6 ) 0 

  Bacterial infection 1 (5.6 ) 1 (5.6 ) 0 

  Device related infection 1 (5.6 ) 1 (5.6 ) 0 

  Herpes zoster 1 (5.6 ) 1 (5.6 ) 0 

  Pneumonia 1 (5.6 ) 1 (5.6 ) 0 

  Systemic infection 1 (5.6 ) 1 (5.6 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Periorbital haematoma 1 (5.6 ) 1 (5.6 ) 0 

Investigations    
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 5 (27.8) 2 (11.1) 3 (16.7) 

  Neutrophil count decreased 3 (16.7) 0 3 (16.7) 

  Immunoglobulins decreased 2 (11.1) 2 (11.1) 0 

  Lymphocyte count decreased 2 (11.1) 2 (11.1) 0 

  Platelet count decreased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  White blood cell count decreased 2 (11.1) 0 2 (11.1) 

Metabolism and nutrition disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Decreased appetite 1 (5.6 ) 1 (5.6 ) 0 

  Hyperglycaemia 1 (5.6 ) 1 (5.6 ) 0 

  Hypoalbuminaemia 1 (5.6 ) 1 (5.6 ) 0 

  Lactic acidosis 1 (5.6 ) 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (11.1) 2 (11.1) 0 

  Arthralgia 2 (11.1) 2 (11.1) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 1 (5.6 ) 0 

Nervous system disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Headache 1 (5.6 ) 1 (5.6 ) 0 

Reproductive system and breast 
disorders 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Ovarian failure 1 (5.6 ) 1 (5.6 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Hypoxia 1 (5.6 ) 1 (5.6 ) 0 

  Pulmonary granuloma 1 (5.6 ) 1 (5.6 ) 0 

Vascular disorders    

  -Total 5 (27.8) 5 (27.8) 0 

  Hypertension 3 (16.7) 3 (16.7) 0 

  Hypotension 1 (5.6 ) 1 (5.6 ) 0 

  Jugular vein thrombosis 1 (5.6 ) 1 (5.6 ) 0 
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- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158a 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

14 (82.4) 9 (52.9) 5 (29.4) 

Blood and lymphatic system disorders    

  -Total 4 (23.5) 3 (17.6) 1 (5.9 ) 

  Thrombocytopenia 2 (11.8) 1 (5.9 ) 1 (5.9 ) 

  B-cell aplasia 1 (5.9 ) 1 (5.9 ) 0 

  Bone marrow failure 1 (5.9 ) 1 (5.9 ) 0 

  Disseminated intravascular 
coagulation 

1 (5.9 ) 1 (5.9 ) 0 

Cardiac disorders    

  -Total 1 (5.9 ) 1 (5.9 ) 0 

  Left ventricular dysfunction 1 (5.9 ) 1 (5.9 ) 0 
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 2 (11.8) 2 (11.8) 0 

  Pyrexia 2 (11.8) 2 (11.8) 0 

  Catheter site haemorrhage 1 (5.9 ) 1 (5.9 ) 0 

  Pain 1 (5.9 ) 1 (5.9 ) 0 

Immune system disorders    

  -Total 4 (23.5) 2 (11.8) 2 (11.8) 

  Cytokine release syndrome 4 (23.5) 2 (11.8) 2 (11.8) 

Infections and infestations    

  -Total 7 (41.2) 6 (35.3) 1 (5.9 ) 

  Aspergillus infection 1 (5.9 ) 1 (5.9 ) 0 

  Candida infection 1 (5.9 ) 1 (5.9 ) 0 

  Cellulitis orbital 1 (5.9 ) 1 (5.9 ) 0 

  Central nervous system infection 1 (5.9 ) 0 1 (5.9 ) 

  Cerebral fungal infection 1 (5.9 ) 0 1 (5.9 ) 

  Infection 1 (5.9 ) 1 (5.9 ) 0 

  Influenza 1 (5.9 ) 1 (5.9 ) 0 

  Pneumonia haemophilus 1 (5.9 ) 1 (5.9 ) 0 
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory syncytial virus infection 1 (5.9 ) 1 (5.9 ) 0 

  Septic shock 1 (5.9 ) 1 (5.9 ) 0 

  Tonsillitis 1 (5.9 ) 1 (5.9 ) 0 

  Vascular device infection 1 (5.9 ) 1 (5.9 ) 0 

Investigations    

  -Total 4 (23.5) 3 (17.6) 1 (5.9 ) 

  Fungal test positive 1 (5.9 ) 1 (5.9 ) 0 

  Immunoglobulins decreased 1 (5.9 ) 0 1 (5.9 ) 

  Neutrophil count decreased 1 (5.9 ) 1 (5.9 ) 0 

  Platelet count decreased 1 (5.9 ) 1 (5.9 ) 0 

  White blood cell count decreased 1 (5.9 ) 1 (5.9 ) 0 

Metabolism and nutrition disorders    

  -Total 1 (5.9 ) 1 (5.9 ) 0 

  Dehydration 1 (5.9 ) 1 (5.9 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (5.9 ) 1 (5.9 ) 0 

  Joint effusion 1 (5.9 ) 1 (5.9 ) 0 
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 4 (23.5) 2 (11.8) 2 (11.8) 

  Acute lymphocytic leukaemia 
recurrent 

2 (11.8) 0 2 (11.8) 

  Acute lymphocytic leukaemia 1 (5.9 ) 1 (5.9 ) 0 

  Neoplasm progression 1 (5.9 ) 1 (5.9 ) 0 

Nervous system disorders    

  -Total 3 (17.6) 2 (11.8) 1 (5.9 ) 

  Somnolence 2 (11.8) 2 (11.8) 0 

  Dyskinesia 1 (5.9 ) 1 (5.9 ) 0 

  Encephalopathy 1 (5.9 ) 0 1 (5.9 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (5.9 ) 1 (5.9 ) 0 

  Lung disorder 1 (5.9 ) 1 (5.9 ) 0 

Vascular disorders    

  -Total 1 (5.9 ) 1 (5.9 ) 0 

  Capillary leak syndrome 1 (5.9 ) 1 (5.9 ) 0 
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- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158b 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

27 (65.9) 6 (14.6) 21 (51.2) 

Blood and lymphatic system disorders    

  -Total 12 (29.3) 7 (17.1) 5 (12.2) 

  Anaemia 5 (12.2) 5 (12.2) 0 

  Neutropenia 4 (9.8 ) 0 4 (9.8 ) 

  Febrile neutropenia 3 (7.3 ) 3 (7.3 ) 0 

  Thrombocytopenia 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

General disorders and administration 
site conditions 

   

  -Total 2 (4.9 ) 2 (4.9 ) 0 

  Pyrexia 2 (4.9 ) 2 (4.9 ) 0 

Immune system disorders    
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Timing: Within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 15 (36.6) 6 (14.6) 9 (22.0) 

  Cytokine release syndrome 15 (36.6) 6 (14.6) 9 (22.0) 

Infections and infestations    

  -Total 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

  Sepsis 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

Investigations    

  -Total 11 (26.8) 2 (4.9 ) 9 (22.0) 

  Neutrophil count decreased 6 (14.6) 1 (2.4 ) 5 (12.2) 

  White blood cell count decreased 5 (12.2) 1 (2.4 ) 4 (9.8 ) 

  Platelet count decreased 4 (9.8 ) 1 (2.4 ) 3 (7.3 ) 

  Immunoglobulins decreased 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

  Alanine aminotransferase increased 1 (2.4 ) 1 (2.4 ) 0 

  Aspartate aminotransferase 
increased 

1 (2.4 ) 1 (2.4 ) 0 

  Lymphocyte count decreased 1 (2.4 ) 1 (2.4 ) 0 

Metabolism and nutrition disorders    

  -Total 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 

  Hypokalaemia 4 (9.8 ) 4 (9.8 ) 0 

  Hypocalcaemia 1 (2.4 ) 0 1 (2.4 ) 
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Timing: Within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (2.4 ) 0 1 (2.4 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (2.4 ) 0 1 (2.4 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 

  Hypoxia 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 

Vascular disorders    

  -Total 3 (7.3 ) 3 (7.3 ) 0 

  Hypertension 3 (7.3 ) 3 (7.3 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158b 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

19 (67.9) 12 (42.9) 7 (25.0) 

Blood and lymphatic system disorders    

  -Total 6 (21.4) 4 (14.3) 2 (7.1 ) 

  Neutropenia 4 (14.3) 2 (7.1 ) 2 (7.1 ) 

  Anaemia 1 (3.6 ) 1 (3.6 ) 0 

  Febrile neutropenia 1 (3.6 ) 1 (3.6 ) 0 

  Thrombocytopenia 1 (3.6 ) 1 (3.6 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (7.1 ) 2 (7.1 ) 0 

  Pyrexia 2 (7.1 ) 2 (7.1 ) 0 

Immune system disorders    
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Timing: Within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 8 (28.6) 4 (14.3) 4 (14.3) 

  Cytokine release syndrome 7 (25.0) 3 (10.7) 4 (14.3) 

  Hypogammaglobulinaemia 1 (3.6 ) 1 (3.6 ) 0 

Infections and infestations    

  -Total 2 (7.1 ) 2 (7.1 ) 0 

  Pneumonia 1 (3.6 ) 1 (3.6 ) 0 

  Sinusitis 1 (3.6 ) 1 (3.6 ) 0 

Investigations    

  -Total 9 (32.1) 5 (17.9) 4 (14.3) 

  Neutrophil count decreased 4 (14.3) 2 (7.1 ) 2 (7.1 ) 

  White blood cell count decreased 4 (14.3) 2 (7.1 ) 2 (7.1 ) 

  Lymphocyte count decreased 2 (7.1 ) 2 (7.1 ) 0 

  Platelet count decreased 2 (7.1 ) 2 (7.1 ) 0 

Metabolism and nutrition disorders    

  -Total 6 (21.4) 5 (17.9) 1 (3.6 ) 

  Hypocalcaemia 3 (10.7) 2 (7.1 ) 1 (3.6 ) 

  Dehydration 2 (7.1 ) 2 (7.1 ) 0 

  Hypokalaemia 2 (7.1 ) 2 (7.1 ) 0 

Nervous system disorders    
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Timing: Within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (7.1 ) 2 (7.1 ) 0 

  Somnolence 2 (7.1 ) 2 (7.1 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (3.6 ) 1 (3.6 ) 0 

  Hypoxia 1 (3.6 ) 1 (3.6 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158b 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

11 (28.9) 6 (15.8) 5 (13.2) 

Blood and lymphatic system disorders    

  -Total 4 (10.5) 4 (10.5) 0 

  Anaemia 2 (5.3 ) 2 (5.3 ) 0 

  Thrombocytopenia 2 (5.3 ) 2 (5.3 ) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (2.6 ) 1 (2.6 ) 0 

  Pyrexia 1 (2.6 ) 1 (2.6 ) 0 

Infections and infestations    

  -Total 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia 1 (2.6 ) 1 (2.6 ) 0 

  Sepsis 1 (2.6 ) 0 1 (2.6 ) 

Investigations    

  -Total 6 (15.8) 3 (7.9 ) 3 (7.9 ) 

  Neutrophil count decreased 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 

  White blood cell count decreased 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 

  Alanine aminotransferase increased 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 

  Aspartate aminotransferase 
increased 

2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 

  Platelet count decreased 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 

  Immunoglobulins decreased 1 (2.6 ) 1 (2.6 ) 0 

  Lymphocyte count decreased 1 (2.6 ) 1 (2.6 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158b 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

4 (18.2) 2 (9.1 ) 2 (9.1 ) 

Blood and lymphatic system disorders    

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Anaemia 1 (4.5 ) 1 (4.5 ) 0 

Immune system disorders    

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Hypogammaglobulinaemia 1 (4.5 ) 1 (4.5 ) 0 

Infections and infestations    

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Pneumonia 1 (4.5 ) 1 (4.5 ) 0 

  Sinusitis 1 (4.5 ) 1 (4.5 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations    

  -Total 4 (18.2) 2 (9.1 ) 2 (9.1 ) 

  Neutrophil count decreased 3 (13.6) 2 (9.1 ) 1 (4.5 ) 

  White blood cell count decreased 2 (9.1 ) 2 (9.1 ) 0 

  Platelet count decreased 1 (4.5 ) 0 1 (4.5 ) 

Metabolism and nutrition disorders    

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Hypokalaemia 1 (4.5 ) 1 (4.5 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Hypoxia 1 (4.5 ) 1 (4.5 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158b 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Gender: Male 

 
All patients 

N=10 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158b 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Gender: Female 

 
All patients 

N=10 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (10.0) 1 (10.0) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (10.0) 1 (10.0) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (10.0) 1 (10.0) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158b 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

31 (75.6) 8 (19.5) 23 (56.1) 

Blood and lymphatic system disorders    

  -Total 13 (31.7) 8 (19.5) 5 (12.2) 

  Anaemia 5 (12.2) 5 (12.2) 0 

  Neutropenia 4 (9.8 ) 0 4 (9.8 ) 

  Febrile neutropenia 3 (7.3 ) 3 (7.3 ) 0 

  Thrombocytopenia 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 

General disorders and administration 
site conditions 

   

  -Total 3 (7.3 ) 3 (7.3 ) 0 

  Pyrexia 3 (7.3 ) 3 (7.3 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders    

  -Total 15 (36.6) 6 (14.6) 9 (22.0) 

  Cytokine release syndrome 15 (36.6) 6 (14.6) 9 (22.0) 

Infections and infestations    

  -Total 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 

  Sepsis 3 (7.3 ) 1 (2.4 ) 2 (4.9 ) 

  Pneumonia 1 (2.4 ) 1 (2.4 ) 0 

Investigations    

  -Total 13 (31.7) 3 (7.3 ) 10 (24.4) 

  Neutrophil count decreased 6 (14.6) 0 6 (14.6) 

  White blood cell count decreased 6 (14.6) 1 (2.4 ) 5 (12.2) 

  Platelet count decreased 5 (12.2) 1 (2.4 ) 4 (9.8 ) 

  Alanine aminotransferase increased 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 

  Aspartate aminotransferase 
increased 

3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 

  Immunoglobulins decreased 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 

  Lymphocyte count decreased 2 (4.9 ) 2 (4.9 ) 0 

Metabolism and nutrition disorders    

  -Total 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypokalaemia 4 (9.8 ) 4 (9.8 ) 0 

  Hypocalcaemia 1 (2.4 ) 0 1 (2.4 ) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (7.3 ) 1 (2.4 ) 2 (4.9 ) 

  Acute lymphocytic leukaemia 
recurrent 

3 (7.3 ) 1 (2.4 ) 2 (4.9 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 

  Hypoxia 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 

Vascular disorders    

  -Total 3 (7.3 ) 3 (7.3 ) 0 

  Hypertension 3 (7.3 ) 3 (7.3 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158b 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

20 (71.4) 13 (46.4) 7 (25.0) 

Blood and lymphatic system disorders    

  -Total 6 (21.4) 4 (14.3) 2 (7.1 ) 

  Neutropenia 4 (14.3) 2 (7.1 ) 2 (7.1 ) 

  Anaemia 2 (7.1 ) 2 (7.1 ) 0 

  Febrile neutropenia 1 (3.6 ) 1 (3.6 ) 0 

  Thrombocytopenia 1 (3.6 ) 1 (3.6 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (7.1 ) 2 (7.1 ) 0 

  Pyrexia 2 (7.1 ) 2 (7.1 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders    

  -Total 9 (32.1) 5 (17.9) 4 (14.3) 

  Cytokine release syndrome 7 (25.0) 3 (10.7) 4 (14.3) 

  Hypogammaglobulinaemia 2 (7.1 ) 2 (7.1 ) 0 

Infections and infestations    

  -Total 3 (10.7) 3 (10.7) 0 

  Pneumonia 2 (7.1 ) 2 (7.1 ) 0 

  Sinusitis 2 (7.1 ) 2 (7.1 ) 0 

Investigations    

  -Total 9 (32.1) 5 (17.9) 4 (14.3) 

  White blood cell count decreased 5 (17.9) 3 (10.7) 2 (7.1 ) 

  Neutrophil count decreased 4 (14.3) 2 (7.1 ) 2 (7.1 ) 

  Lymphocyte count decreased 2 (7.1 ) 2 (7.1 ) 0 

  Platelet count decreased 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 

Metabolism and nutrition disorders    

  -Total 7 (25.0) 6 (21.4) 1 (3.6 ) 

  Hypocalcaemia 3 (10.7) 2 (7.1 ) 1 (3.6 ) 

  Hypokalaemia 3 (10.7) 3 (10.7) 0 

  Dehydration 2 (7.1 ) 2 (7.1 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (3.6 ) 1 (3.6 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.6 ) 1 (3.6 ) 0 

Nervous system disorders    

  -Total 2 (7.1 ) 2 (7.1 ) 0 

  Somnolence 2 (7.1 ) 2 (7.1 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (7.1 ) 2 (7.1 ) 0 

  Hypoxia 2 (7.1 ) 2 (7.1 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158c 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 1 (100) 0 

Immune system disorders    

  -Total 1 (100) 1 (100) 0 

  Cytokine release syndrome 1 (100) 1 (100) 0 

Vascular disorders    

  -Total 1 (100) 1 (100) 0 

  Hypertension 1 (100) 1 (100) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158c 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

43 (63.2) 16 (23.5) 27 (39.7) 

Blood and lymphatic system disorders    

  -Total 18 (26.5) 11 (16.2) 7 (10.3) 

  Neutropenia 8 (11.8) 2 (2.9 ) 6 (8.8 ) 

  Anaemia 6 (8.8 ) 6 (8.8 ) 0 

  Febrile neutropenia 4 (5.9 ) 4 (5.9 ) 0 

  Thrombocytopenia 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 

General disorders and administration 
site conditions 

   

  -Total 4 (5.9 ) 4 (5.9 ) 0 

  Pyrexia 4 (5.9 ) 4 (5.9 ) 0 

Immune system disorders    
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Timing: Within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 21 (30.9) 8 (11.8) 13 (19.1) 

  Cytokine release syndrome 21 (30.9) 8 (11.8) 13 (19.1) 

Investigations    

  -Total 17 (25.0) 5 (7.4 ) 12 (17.6) 

  Neutrophil count decreased 10 (14.7) 3 (4.4 ) 7 (10.3) 

  White blood cell count decreased 9 (13.2) 3 (4.4 ) 6 (8.8 ) 

  Platelet count decreased 6 (8.8 ) 3 (4.4 ) 3 (4.4 ) 

  Lymphocyte count decreased 3 (4.4 ) 3 (4.4 ) 0 

Metabolism and nutrition disorders    

  -Total 8 (11.8) 6 (8.8 ) 2 (2.9 ) 

  Hypokalaemia 6 (8.8 ) 6 (8.8 ) 0 

  Hypocalcaemia 4 (5.9 ) 2 (2.9 ) 2 (2.9 ) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (1.5 ) 0 1 (1.5 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (1.5 ) 0 1 (1.5 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 4 (5.9 ) 3 (4.4 ) 1 (1.5 ) 
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Timing: Within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoxia 4 (5.9 ) 3 (4.4 ) 1 (1.5 ) 

Vascular disorders    

  -Total 2 (2.9 ) 2 (2.9 ) 0 

  Hypertension 2 (2.9 ) 2 (2.9 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158c 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158c 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

12 (20.3) 7 (11.9) 5 (8.5 ) 

Blood and lymphatic system disorders    

  -Total 5 (8.5 ) 5 (8.5 ) 0 

  Anaemia 3 (5.1 ) 3 (5.1 ) 0 

  Thrombocytopenia 2 (3.4 ) 2 (3.4 ) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (1.7 ) 1 (1.7 ) 0 

  Pyrexia 1 (1.7 ) 1 (1.7 ) 0 

Investigations    

  -Total 7 (11.9) 3 (5.1 ) 4 (6.8 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 6 (10.2) 3 (5.1 ) 3 (5.1 ) 

  White blood cell count decreased 5 (8.5 ) 3 (5.1 ) 2 (3.4 ) 

  Platelet count decreased 3 (5.1 ) 1 (1.7 ) 2 (3.4 ) 

  Lymphocyte count decreased 1 (1.7 ) 1 (1.7 ) 0 

Metabolism and nutrition disorders    

  -Total 1 (1.7 ) 1 (1.7 ) 0 

  Hypokalaemia 1 (1.7 ) 1 (1.7 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (1.7 ) 1 (1.7 ) 0 

  Hypoxia 1 (1.7 ) 1 (1.7 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158c 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158c 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (5.0 ) 1 (5.0 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (5.0 ) 1 (5.0 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.0 ) 1 (5.0 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158c 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 1 (100) 0 

Immune system disorders    

  -Total 1 (100) 1 (100) 0 

  Cytokine release syndrome 1 (100) 1 (100) 0 

Vascular disorders    

  -Total 1 (100) 1 (100) 0 

  Hypertension 1 (100) 1 (100) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 



  

  

3003 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t158_gd_b2001x.sas@@/main/4 25JUN21:17:04                                        Final 

 
  



  

  

3004 
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Table 158c 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

46 (67.6) 19 (27.9) 27 (39.7) 

Blood and lymphatic system disorders    

  -Total 19 (27.9) 12 (17.6) 7 (10.3) 

  Neutropenia 8 (11.8) 2 (2.9 ) 6 (8.8 ) 

  Anaemia 7 (10.3) 7 (10.3) 0 

  Febrile neutropenia 4 (5.9 ) 4 (5.9 ) 0 

  Thrombocytopenia 4 (5.9 ) 3 (4.4 ) 1 (1.5 ) 

General disorders and administration 
site conditions 

   

  -Total 5 (7.4 ) 5 (7.4 ) 0 

  Pyrexia 5 (7.4 ) 5 (7.4 ) 0 



  

  

3005 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders    

  -Total 21 (30.9) 8 (11.8) 13 (19.1) 

  Cytokine release syndrome 21 (30.9) 8 (11.8) 13 (19.1) 

Investigations    

  -Total 17 (25.0) 5 (7.4 ) 12 (17.6) 

  White blood cell count decreased 11 (16.2) 4 (5.9 ) 7 (10.3) 

  Neutrophil count decreased 10 (14.7) 2 (2.9 ) 8 (11.8) 

  Platelet count decreased 7 (10.3) 2 (2.9 ) 5 (7.4 ) 

  Lymphocyte count decreased 4 (5.9 ) 4 (5.9 ) 0 

Metabolism and nutrition disorders    

  -Total 9 (13.2) 7 (10.3) 2 (2.9 ) 

  Hypokalaemia 7 (10.3) 7 (10.3) 0 

  Hypocalcaemia 4 (5.9 ) 2 (2.9 ) 2 (2.9 ) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 4 (5.9 ) 2 (2.9 ) 2 (2.9 ) 

  Acute lymphocytic leukaemia 
recurrent 

4 (5.9 ) 2 (2.9 ) 2 (2.9 ) 

Respiratory, thoracic and mediastinal 
disorders 

   



  

  

3006 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 5 (7.4 ) 4 (5.9 ) 1 (1.5 ) 

  Hypoxia 5 (7.4 ) 4 (5.9 ) 1 (1.5 ) 

Vascular disorders    

  -Total 2 (2.9 ) 2 (2.9 ) 0 

  Hypertension 2 (2.9 ) 2 (2.9 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158d 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

28 (58.3) 10 (20.8) 18 (37.5) 

Blood and lymphatic system disorders    

  -Total 9 (18.8) 5 (10.4) 4 (8.3 ) 

  Neutropenia 4 (8.3 ) 1 (2.1 ) 3 (6.3 ) 

  Febrile neutropenia 2 (4.2 ) 2 (4.2 ) 0 

  Thrombocytopenia 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

  Anaemia 1 (2.1 ) 1 (2.1 ) 0 

Cardiac disorders    

  -Total 1 (2.1 ) 1 (2.1 ) 0 

  Left ventricular dysfunction 1 (2.1 ) 1 (2.1 ) 0 

Gastrointestinal disorders    

  -Total 1 (2.1 ) 1 (2.1 ) 0 



  

  

3008 

Timing: Within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Diarrhoea 1 (2.1 ) 1 (2.1 ) 0 

General disorders and administration 
site conditions 

   

  -Total 3 (6.3 ) 3 (6.3 ) 0 

  Pyrexia 3 (6.3 ) 3 (6.3 ) 0 

Immune system disorders    

  -Total 16 (33.3) 6 (12.5) 10 (20.8) 

  Cytokine release syndrome 16 (33.3) 6 (12.5) 10 (20.8) 

Infections and infestations    

  -Total 3 (6.3 ) 3 (6.3 ) 0 

  Aspergillus infection 1 (2.1 ) 1 (2.1 ) 0 

  Candida infection 1 (2.1 ) 1 (2.1 ) 0 

  Pneumonia 1 (2.1 ) 1 (2.1 ) 0 

  Sinusitis 1 (2.1 ) 1 (2.1 ) 0 

  Vascular device infection 1 (2.1 ) 1 (2.1 ) 0 

Investigations    

  -Total 11 (22.9) 5 (10.4) 6 (12.5) 

  Neutrophil count decreased 4 (8.3 ) 1 (2.1 ) 3 (6.3 ) 

  White blood cell count decreased 4 (8.3 ) 2 (4.2 ) 2 (4.2 ) 



  

  

3009 

Timing: Within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Immunoglobulins decreased 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

  Platelet count decreased 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

  Alanine aminotransferase increased 1 (2.1 ) 1 (2.1 ) 0 

  Blood bilirubin increased 1 (2.1 ) 1 (2.1 ) 0 

Metabolism and nutrition disorders    

  -Total 3 (6.3 ) 3 (6.3 ) 0 

  Hypocalcaemia 2 (4.2 ) 2 (4.2 ) 0 

  Hyperglycaemia 1 (2.1 ) 1 (2.1 ) 0 

Nervous system disorders    

  -Total 1 (2.1 ) 0 1 (2.1 ) 

  Encephalopathy 1 (2.1 ) 0 1 (2.1 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (2.1 ) 1 (2.1 ) 0 

  Hypoxia 1 (2.1 ) 1 (2.1 ) 0 

Vascular disorders    

  -Total 4 (8.3 ) 4 (8.3 ) 0 

  Hypertension 3 (6.3 ) 3 (6.3 ) 0 

  Hypotension 1 (2.1 ) 1 (2.1 ) 0 



  

  

3010 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158d 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

16 (88.9) 8 (44.4) 8 (44.4) 

Blood and lymphatic system disorders    

  -Total 8 (44.4) 6 (33.3) 2 (11.1) 

  Anaemia 5 (27.8) 5 (27.8) 0 

  Neutropenia 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Febrile neutropenia 1 (5.6 ) 1 (5.6 ) 0 

  Thrombocytopenia 1 (5.6 ) 1 (5.6 ) 0 

Cardiac disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Left ventricular dysfunction 1 (5.6 ) 1 (5.6 ) 0 

Gastrointestinal disorders    

  -Total 3 (16.7) 3 (16.7) 0 



  

  

3013 

Timing: Within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Diarrhoea 1 (5.6 ) 1 (5.6 ) 0 

  Gastrointestinal haemorrhage 1 (5.6 ) 1 (5.6 ) 0 

  Rectal ulcer 1 (5.6 ) 1 (5.6 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (11.1) 2 (11.1) 0 

  Mucosal inflammation 1 (5.6 ) 1 (5.6 ) 0 

  Pyrexia 1 (5.6 ) 1 (5.6 ) 0 

Hepatobiliary disorders    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Hepatosplenomegaly 1 (5.6 ) 0 1 (5.6 ) 

Immune system disorders    

  -Total 5 (27.8) 4 (22.2) 1 (5.6 ) 

  Cytokine release syndrome 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Hypogammaglobulinaemia 1 (5.6 ) 1 (5.6 ) 0 

Infections and infestations    

  -Total 5 (27.8) 4 (22.2) 1 (5.6 ) 

  Sepsis 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Bacterial infection 1 (5.6 ) 1 (5.6 ) 0 



  

  

3014 

Timing: Within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Infection 1 (5.6 ) 1 (5.6 ) 0 

  Meningitis aseptic 1 (5.6 ) 1 (5.6 ) 0 

  Vascular device infection 1 (5.6 ) 1 (5.6 ) 0 

Investigations    

  -Total 10 (55.6) 3 (16.7) 7 (38.9) 

  Neutrophil count decreased 5 (27.8) 2 (11.1) 3 (16.7) 

  White blood cell count decreased 5 (27.8) 1 (5.6 ) 4 (22.2) 

  Platelet count decreased 4 (22.2) 2 (11.1) 2 (11.1) 

  Lymphocyte count decreased 3 (16.7) 3 (16.7) 0 

  Aspartate aminotransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 

  Blood bilirubin increased 1 (5.6 ) 0 1 (5.6 ) 

  Blood fibrinogen decreased 1 (5.6 ) 1 (5.6 ) 0 

  Fungal test positive 1 (5.6 ) 1 (5.6 ) 0 

Metabolism and nutrition disorders    

  -Total 4 (22.2) 4 (22.2) 0 

  Hypokalaemia 4 (22.2) 4 (22.2) 0 

  Hypophosphataemia 1 (5.6 ) 1 (5.6 ) 0 



  

  

3015 

Timing: Within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (11.1) 2 (11.1) 0 

  Arthralgia 1 (5.6 ) 1 (5.6 ) 0 

  Muscular weakness 1 (5.6 ) 1 (5.6 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 0 1 (5.6 ) 

  Leukaemia 1 (5.6 ) 0 1 (5.6 ) 

  Neoplasm progression 1 (5.6 ) 1 (5.6 ) 0 

Nervous system disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Depressed level of consciousness 1 (5.6 ) 1 (5.6 ) 0 

  Dyskinesia 1 (5.6 ) 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 1 (5.6 ) 0 

Psychiatric disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Agitation 1 (5.6 ) 1 (5.6 ) 0 



  

  

3016 

Timing: Within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Confusional state 1 (5.6 ) 1 (5.6 ) 0 

Renal and urinary disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Acute kidney injury 1 (5.6 ) 1 (5.6 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (11.1) 2 (11.1) 0 

  Apnoea 1 (5.6 ) 1 (5.6 ) 0 

  Hypoxia 1 (5.6 ) 1 (5.6 ) 0 

Vascular disorders    

  -Total 3 (16.7) 3 (16.7) 0 

  Capillary leak syndrome 1 (5.6 ) 1 (5.6 ) 0 

  Hypotension 1 (5.6 ) 1 (5.6 ) 0 

  Jugular vein thrombosis 1 (5.6 ) 1 (5.6 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158d 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100) 0 3 (100) 

Blood and lymphatic system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Febrile neutropenia 1 (33.3) 1 (33.3) 0 

  Neutropenia 1 (33.3) 0 1 (33.3) 

Immune system disorders    

  -Total 2 (66.7) 0 2 (66.7) 

  Cytokine release syndrome 2 (66.7) 0 2 (66.7) 

Investigations    

  -Total 3 (100) 1 (33.3) 2 (66.7) 

  Blood fibrinogen decreased 2 (66.7) 2 (66.7) 0 



  

  

3019 

Timing: Within 8 weeks post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood creatine phosphokinase 
increased 

1 (33.3) 0 1 (33.3) 

  Neutrophil count decreased 1 (33.3) 0 1 (33.3) 

Metabolism and nutrition disorders    

  -Total 2 (66.7) 0 2 (66.7) 

  Hypocalcaemia 2 (66.7) 0 2 (66.7) 

  Hypokalaemia 2 (66.7) 2 (66.7) 0 

  Hyponatraemia 1 (33.3) 1 (33.3) 0 

  Hypophosphataemia 1 (33.3) 1 (33.3) 0 

  Tumour lysis syndrome 1 (33.3) 0 1 (33.3) 

Renal and urinary disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Acute kidney injury 1 (33.3) 0 1 (33.3) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 

  Hypoxia 2 (66.7) 1 (33.3) 1 (33.3) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (33.3) 1 (33.3) 0 



  

  

3020 

Timing: Within 8 weeks post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash 1 (33.3) 1 (33.3) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158d 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

8 (18.6) 6 (14.0) 2 (4.7 ) 

Blood and lymphatic system disorders    

  -Total 1 (2.3 ) 1 (2.3 ) 0 

  Thrombocytopenia 1 (2.3 ) 1 (2.3 ) 0 

Infections and infestations    

  -Total 2 (4.7 ) 2 (4.7 ) 0 

  Device related infection 1 (2.3 ) 1 (2.3 ) 0 

  Pneumonia 1 (2.3 ) 1 (2.3 ) 0 

Investigations    

  -Total 4 (9.3 ) 3 (7.0 ) 1 (2.3 ) 

  Alanine aminotransferase increased 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 



  

  

3022 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspartate aminotransferase 
increased 

2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 

  Immunoglobulins decreased 1 (2.3 ) 1 (2.3 ) 0 

  Neutrophil count decreased 1 (2.3 ) 1 (2.3 ) 0 

  White blood cell count decreased 1 (2.3 ) 1 (2.3 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158d 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

10 (66.7) 5 (33.3) 5 (33.3) 

Blood and lymphatic system disorders    

  -Total 4 (26.7) 4 (26.7) 0 

  Anaemia 3 (20.0) 3 (20.0) 0 

  Thrombocytopenia 1 (6.7 ) 1 (6.7 ) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (6.7 ) 1 (6.7 ) 0 

  Pyrexia 1 (6.7 ) 1 (6.7 ) 0 

Immune system disorders    

  -Total 1 (6.7 ) 1 (6.7 ) 0 



  

  

3024 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypogammaglobulinaemia 1 (6.7 ) 1 (6.7 ) 0 

Infections and infestations    

  -Total 6 (40.0) 5 (33.3) 1 (6.7 ) 

  Alternaria infection 1 (6.7 ) 1 (6.7 ) 0 

  Aspergillus infection 1 (6.7 ) 1 (6.7 ) 0 

  Atypical pneumonia 1 (6.7 ) 1 (6.7 ) 0 

  Bacterial infection 1 (6.7 ) 1 (6.7 ) 0 

  Candida infection 1 (6.7 ) 1 (6.7 ) 0 

  Device related infection 1 (6.7 ) 1 (6.7 ) 0 

  Enterococcal infection 1 (6.7 ) 1 (6.7 ) 0 

  Meningitis aseptic 1 (6.7 ) 1 (6.7 ) 0 

  Periorbital cellulitis 1 (6.7 ) 1 (6.7 ) 0 

  Pneumonia 1 (6.7 ) 1 (6.7 ) 0 

  Sepsis 1 (6.7 ) 0 1 (6.7 ) 

  Sinusitis 1 (6.7 ) 1 (6.7 ) 0 

Investigations    

  -Total 5 (33.3) 2 (13.3) 3 (20.0) 

  Neutrophil count decreased 4 (26.7) 2 (13.3) 2 (13.3) 

  White blood cell count decreased 4 (26.7) 2 (13.3) 2 (13.3) 



  

  

3025 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased 3 (20.0) 1 (6.7 ) 2 (13.3) 

  Lymphocyte count decreased 1 (6.7 ) 1 (6.7 ) 0 

Metabolism and nutrition disorders    

  -Total 2 (13.3) 2 (13.3) 0 

  Hyperglycaemia 1 (6.7 ) 1 (6.7 ) 0 

  Hypokalaemia 1 (6.7 ) 1 (6.7 ) 0 

  Lactic acidosis 1 (6.7 ) 1 (6.7 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (6.7 ) 1 (6.7 ) 0 

  Arthralgia 1 (6.7 ) 1 (6.7 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (6.7 ) 0 1 (6.7 ) 

  B precursor type acute leukaemia 1 (6.7 ) 0 1 (6.7 ) 

Renal and urinary disorders    

  -Total 1 (6.7 ) 1 (6.7 ) 0 

  Haematuria 1 (6.7 ) 1 (6.7 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   



  

  

3026 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (6.7 ) 1 (6.7 ) 0 

  Hypoxia 1 (6.7 ) 1 (6.7 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t158_gd_b2001x.sas@@/main/4 25JUN21:17:04                                        Final 

 
  



  

  

3027 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 158d 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (50.0) 0 1 (50.0) 

Investigations    

  -Total 1 (50.0) 0 1 (50.0) 

  Neutrophil count decreased 1 (50.0) 0 1 (50.0) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158d 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Region: Europe 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (5.6 ) 1 (5.6 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 1 (5.6 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158d 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Region: US 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158d 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158d 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

33 (68.8) 14 (29.2) 19 (39.6) 

Blood and lymphatic system disorders    

  -Total 9 (18.8) 5 (10.4) 4 (8.3 ) 

  Neutropenia 4 (8.3 ) 1 (2.1 ) 3 (6.3 ) 

  Febrile neutropenia 2 (4.2 ) 2 (4.2 ) 0 

  Thrombocytopenia 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

  Anaemia 1 (2.1 ) 1 (2.1 ) 0 

Cardiac disorders    

  -Total 1 (2.1 ) 1 (2.1 ) 0 

  Left ventricular dysfunction 1 (2.1 ) 1 (2.1 ) 0 

Gastrointestinal disorders    
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (2.1 ) 1 (2.1 ) 0 

  Diarrhoea 1 (2.1 ) 1 (2.1 ) 0 

General disorders and administration 
site conditions 

   

  -Total 3 (6.3 ) 3 (6.3 ) 0 

  Pyrexia 3 (6.3 ) 3 (6.3 ) 0 

Immune system disorders    

  -Total 16 (33.3) 6 (12.5) 10 (20.8) 

  Cytokine release syndrome 16 (33.3) 6 (12.5) 10 (20.8) 

Infections and infestations    

  -Total 5 (10.4) 5 (10.4) 0 

  Pneumonia 2 (4.2 ) 2 (4.2 ) 0 

  Aspergillus infection 1 (2.1 ) 1 (2.1 ) 0 

  Candida infection 1 (2.1 ) 1 (2.1 ) 0 

  Device related infection 1 (2.1 ) 1 (2.1 ) 0 

  Sinusitis 1 (2.1 ) 1 (2.1 ) 0 

  Vascular device infection 1 (2.1 ) 1 (2.1 ) 0 

Investigations    

  -Total 13 (27.1) 6 (12.5) 7 (14.6) 
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 5 (10.4) 3 (6.3 ) 2 (4.2 ) 

  Neutrophil count decreased 4 (8.3 ) 1 (2.1 ) 3 (6.3 ) 

  Alanine aminotransferase increased 3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 

  Immunoglobulins decreased 3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 

  Aspartate aminotransferase 
increased 

2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

  Platelet count decreased 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

  Blood bilirubin increased 1 (2.1 ) 1 (2.1 ) 0 

Metabolism and nutrition disorders    

  -Total 3 (6.3 ) 3 (6.3 ) 0 

  Hypocalcaemia 2 (4.2 ) 2 (4.2 ) 0 

  Hyperglycaemia 1 (2.1 ) 1 (2.1 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 

  Acute lymphocytic leukaemia 
recurrent 

3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 

Nervous system disorders    

  -Total 1 (2.1 ) 0 1 (2.1 ) 

  Encephalopathy 1 (2.1 ) 0 1 (2.1 ) 



  

  

3036 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (2.1 ) 1 (2.1 ) 0 

  Hypoxia 1 (2.1 ) 1 (2.1 ) 0 

Vascular disorders    

  -Total 4 (8.3 ) 4 (8.3 ) 0 

  Hypertension 3 (6.3 ) 3 (6.3 ) 0 

  Hypotension 1 (2.1 ) 1 (2.1 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158d 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

17 (94.4) 7 (38.9) 10 (55.6) 

Blood and lymphatic system disorders    

  -Total 9 (50.0) 7 (38.9) 2 (11.1) 

  Anaemia 6 (33.3) 6 (33.3) 0 

  Neutropenia 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Thrombocytopenia 2 (11.1) 2 (11.1) 0 

  Febrile neutropenia 1 (5.6 ) 1 (5.6 ) 0 

Cardiac disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Left ventricular dysfunction 1 (5.6 ) 1 (5.6 ) 0 

Gastrointestinal disorders    
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (16.7) 3 (16.7) 0 

  Diarrhoea 1 (5.6 ) 1 (5.6 ) 0 

  Gastrointestinal haemorrhage 1 (5.6 ) 1 (5.6 ) 0 

  Rectal ulcer 1 (5.6 ) 1 (5.6 ) 0 

General disorders and administration 
site conditions 

   

  -Total 3 (16.7) 3 (16.7) 0 

  Pyrexia 2 (11.1) 2 (11.1) 0 

  Mucosal inflammation 1 (5.6 ) 1 (5.6 ) 0 

Hepatobiliary disorders    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Hepatosplenomegaly 1 (5.6 ) 0 1 (5.6 ) 

Immune system disorders    

  -Total 6 (33.3) 5 (27.8) 1 (5.6 ) 

  Cytokine release syndrome 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Hypogammaglobulinaemia 2 (11.1) 2 (11.1) 0 

Infections and infestations    

  -Total 8 (44.4) 6 (33.3) 2 (11.1) 

  Sepsis 3 (16.7) 1 (5.6 ) 2 (11.1) 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacterial infection 2 (11.1) 2 (11.1) 0 

  Alternaria infection 1 (5.6 ) 1 (5.6 ) 0 

  Aspergillus infection 1 (5.6 ) 1 (5.6 ) 0 

  Atypical pneumonia 1 (5.6 ) 1 (5.6 ) 0 

  Candida infection 1 (5.6 ) 1 (5.6 ) 0 

  Device related infection 1 (5.6 ) 1 (5.6 ) 0 

  Enterococcal infection 1 (5.6 ) 1 (5.6 ) 0 

  Infection 1 (5.6 ) 1 (5.6 ) 0 

  Meningitis aseptic 1 (5.6 ) 1 (5.6 ) 0 

  Periorbital cellulitis 1 (5.6 ) 1 (5.6 ) 0 

  Pneumonia 1 (5.6 ) 1 (5.6 ) 0 

  Sinusitis 1 (5.6 ) 1 (5.6 ) 0 

  Vascular device infection 1 (5.6 ) 1 (5.6 ) 0 

Investigations    

  -Total 10 (55.6) 3 (16.7) 7 (38.9) 

  White blood cell count decreased 6 (33.3) 1 (5.6 ) 5 (27.8) 

  Neutrophil count decreased 5 (27.8) 1 (5.6 ) 4 (22.2) 

  Platelet count decreased 5 (27.8) 1 (5.6 ) 4 (22.2) 

  Lymphocyte count decreased 4 (22.2) 4 (22.2) 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspartate aminotransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 

  Blood bilirubin increased 1 (5.6 ) 0 1 (5.6 ) 

  Blood fibrinogen decreased 1 (5.6 ) 1 (5.6 ) 0 

  Fungal test positive 1 (5.6 ) 1 (5.6 ) 0 

Metabolism and nutrition disorders    

  -Total 6 (33.3) 6 (33.3) 0 

  Hypokalaemia 5 (27.8) 5 (27.8) 0 

  Hyperglycaemia 1 (5.6 ) 1 (5.6 ) 0 

  Hypophosphataemia 1 (5.6 ) 1 (5.6 ) 0 

  Lactic acidosis 1 (5.6 ) 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 3 (16.7) 3 (16.7) 0 

  Arthralgia 2 (11.1) 2 (11.1) 0 

  Muscular weakness 1 (5.6 ) 1 (5.6 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 4 (22.2) 1 (5.6 ) 3 (16.7) 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 0 1 (5.6 ) 

  B precursor type acute leukaemia 1 (5.6 ) 0 1 (5.6 ) 

  Leukaemia 1 (5.6 ) 0 1 (5.6 ) 

  Neoplasm progression 1 (5.6 ) 1 (5.6 ) 0 

Nervous system disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Depressed level of consciousness 1 (5.6 ) 1 (5.6 ) 0 

  Dyskinesia 1 (5.6 ) 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 1 (5.6 ) 0 

Psychiatric disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Agitation 1 (5.6 ) 1 (5.6 ) 0 

  Confusional state 1 (5.6 ) 1 (5.6 ) 0 

Renal and urinary disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Acute kidney injury 1 (5.6 ) 1 (5.6 ) 0 

  Haematuria 1 (5.6 ) 1 (5.6 ) 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (16.7) 3 (16.7) 0 

  Hypoxia 2 (11.1) 2 (11.1) 0 

  Apnoea 1 (5.6 ) 1 (5.6 ) 0 

Vascular disorders    

  -Total 3 (16.7) 3 (16.7) 0 

  Capillary leak syndrome 1 (5.6 ) 1 (5.6 ) 0 

  Hypotension 1 (5.6 ) 1 (5.6 ) 0 

  Jugular vein thrombosis 1 (5.6 ) 1 (5.6 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t158_gd_b2001x.sas@@/main/4 25JUN21:17:04                                        Final 

 
  



  

  

3043 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 158d 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100) 0 3 (100) 

Blood and lymphatic system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Febrile neutropenia 1 (33.3) 1 (33.3) 0 

  Neutropenia 1 (33.3) 0 1 (33.3) 

Immune system disorders    

  -Total 2 (66.7) 0 2 (66.7) 

  Cytokine release syndrome 2 (66.7) 0 2 (66.7) 

Investigations    

  -Total 3 (100) 1 (33.3) 2 (66.7) 

  Blood fibrinogen decreased 2 (66.7) 2 (66.7) 0 
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Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood creatine phosphokinase 
increased 

1 (33.3) 0 1 (33.3) 

  Neutrophil count decreased 1 (33.3) 0 1 (33.3) 

Metabolism and nutrition disorders    

  -Total 2 (66.7) 0 2 (66.7) 

  Hypocalcaemia 2 (66.7) 0 2 (66.7) 

  Hypokalaemia 2 (66.7) 2 (66.7) 0 

  Hyponatraemia 1 (33.3) 1 (33.3) 0 

  Hypophosphataemia 1 (33.3) 1 (33.3) 0 

  Tumour lysis syndrome 1 (33.3) 0 1 (33.3) 

Renal and urinary disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Acute kidney injury 1 (33.3) 0 1 (33.3) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 

  Hypoxia 2 (66.7) 1 (33.3) 1 (33.3) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (33.3) 1 (33.3) 0 
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Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash 1 (33.3) 1 (33.3) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158e 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

25 (59.5) 9 (21.4) 16 (38.1) 

Blood and lymphatic system disorders    

  -Total 11 (26.2) 8 (19.0) 3 (7.1 ) 

  Anaemia 4 (9.5 ) 4 (9.5 ) 0 

  Neutropenia 4 (9.5 ) 1 (2.4 ) 3 (7.1 ) 

  Febrile neutropenia 2 (4.8 ) 2 (4.8 ) 0 

  Thrombocytopenia 2 (4.8 ) 2 (4.8 ) 0 

General disorders and administration 
site conditions 

   

  -Total 3 (7.1 ) 3 (7.1 ) 0 

  Pyrexia 3 (7.1 ) 3 (7.1 ) 0 

Immune system disorders    
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Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 9 (21.4) 4 (9.5 ) 5 (11.9) 

  Cytokine release syndrome 9 (21.4) 4 (9.5 ) 5 (11.9) 

Infections and infestations    

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Sepsis 1 (2.4 ) 1 (2.4 ) 0 

Investigations    

  -Total 13 (31.0) 3 (7.1 ) 10 (23.8) 

  Neutrophil count decreased 8 (19.0) 2 (4.8 ) 6 (14.3) 

  White blood cell count decreased 6 (14.3) 1 (2.4 ) 5 (11.9) 

  Platelet count decreased 4 (9.5 ) 2 (4.8 ) 2 (4.8 ) 

  Lymphocyte count decreased 2 (4.8 ) 2 (4.8 ) 0 

Metabolism and nutrition disorders    

  -Total 3 (7.1 ) 3 (7.1 ) 0 

  Hypokalaemia 2 (4.8 ) 2 (4.8 ) 0 

  Hypocalcaemia 1 (2.4 ) 1 (2.4 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Hypoxia 1 (2.4 ) 1 (2.4 ) 0 
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- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158e 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

19 (70.4) 7 (25.9) 12 (44.4) 

Blood and lymphatic system disorders    

  -Total 7 (25.9) 3 (11.1) 4 (14.8) 

  Neutropenia 4 (14.8) 1 (3.7 ) 3 (11.1) 

  Anaemia 2 (7.4 ) 2 (7.4 ) 0 

  Febrile neutropenia 2 (7.4 ) 2 (7.4 ) 0 

  Thrombocytopenia 1 (3.7 ) 0 1 (3.7 ) 

Cardiac disorders    

  -Total 2 (7.4 ) 2 (7.4 ) 0 

  Left ventricular dysfunction 2 (7.4 ) 2 (7.4 ) 0 

Gastrointestinal disorders    

  -Total 2 (7.4 ) 2 (7.4 ) 0 
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Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Diarrhoea 2 (7.4 ) 2 (7.4 ) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (3.7 ) 1 (3.7 ) 0 

  Pyrexia 1 (3.7 ) 1 (3.7 ) 0 

Immune system disorders    

  -Total 13 (48.1) 5 (18.5) 8 (29.6) 

  Cytokine release syndrome 13 (48.1) 5 (18.5) 8 (29.6) 

  Haemophagocytic 
lymphohistiocytosis 

2 (7.4 ) 2 (7.4 ) 0 

Infections and infestations    

  -Total 3 (11.1) 2 (7.4 ) 1 (3.7 ) 

  Vascular device infection 2 (7.4 ) 2 (7.4 ) 0 

  Aspergillus infection 1 (3.7 ) 1 (3.7 ) 0 

  Candida infection 1 (3.7 ) 1 (3.7 ) 0 

  Sepsis 1 (3.7 ) 0 1 (3.7 ) 

Investigations    

  -Total 8 (29.6) 5 (18.5) 3 (11.1) 

  Blood fibrinogen decreased 3 (11.1) 3 (11.1) 0 
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Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 3 (11.1) 2 (7.4 ) 1 (3.7 ) 

  Blood bilirubin increased 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

  Neutrophil count decreased 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

  Platelet count decreased 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

  Lymphocyte count decreased 1 (3.7 ) 1 (3.7 ) 0 

Metabolism and nutrition disorders    

  -Total 6 (22.2) 4 (14.8) 2 (7.4 ) 

  Hypokalaemia 4 (14.8) 4 (14.8) 0 

  Hypocalcaemia 3 (11.1) 1 (3.7 ) 2 (7.4 ) 

  Hypophosphataemia 2 (7.4 ) 2 (7.4 ) 0 

  Hyperglycaemia 1 (3.7 ) 1 (3.7 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (3.7 ) 0 1 (3.7 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.7 ) 0 1 (3.7 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (11.1) 2 (7.4 ) 1 (3.7 ) 

  Hypoxia 3 (11.1) 2 (7.4 ) 1 (3.7 ) 
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Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders    

  -Total 3 (11.1) 3 (11.1) 0 

  Hypertension 3 (11.1) 3 (11.1) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158e 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

9 (23.7) 4 (10.5) 5 (13.2) 

Blood and lymphatic system disorders    

  -Total 3 (7.9 ) 3 (7.9 ) 0 

  Anaemia 3 (7.9 ) 3 (7.9 ) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (2.6 ) 1 (2.6 ) 0 

  Pyrexia 1 (2.6 ) 1 (2.6 ) 0 

Investigations    

  -Total 6 (15.8) 2 (5.3 ) 4 (10.5) 

  Neutrophil count decreased 5 (13.2) 2 (5.3 ) 3 (7.9 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 4 (10.5) 2 (5.3 ) 2 (5.3 ) 

  Platelet count decreased 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 

  Lymphocyte count decreased 1 (2.6 ) 1 (2.6 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158e 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (13.6) 2 (9.1 ) 1 (4.5 ) 

Blood and lymphatic system disorders    

  -Total 2 (9.1 ) 2 (9.1 ) 0 

  Thrombocytopenia 2 (9.1 ) 2 (9.1 ) 0 

Infections and infestations    

  -Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Aspergillus infection 1 (4.5 ) 1 (4.5 ) 0 

  Candida infection 1 (4.5 ) 1 (4.5 ) 0 

  Sepsis 1 (4.5 ) 0 1 (4.5 ) 

Investigations    

  -Total 1 (4.5 ) 1 (4.5 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 1 (4.5 ) 1 (4.5 ) 0 

  White blood cell count decreased 1 (4.5 ) 1 (4.5 ) 0 

Metabolism and nutrition disorders    

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Hyperglycaemia 1 (4.5 ) 1 (4.5 ) 0 

  Hypokalaemia 1 (4.5 ) 1 (4.5 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Hypoxia 1 (4.5 ) 1 (4.5 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158e 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (6.3 ) 1 (6.3 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (6.3 ) 1 (6.3 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (6.3 ) 1 (6.3 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158e 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158e 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

27 (64.3) 11 (26.2) 16 (38.1) 

Blood and lymphatic system disorders    

  -Total 11 (26.2) 8 (19.0) 3 (7.1 ) 

  Anaemia 5 (11.9) 5 (11.9) 0 

  Neutropenia 4 (9.5 ) 1 (2.4 ) 3 (7.1 ) 

  Febrile neutropenia 2 (4.8 ) 2 (4.8 ) 0 

  Thrombocytopenia 2 (4.8 ) 2 (4.8 ) 0 

General disorders and administration 
site conditions 

   

  -Total 4 (9.5 ) 4 (9.5 ) 0 

  Pyrexia 4 (9.5 ) 4 (9.5 ) 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders    

  -Total 9 (21.4) 4 (9.5 ) 5 (11.9) 

  Cytokine release syndrome 9 (21.4) 4 (9.5 ) 5 (11.9) 

Infections and infestations    

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Sepsis 1 (2.4 ) 1 (2.4 ) 0 

Investigations    

  -Total 13 (31.0) 3 (7.1 ) 10 (23.8) 

  Neutrophil count decreased 8 (19.0) 1 (2.4 ) 7 (16.7) 

  White blood cell count decreased 8 (19.0) 2 (4.8 ) 6 (14.3) 

  Platelet count decreased 5 (11.9) 1 (2.4 ) 4 (9.5 ) 

  Lymphocyte count decreased 3 (7.1 ) 3 (7.1 ) 0 

Metabolism and nutrition disorders    

  -Total 3 (7.1 ) 3 (7.1 ) 0 

  Hypokalaemia 2 (4.8 ) 2 (4.8 ) 0 

  Hypocalcaemia 1 (2.4 ) 1 (2.4 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 
recurrent 

3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Hypoxia 1 (2.4 ) 1 (2.4 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158e 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

20 (74.1) 7 (25.9) 13 (48.1) 

Blood and lymphatic system disorders    

  -Total 8 (29.6) 4 (14.8) 4 (14.8) 

  Neutropenia 4 (14.8) 1 (3.7 ) 3 (11.1) 

  Anaemia 2 (7.4 ) 2 (7.4 ) 0 

  Febrile neutropenia 2 (7.4 ) 2 (7.4 ) 0 

  Thrombocytopenia 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

Cardiac disorders    

  -Total 2 (7.4 ) 2 (7.4 ) 0 

  Left ventricular dysfunction 2 (7.4 ) 2 (7.4 ) 0 

Gastrointestinal disorders    
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (7.4 ) 2 (7.4 ) 0 

  Diarrhoea 2 (7.4 ) 2 (7.4 ) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (3.7 ) 1 (3.7 ) 0 

  Pyrexia 1 (3.7 ) 1 (3.7 ) 0 

Immune system disorders    

  -Total 13 (48.1) 5 (18.5) 8 (29.6) 

  Cytokine release syndrome 13 (48.1) 5 (18.5) 8 (29.6) 

  Haemophagocytic 
lymphohistiocytosis 

2 (7.4 ) 2 (7.4 ) 0 

Infections and infestations    

  -Total 4 (14.8) 2 (7.4 ) 2 (7.4 ) 

  Aspergillus infection 2 (7.4 ) 2 (7.4 ) 0 

  Candida infection 2 (7.4 ) 2 (7.4 ) 0 

  Sepsis 2 (7.4 ) 0 2 (7.4 ) 

  Vascular device infection 2 (7.4 ) 2 (7.4 ) 0 

Investigations    

  -Total 8 (29.6) 5 (18.5) 3 (11.1) 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood fibrinogen decreased 3 (11.1) 3 (11.1) 0 

  White blood cell count decreased 3 (11.1) 2 (7.4 ) 1 (3.7 ) 

  Blood bilirubin increased 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

  Neutrophil count decreased 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

  Platelet count decreased 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

  Lymphocyte count decreased 1 (3.7 ) 1 (3.7 ) 0 

Metabolism and nutrition disorders    

  -Total 7 (25.9) 5 (18.5) 2 (7.4 ) 

  Hypokalaemia 5 (18.5) 5 (18.5) 0 

  Hypocalcaemia 3 (11.1) 1 (3.7 ) 2 (7.4 ) 

  Hyperglycaemia 2 (7.4 ) 2 (7.4 ) 0 

  Hypophosphataemia 2 (7.4 ) 2 (7.4 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (3.7 ) 0 1 (3.7 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.7 ) 0 1 (3.7 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 4 (14.8) 3 (11.1) 1 (3.7 ) 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoxia 4 (14.8) 3 (11.1) 1 (3.7 ) 

Vascular disorders    

  -Total 3 (11.1) 3 (11.1) 0 

  Hypertension 3 (11.1) 3 (11.1) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158f 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

13 (50.0) 4 (15.4) 9 (34.6) 

Blood and lymphatic system disorders    

  -Total 4 (15.4) 4 (15.4) 0 

  Febrile neutropenia 2 (7.7 ) 2 (7.7 ) 0 

  Anaemia 1 (3.8 ) 1 (3.8 ) 0 

  Neutropenia 1 (3.8 ) 1 (3.8 ) 0 

Immune system disorders    

  -Total 6 (23.1) 2 (7.7 ) 4 (15.4) 

  Cytokine release syndrome 6 (23.1) 2 (7.7 ) 4 (15.4) 

Investigations    

  -Total 7 (26.9) 1 (3.8 ) 6 (23.1) 

  Neutrophil count decreased 4 (15.4) 2 (7.7 ) 2 (7.7 ) 
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Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased 3 (11.5) 1 (3.8 ) 2 (7.7 ) 

  White blood cell count decreased 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 

  Alanine aminotransferase increased 1 (3.8 ) 1 (3.8 ) 0 

  Immunoglobulins decreased 1 (3.8 ) 0 1 (3.8 ) 

Metabolism and nutrition disorders    

  -Total 1 (3.8 ) 1 (3.8 ) 0 

  Hypokalaemia 1 (3.8 ) 1 (3.8 ) 0 

Nervous system disorders    

  -Total 2 (7.7 ) 2 (7.7 ) 0 

  Seizure 2 (7.7 ) 2 (7.7 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (7.7 ) 2 (7.7 ) 0 

  Hypoxia 2 (7.7 ) 2 (7.7 ) 0 

Vascular disorders    

  -Total 1 (3.8 ) 1 (3.8 ) 0 

  Hypertension 1 (3.8 ) 1 (3.8 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 
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the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158f 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

31 (77.5) 13 (32.5) 18 (45.0) 

Blood and lymphatic system disorders    

  -Total 13 (32.5) 7 (17.5) 6 (15.0) 

  Neutropenia 6 (15.0) 1 (2.5 ) 5 (12.5) 

  Anaemia 5 (12.5) 5 (12.5) 0 

  Thrombocytopenia 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 

  Febrile neutropenia 2 (5.0 ) 2 (5.0 ) 0 

Cardiac disorders    

  -Total 2 (5.0 ) 2 (5.0 ) 0 

  Left ventricular dysfunction 2 (5.0 ) 2 (5.0 ) 0 

General disorders and administration 
site conditions 
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Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (7.5 ) 3 (7.5 ) 0 

  Pyrexia 3 (7.5 ) 3 (7.5 ) 0 

Immune system disorders    

  -Total 16 (40.0) 8 (20.0) 8 (20.0) 

  Cytokine release syndrome 15 (37.5) 7 (17.5) 8 (20.0) 

  Hypogammaglobulinaemia 1 (2.5 ) 1 (2.5 ) 0 

Infections and infestations    

  -Total 6 (15.0) 5 (12.5) 1 (2.5 ) 

  Sepsis 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 

  Vascular device infection 2 (5.0 ) 2 (5.0 ) 0 

  Aspergillus infection 1 (2.5 ) 1 (2.5 ) 0 

  Bacterial infection 1 (2.5 ) 1 (2.5 ) 0 

  Candida infection 1 (2.5 ) 1 (2.5 ) 0 

  Pneumonia 1 (2.5 ) 1 (2.5 ) 0 

  Sinusitis 1 (2.5 ) 1 (2.5 ) 0 

Investigations    

  -Total 15 (37.5) 8 (20.0) 7 (17.5) 

  Neutrophil count decreased 6 (15.0) 1 (2.5 ) 5 (12.5) 

  White blood cell count decreased 6 (15.0) 2 (5.0 ) 4 (10.0) 
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Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood fibrinogen decreased 3 (7.5 ) 3 (7.5 ) 0 

  Lymphocyte count decreased 3 (7.5 ) 3 (7.5 ) 0 

  Blood bilirubin increased 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 

  Platelet count decreased 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 

  Aspartate aminotransferase 
increased 

1 (2.5 ) 1 (2.5 ) 0 

  Immunoglobulins decreased 1 (2.5 ) 1 (2.5 ) 0 

Metabolism and nutrition disorders    

  -Total 7 (17.5) 5 (12.5) 2 (5.0 ) 

  Hypocalcaemia 4 (10.0) 2 (5.0 ) 2 (5.0 ) 

  Hypokalaemia 4 (10.0) 4 (10.0) 0 

  Hypophosphataemia 2 (5.0 ) 2 (5.0 ) 0 

  Dehydration 1 (2.5 ) 1 (2.5 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (2.5 ) 1 (2.5 ) 0 

  Arthralgia 1 (2.5 ) 1 (2.5 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (2.5 ) 0 1 (2.5 ) 
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Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 
recurrent 

1 (2.5 ) 0 1 (2.5 ) 

Nervous system disorders    

  -Total 2 (5.0 ) 2 (5.0 ) 0 

  Encephalopathy 1 (2.5 ) 1 (2.5 ) 0 

  Somnolence 1 (2.5 ) 1 (2.5 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 

  Hypoxia 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 

Vascular disorders    

  -Total 4 (10.0) 4 (10.0) 0 

  Hypertension 2 (5.0 ) 2 (5.0 ) 0 

  Hypotension 2 (5.0 ) 2 (5.0 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158f 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (66.7) 0 2 (66.7) 

Blood and lymphatic system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Neutropenia 1 (33.3) 0 1 (33.3) 

General disorders and administration 
site conditions 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Catheter site haemorrhage 1 (33.3) 1 (33.3) 0 

  Pain 1 (33.3) 1 (33.3) 0 

  Pyrexia 1 (33.3) 1 (33.3) 0 

Immune system disorders    
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Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (33.3) 0 1 (33.3) 

  Cytokine release syndrome 1 (33.3) 0 1 (33.3) 

Investigations    

  -Total 1 (33.3) 0 1 (33.3) 

  Platelet count decreased 1 (33.3) 1 (33.3) 0 

  White blood cell count decreased 1 (33.3) 0 1 (33.3) 

Metabolism and nutrition disorders    

  -Total 2 (66.7) 2 (66.7) 0 

  Dehydration 1 (33.3) 1 (33.3) 0 

  Hypokalaemia 1 (33.3) 1 (33.3) 0 

Nervous system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Encephalopathy 1 (33.3) 0 1 (33.3) 

  Somnolence 1 (33.3) 1 (33.3) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158f 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

8 (33.3) 5 (20.8) 3 (12.5) 

Blood and lymphatic system disorders    

  -Total 1 (4.2 ) 1 (4.2 ) 0 

  Anaemia 1 (4.2 ) 1 (4.2 ) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (4.2 ) 1 (4.2 ) 0 

  Pyrexia 1 (4.2 ) 1 (4.2 ) 0 

Infections and infestations    

  -Total 3 (12.5) 3 (12.5) 0 

  Device related infection 2 (8.3 ) 2 (8.3 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia 1 (4.2 ) 1 (4.2 ) 0 

Investigations    

  -Total 5 (20.8) 2 (8.3 ) 3 (12.5) 

  Neutrophil count decreased 3 (12.5) 1 (4.2 ) 2 (8.3 ) 

  White blood cell count decreased 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 

  Alanine aminotransferase increased 1 (4.2 ) 0 1 (4.2 ) 

  Aspartate aminotransferase 
increased 

1 (4.2 ) 0 1 (4.2 ) 

  Immunoglobulins decreased 1 (4.2 ) 1 (4.2 ) 0 

  Lymphocyte count decreased 1 (4.2 ) 1 (4.2 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (4.2 ) 1 (4.2 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (4.2 ) 1 (4.2 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158f 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

7 (21.2) 4 (12.1) 3 (9.1 ) 

Blood and lymphatic system disorders    

  -Total 3 (9.1 ) 3 (9.1 ) 0 

  Thrombocytopenia 2 (6.1 ) 2 (6.1 ) 0 

  Anaemia 1 (3.0 ) 1 (3.0 ) 0 

Immune system disorders    

  -Total 1 (3.0 ) 1 (3.0 ) 0 

  Hypogammaglobulinaemia 1 (3.0 ) 1 (3.0 ) 0 

Infections and infestations    

  -Total 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 

  Aspergillus infection 1 (3.0 ) 1 (3.0 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacterial infection 1 (3.0 ) 1 (3.0 ) 0 

  Candida infection 1 (3.0 ) 1 (3.0 ) 0 

  Pneumonia 1 (3.0 ) 1 (3.0 ) 0 

  Sepsis 1 (3.0 ) 0 1 (3.0 ) 

  Sinusitis 1 (3.0 ) 1 (3.0 ) 0 

Investigations    

  -Total 4 (12.1) 3 (9.1 ) 1 (3.0 ) 

  Neutrophil count decreased 3 (9.1 ) 2 (6.1 ) 1 (3.0 ) 

  White blood cell count decreased 3 (9.1 ) 2 (6.1 ) 1 (3.0 ) 

  Platelet count decreased 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 

  Alanine aminotransferase increased 1 (3.0 ) 1 (3.0 ) 0 

  Aspartate aminotransferase 
increased 

1 (3.0 ) 1 (3.0 ) 0 

Metabolism and nutrition disorders    

  -Total 1 (3.0 ) 1 (3.0 ) 0 

  Hypokalaemia 1 (3.0 ) 1 (3.0 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (3.0 ) 1 (3.0 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Arthralgia 1 (3.0 ) 1 (3.0 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (3.0 ) 0 1 (3.0 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.0 ) 0 1 (3.0 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (3.0 ) 1 (3.0 ) 0 

  Hypoxia 1 (3.0 ) 1 (3.0 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158f 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (66.7) 1 (33.3) 1 (33.3) 

Blood and lymphatic system disorders    

  -Total 1 (33.3) 1 (33.3) 0 

  Anaemia 1 (33.3) 1 (33.3) 0 

Infections and infestations    

  -Total 1 (33.3) 1 (33.3) 0 

  Gastrointestinal infection 1 (33.3) 1 (33.3) 0 

Investigations    

  -Total 1 (33.3) 0 1 (33.3) 

  Platelet count decreased 1 (33.3) 0 1 (33.3) 
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- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158f 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (14.3) 1 (14.3) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (14.3) 1 (14.3) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (14.3) 1 (14.3) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158f 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158f 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158f 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

18 (69.2) 8 (30.8) 10 (38.5) 

Blood and lymphatic system disorders    

  -Total 4 (15.4) 4 (15.4) 0 

  Febrile neutropenia 2 (7.7 ) 2 (7.7 ) 0 

  Anaemia 1 (3.8 ) 1 (3.8 ) 0 

  Neutropenia 1 (3.8 ) 1 (3.8 ) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (3.8 ) 1 (3.8 ) 0 

  Pyrexia 1 (3.8 ) 1 (3.8 ) 0 

Immune system disorders    
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 6 (23.1) 2 (7.7 ) 4 (15.4) 

  Cytokine release syndrome 6 (23.1) 2 (7.7 ) 4 (15.4) 

Infections and infestations    

  -Total 3 (11.5) 3 (11.5) 0 

  Device related infection 2 (7.7 ) 2 (7.7 ) 0 

  Pneumonia 1 (3.8 ) 1 (3.8 ) 0 

Investigations    

  -Total 9 (34.6) 2 (7.7 ) 7 (26.9) 

  Neutrophil count decreased 4 (15.4) 1 (3.8 ) 3 (11.5) 

  Platelet count decreased 3 (11.5) 1 (3.8 ) 2 (7.7 ) 

  White blood cell count decreased 3 (11.5) 2 (7.7 ) 1 (3.8 ) 

  Alanine aminotransferase increased 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 

  Immunoglobulins decreased 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 

  Aspartate aminotransferase 
increased 

1 (3.8 ) 0 1 (3.8 ) 

  Lymphocyte count decreased 1 (3.8 ) 1 (3.8 ) 0 

Metabolism and nutrition disorders    

  -Total 1 (3.8 ) 1 (3.8 ) 0 

  Hypokalaemia 1 (3.8 ) 1 (3.8 ) 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (7.7 ) 2 (7.7 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

2 (7.7 ) 2 (7.7 ) 0 

Nervous system disorders    

  -Total 2 (7.7 ) 2 (7.7 ) 0 

  Seizure 2 (7.7 ) 2 (7.7 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (7.7 ) 2 (7.7 ) 0 

  Hypoxia 2 (7.7 ) 2 (7.7 ) 0 

Vascular disorders    

  -Total 1 (3.8 ) 1 (3.8 ) 0 

  Hypertension 1 (3.8 ) 1 (3.8 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158f 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

32 (80.0) 13 (32.5) 19 (47.5) 

Blood and lymphatic system disorders    

  -Total 14 (35.0) 8 (20.0) 6 (15.0) 

  Neutropenia 6 (15.0) 1 (2.5 ) 5 (12.5) 

  Anaemia 5 (12.5) 5 (12.5) 0 

  Thrombocytopenia 4 (10.0) 3 (7.5 ) 1 (2.5 ) 

  Febrile neutropenia 2 (5.0 ) 2 (5.0 ) 0 

Cardiac disorders    

  -Total 2 (5.0 ) 2 (5.0 ) 0 

  Left ventricular dysfunction 2 (5.0 ) 2 (5.0 ) 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 3 (7.5 ) 3 (7.5 ) 0 

  Pyrexia 3 (7.5 ) 3 (7.5 ) 0 

Immune system disorders    

  -Total 17 (42.5) 9 (22.5) 8 (20.0) 

  Cytokine release syndrome 15 (37.5) 7 (17.5) 8 (20.0) 

  Hypogammaglobulinaemia 2 (5.0 ) 2 (5.0 ) 0 

Infections and infestations    

  -Total 7 (17.5) 5 (12.5) 2 (5.0 ) 

  Sepsis 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 

  Aspergillus infection 2 (5.0 ) 2 (5.0 ) 0 

  Bacterial infection 2 (5.0 ) 2 (5.0 ) 0 

  Candida infection 2 (5.0 ) 2 (5.0 ) 0 

  Pneumonia 2 (5.0 ) 2 (5.0 ) 0 

  Sinusitis 2 (5.0 ) 2 (5.0 ) 0 

  Vascular device infection 2 (5.0 ) 2 (5.0 ) 0 

Investigations    

  -Total 15 (37.5) 8 (20.0) 7 (17.5) 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 7 (17.5) 2 (5.0 ) 5 (12.5) 

  Neutrophil count decreased 6 (15.0) 1 (2.5 ) 5 (12.5) 

  Blood fibrinogen decreased 3 (7.5 ) 3 (7.5 ) 0 

  Lymphocyte count decreased 3 (7.5 ) 3 (7.5 ) 0 

  Platelet count decreased 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 

  Aspartate aminotransferase 
increased 

2 (5.0 ) 2 (5.0 ) 0 

  Blood bilirubin increased 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 

  Alanine aminotransferase increased 1 (2.5 ) 1 (2.5 ) 0 

  Immunoglobulins decreased 1 (2.5 ) 1 (2.5 ) 0 

Metabolism and nutrition disorders    

  -Total 8 (20.0) 6 (15.0) 2 (5.0 ) 

  Hypokalaemia 5 (12.5) 5 (12.5) 0 

  Hypocalcaemia 4 (10.0) 2 (5.0 ) 2 (5.0 ) 

  Hypophosphataemia 2 (5.0 ) 2 (5.0 ) 0 

  Dehydration 1 (2.5 ) 1 (2.5 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (5.0 ) 2 (5.0 ) 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Arthralgia 2 (5.0 ) 2 (5.0 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (5.0 ) 0 2 (5.0 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (5.0 ) 0 2 (5.0 ) 

Nervous system disorders    

  -Total 2 (5.0 ) 2 (5.0 ) 0 

  Encephalopathy 1 (2.5 ) 1 (2.5 ) 0 

  Somnolence 1 (2.5 ) 1 (2.5 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 

  Hypoxia 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 

Vascular disorders    

  -Total 4 (10.0) 4 (10.0) 0 

  Hypertension 2 (5.0 ) 2 (5.0 ) 0 

  Hypotension 2 (5.0 ) 2 (5.0 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 
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the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158f 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100) 1 (33.3) 2 (66.7) 

Blood and lymphatic system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Anaemia 1 (33.3) 1 (33.3) 0 

  Neutropenia 1 (33.3) 0 1 (33.3) 

General disorders and administration 
site conditions 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Catheter site haemorrhage 1 (33.3) 1 (33.3) 0 

  Pain 1 (33.3) 1 (33.3) 0 

  Pyrexia 1 (33.3) 1 (33.3) 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Cytokine release syndrome 1 (33.3) 0 1 (33.3) 

Infections and infestations    

  -Total 1 (33.3) 1 (33.3) 0 

  Gastrointestinal infection 1 (33.3) 1 (33.3) 0 

Investigations    

  -Total 1 (33.3) 0 1 (33.3) 

  Platelet count decreased 1 (33.3) 0 1 (33.3) 

  White blood cell count decreased 1 (33.3) 0 1 (33.3) 

Metabolism and nutrition disorders    

  -Total 2 (66.7) 2 (66.7) 0 

  Dehydration 1 (33.3) 1 (33.3) 0 

  Hypokalaemia 1 (33.3) 1 (33.3) 0 

Nervous system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Encephalopathy 1 (33.3) 0 1 (33.3) 

  Somnolence 1 (33.3) 1 (33.3) 0 
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- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158g 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

6 (100) 3 (50.0) 3 (50.0) 

Blood and lymphatic system disorders    

  -Total 5 (83.3) 4 (66.7) 1 (16.7) 

  Neutropenia 2 (33.3) 1 (16.7) 1 (16.7) 

  Anaemia 1 (16.7) 1 (16.7) 0 

  Coagulation factor deficiency 1 (16.7) 1 (16.7) 0 

  Febrile neutropenia 1 (16.7) 1 (16.7) 0 

Eye disorders    

  -Total 1 (16.7) 1 (16.7) 0 

  Amaurosis 1 (16.7) 1 (16.7) 0 

Gastrointestinal disorders    

  -Total 1 (16.7) 1 (16.7) 0 
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Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Diarrhoea 1 (16.7) 1 (16.7) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (33.3) 1 (16.7) 1 (16.7) 

  Mucosal inflammation 1 (16.7) 1 (16.7) 0 

  Multiple organ dysfunction syndrome 1 (16.7) 0 1 (16.7) 

Immune system disorders    

  -Total 2 (33.3) 1 (16.7) 1 (16.7) 

  Cytokine release syndrome 2 (33.3) 1 (16.7) 1 (16.7) 

Infections and infestations    

  -Total 3 (50.0) 3 (50.0) 0 

  Pneumonia 1 (16.7) 1 (16.7) 0 

  Systemic infection 1 (16.7) 1 (16.7) 0 

  Vascular device infection 1 (16.7) 1 (16.7) 0 

Investigations    

  -Total 3 (50.0) 3 (50.0) 0 

  Haemoglobin decreased 1 (16.7) 1 (16.7) 0 

  Immunoglobulins decreased 1 (16.7) 1 (16.7) 0 

  Lymphocyte count decreased 1 (16.7) 1 (16.7) 0 
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Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 1 (16.7) 1 (16.7) 0 

  White blood cell count decreased 1 (16.7) 1 (16.7) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (16.7) 1 (16.7) 0 

  Muscular weakness 1 (16.7) 1 (16.7) 0 

Nervous system disorders    

  -Total 1 (16.7) 1 (16.7) 0 

  Seizure 1 (16.7) 1 (16.7) 0 

Vascular disorders    

  -Total 2 (33.3) 2 (33.3) 0 

  Hypertension 2 (33.3) 2 (33.3) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158g 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

20 (66.7) 10 (33.3) 10 (33.3) 

Blood and lymphatic system disorders    

  -Total 7 (23.3) 6 (20.0) 1 (3.3 ) 

  Anaemia 2 (6.7 ) 2 (6.7 ) 0 

  Bone marrow failure 2 (6.7 ) 2 (6.7 ) 0 

  Thrombocytopenia 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Febrile neutropenia 1 (3.3 ) 1 (3.3 ) 0 

  Neutropenia 1 (3.3 ) 1 (3.3 ) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Pyrexia 1 (3.3 ) 1 (3.3 ) 0 
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Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders    

  -Total 9 (30.0) 6 (20.0) 3 (10.0) 

  Cytokine release syndrome 9 (30.0) 6 (20.0) 3 (10.0) 

Infections and infestations    

  -Total 3 (10.0) 3 (10.0) 0 

  Aspergillus infection 1 (3.3 ) 1 (3.3 ) 0 

  Bacterial infection 1 (3.3 ) 1 (3.3 ) 0 

  Candida infection 1 (3.3 ) 1 (3.3 ) 0 

  Sepsis 1 (3.3 ) 1 (3.3 ) 0 

  Sinusitis 1 (3.3 ) 1 (3.3 ) 0 

  Vascular device infection 1 (3.3 ) 1 (3.3 ) 0 

Investigations    

  -Total 9 (30.0) 3 (10.0) 6 (20.0) 

  Platelet count decreased 3 (10.0) 1 (3.3 ) 2 (6.7 ) 

  White blood cell count decreased 3 (10.0) 1 (3.3 ) 2 (6.7 ) 

  Blood bilirubin increased 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Neutrophil count decreased 2 (6.7 ) 0 2 (6.7 ) 

  Aspartate aminotransferase 
increased 

1 (3.3 ) 1 (3.3 ) 0 
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Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Immunoglobulins decreased 1 (3.3 ) 0 1 (3.3 ) 

  Lymphocyte count decreased 1 (3.3 ) 1 (3.3 ) 0 

Metabolism and nutrition disorders    

  -Total 5 (16.7) 5 (16.7) 0 

  Hypocalcaemia 2 (6.7 ) 2 (6.7 ) 0 

  Hypokalaemia 2 (6.7 ) 2 (6.7 ) 0 

  Dehydration 1 (3.3 ) 1 (3.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Arthralgia 1 (3.3 ) 1 (3.3 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (3.3 ) 0 1 (3.3 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.3 ) 0 1 (3.3 ) 

Nervous system disorders    

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Somnolence 1 (3.3 ) 1 (3.3 ) 0 
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Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Hypoxia 1 (3.3 ) 1 (3.3 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158g 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

15 (71.4) 3 (14.3) 12 (57.1) 

Blood and lymphatic system disorders    

  -Total 6 (28.6) 2 (9.5 ) 4 (19.0) 

  Neutropenia 4 (19.0) 0 4 (19.0) 

  Anaemia 2 (9.5 ) 2 (9.5 ) 0 

  Febrile neutropenia 1 (4.8 ) 1 (4.8 ) 0 

  Thrombocytopenia 1 (4.8 ) 1 (4.8 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (9.5 ) 2 (9.5 ) 0 

  Pyrexia 2 (9.5 ) 2 (9.5 ) 0 
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Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders    

  -Total 10 (47.6) 3 (14.3) 7 (33.3) 

  Cytokine release syndrome 9 (42.9) 2 (9.5 ) 7 (33.3) 

  Haemophagocytic 
lymphohistiocytosis 

1 (4.8 ) 1 (4.8 ) 0 

  Hypogammaglobulinaemia 1 (4.8 ) 1 (4.8 ) 0 

Infections and infestations    

  -Total 1 (4.8 ) 0 1 (4.8 ) 

  Sepsis 1 (4.8 ) 0 1 (4.8 ) 

Investigations    

  -Total 9 (42.9) 3 (14.3) 6 (28.6) 

  Neutrophil count decreased 4 (19.0) 1 (4.8 ) 3 (14.3) 

  White blood cell count decreased 4 (19.0) 1 (4.8 ) 3 (14.3) 

  Blood fibrinogen decreased 3 (14.3) 3 (14.3) 0 

  Platelet count decreased 3 (14.3) 2 (9.5 ) 1 (4.8 ) 

  Alanine aminotransferase increased 1 (4.8 ) 1 (4.8 ) 0 

  Lymphocyte count decreased 1 (4.8 ) 1 (4.8 ) 0 

Metabolism and nutrition disorders    

  -Total 4 (19.0) 2 (9.5 ) 2 (9.5 ) 
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Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypokalaemia 4 (19.0) 4 (19.0) 0 

  Hypocalcaemia 2 (9.5 ) 0 2 (9.5 ) 

Nervous system disorders    

  -Total 2 (9.5 ) 2 (9.5 ) 0 

  Encephalopathy 1 (4.8 ) 1 (4.8 ) 0 

  Seizure 1 (4.8 ) 1 (4.8 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

  Hypoxia 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158g 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

7 (58.3) 2 (16.7) 5 (41.7) 

Blood and lymphatic system disorders    

  -Total 3 (25.0) 2 (16.7) 1 (8.3 ) 

  Anaemia 1 (8.3 ) 1 (8.3 ) 0 

  Febrile neutropenia 1 (8.3 ) 1 (8.3 ) 0 

  Leukopenia 1 (8.3 ) 1 (8.3 ) 0 

  Neutropenia 1 (8.3 ) 0 1 (8.3 ) 

Gastrointestinal disorders    

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Diarrhoea 1 (8.3 ) 1 (8.3 ) 0 
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Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 2 (16.7) 2 (16.7) 0 

  Catheter site haemorrhage 1 (8.3 ) 1 (8.3 ) 0 

  Face oedema 1 (8.3 ) 1 (8.3 ) 0 

  Localised oedema 1 (8.3 ) 1 (8.3 ) 0 

  Pain 1 (8.3 ) 1 (8.3 ) 0 

  Pyrexia 1 (8.3 ) 1 (8.3 ) 0 

Immune system disorders    

  -Total 2 (16.7) 0 2 (16.7) 

  Cytokine release syndrome 2 (16.7) 0 2 (16.7) 

  Haemophagocytic 
lymphohistiocytosis 

1 (8.3 ) 1 (8.3 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Periorbital haematoma 1 (8.3 ) 1 (8.3 ) 0 

Investigations    

  -Total 4 (33.3) 2 (16.7) 2 (16.7) 

  Neutrophil count decreased 3 (25.0) 1 (8.3 ) 2 (16.7) 
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Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fungal test positive 1 (8.3 ) 1 (8.3 ) 0 

  White blood cell count decreased 1 (8.3 ) 0 1 (8.3 ) 

Metabolism and nutrition disorders    

  -Total 2 (16.7) 2 (16.7) 0 

  Decreased appetite 1 (8.3 ) 1 (8.3 ) 0 

  Dehydration 1 (8.3 ) 1 (8.3 ) 0 

  Hyperglycaemia 1 (8.3 ) 1 (8.3 ) 0 

  Hypoalbuminaemia 1 (8.3 ) 1 (8.3 ) 0 

Nervous system disorders    

  -Total 1 (8.3 ) 0 1 (8.3 ) 

  Encephalopathy 1 (8.3 ) 0 1 (8.3 ) 

  Somnolence 1 (8.3 ) 1 (8.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Hypoxia 1 (8.3 ) 1 (8.3 ) 0 

Vascular disorders    

  -Total 2 (16.7) 2 (16.7) 0 

  Capillary leak syndrome 1 (8.3 ) 1 (8.3 ) 0 
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Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypertension 1 (8.3 ) 1 (8.3 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158g 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (20.0) 1 (20.0) 0 

Immune system disorders    

  -Total 1 (20.0) 1 (20.0) 0 

  Hypogammaglobulinaemia 1 (20.0) 1 (20.0) 0 

Infections and infestations    

  -Total 1 (20.0) 1 (20.0) 0 

  Alternaria infection 1 (20.0) 1 (20.0) 0 

  Aspergillus infection 1 (20.0) 1 (20.0) 0 

  Bacterial infection 1 (20.0) 1 (20.0) 0 

  Candida infection 1 (20.0) 1 (20.0) 0 

  Enterococcal infection 1 (20.0) 1 (20.0) 0 



  

  

3121 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia 1 (20.0) 1 (20.0) 0 

  Sinusitis 1 (20.0) 1 (20.0) 0 

Investigations    

  -Total 1 (20.0) 1 (20.0) 0 

  Neutrophil count decreased 1 (20.0) 1 (20.0) 0 

  White blood cell count decreased 1 (20.0) 1 (20.0) 0 

Metabolism and nutrition disorders    

  -Total 1 (20.0) 1 (20.0) 0 

  Hyperglycaemia 1 (20.0) 1 (20.0) 0 

  Hypokalaemia 1 (20.0) 1 (20.0) 0 

Renal and urinary disorders    

  -Total 1 (20.0) 1 (20.0) 0 

  Haematuria 1 (20.0) 1 (20.0) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (20.0) 1 (20.0) 0 

  Hypoxia 1 (20.0) 1 (20.0) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 
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the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158g 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

4 (16.7) 4 (16.7) 0 

Blood and lymphatic system disorders    

  -Total 3 (12.5) 3 (12.5) 0 

  Anaemia 2 (8.3 ) 2 (8.3 ) 0 

  Thrombocytopenia 1 (4.2 ) 1 (4.2 ) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (4.2 ) 1 (4.2 ) 0 

  Pyrexia 1 (4.2 ) 1 (4.2 ) 0 

Infections and infestations    

  -Total 2 (8.3 ) 2 (8.3 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Device related infection 2 (8.3 ) 2 (8.3 ) 0 

Investigations    

  -Total 1 (4.2 ) 1 (4.2 ) 0 

  Neutrophil count decreased 1 (4.2 ) 1 (4.2 ) 0 

  Platelet count decreased 1 (4.2 ) 1 (4.2 ) 0 

  White blood cell count decreased 1 (4.2 ) 1 (4.2 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158g 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

6 (31.6) 1 (5.3 ) 5 (26.3) 

Blood and lymphatic system disorders    

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Anaemia 1 (5.3 ) 1 (5.3 ) 0 

Infections and infestations    

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Pneumonia 1 (5.3 ) 1 (5.3 ) 0 

Investigations    

  -Total 5 (26.3) 1 (5.3 ) 4 (21.1) 

  Neutrophil count decreased 3 (15.8) 0 3 (15.8) 

  Platelet count decreased 2 (10.5) 0 2 (10.5) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 2 (10.5) 0 2 (10.5) 

  Immunoglobulins decreased 1 (5.3 ) 1 (5.3 ) 0 

  Lymphocyte count decreased 1 (5.3 ) 1 (5.3 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (5.3 ) 0 1 (5.3 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.3 ) 0 1 (5.3 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158g 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

7 (58.3) 5 (41.7) 2 (16.7) 

Blood and lymphatic system disorders    

  -Total 2 (16.7) 2 (16.7) 0 

  B-cell aplasia 1 (8.3 ) 1 (8.3 ) 0 

  Thrombocytopenia 1 (8.3 ) 1 (8.3 ) 0 

Infections and infestations    

  -Total 3 (25.0) 2 (16.7) 1 (8.3 ) 

  Herpes zoster 1 (8.3 ) 1 (8.3 ) 0 

  Pneumonia haemophilus 1 (8.3 ) 1 (8.3 ) 0 

  Sepsis 1 (8.3 ) 0 1 (8.3 ) 

Investigations    
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (25.0) 2 (16.7) 1 (8.3 ) 

  Alanine aminotransferase increased 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  Aspartate aminotransferase 
increased 

2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  Neutrophil count decreased 1 (8.3 ) 1 (8.3 ) 0 

  White blood cell count decreased 1 (8.3 ) 1 (8.3 ) 0 

Metabolism and nutrition disorders    

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Lactic acidosis 1 (8.3 ) 1 (8.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Arthralgia 1 (8.3 ) 1 (8.3 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (8.3 ) 1 (8.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Pulmonary granuloma 1 (8.3 ) 1 (8.3 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158g 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158g 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=8 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158g 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (20.0) 1 (20.0) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (20.0) 1 (20.0) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (20.0) 1 (20.0) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158g 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (20.0) 1 (20.0) 0 

Eye disorders    

  -Total 1 (20.0) 1 (20.0) 0 

  Keratitis 1 (20.0) 1 (20.0) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158g 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

6 (100) 3 (50.0) 3 (50.0) 

Blood and lymphatic system disorders    

  -Total 5 (83.3) 4 (66.7) 1 (16.7) 

  Neutropenia 2 (33.3) 1 (16.7) 1 (16.7) 

  Anaemia 1 (16.7) 1 (16.7) 0 

  Coagulation factor deficiency 1 (16.7) 1 (16.7) 0 

  Febrile neutropenia 1 (16.7) 1 (16.7) 0 

Eye disorders    

  -Total 1 (16.7) 1 (16.7) 0 

  Amaurosis 1 (16.7) 1 (16.7) 0 

Gastrointestinal disorders    
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (16.7) 1 (16.7) 0 

  Diarrhoea 1 (16.7) 1 (16.7) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (33.3) 1 (16.7) 1 (16.7) 

  Mucosal inflammation 1 (16.7) 1 (16.7) 0 

  Multiple organ dysfunction syndrome 1 (16.7) 0 1 (16.7) 

Immune system disorders    

  -Total 3 (50.0) 2 (33.3) 1 (16.7) 

  Cytokine release syndrome 2 (33.3) 1 (16.7) 1 (16.7) 

  Hypogammaglobulinaemia 1 (16.7) 1 (16.7) 0 

Infections and infestations    

  -Total 3 (50.0) 3 (50.0) 0 

  Pneumonia 2 (33.3) 2 (33.3) 0 

  Alternaria infection 1 (16.7) 1 (16.7) 0 

  Aspergillus infection 1 (16.7) 1 (16.7) 0 

  Bacterial infection 1 (16.7) 1 (16.7) 0 

  Candida infection 1 (16.7) 1 (16.7) 0 

  Enterococcal infection 1 (16.7) 1 (16.7) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinusitis 1 (16.7) 1 (16.7) 0 

  Systemic infection 1 (16.7) 1 (16.7) 0 

  Vascular device infection 1 (16.7) 1 (16.7) 0 

Investigations    

  -Total 3 (50.0) 3 (50.0) 0 

  Haemoglobin decreased 1 (16.7) 1 (16.7) 0 

  Immunoglobulins decreased 1 (16.7) 1 (16.7) 0 

  Lymphocyte count decreased 1 (16.7) 1 (16.7) 0 

  Neutrophil count decreased 1 (16.7) 1 (16.7) 0 

  White blood cell count decreased 1 (16.7) 1 (16.7) 0 

Metabolism and nutrition disorders    

  -Total 1 (16.7) 1 (16.7) 0 

  Hyperglycaemia 1 (16.7) 1 (16.7) 0 

  Hypokalaemia 1 (16.7) 1 (16.7) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (16.7) 1 (16.7) 0 

  Muscular weakness 1 (16.7) 1 (16.7) 0 

Nervous system disorders    



  

  

3139 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (16.7) 1 (16.7) 0 

  Seizure 1 (16.7) 1 (16.7) 0 

Renal and urinary disorders    

  -Total 1 (16.7) 1 (16.7) 0 

  Haematuria 1 (16.7) 1 (16.7) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (16.7) 1 (16.7) 0 

  Hypoxia 1 (16.7) 1 (16.7) 0 

Vascular disorders    

  -Total 2 (33.3) 2 (33.3) 0 

  Hypertension 2 (33.3) 2 (33.3) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158g 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

21 (70.0) 11 (36.7) 10 (33.3) 

Blood and lymphatic system disorders    

  -Total 7 (23.3) 6 (20.0) 1 (3.3 ) 

  Anaemia 2 (6.7 ) 2 (6.7 ) 0 

  Bone marrow failure 2 (6.7 ) 2 (6.7 ) 0 

  Thrombocytopenia 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Febrile neutropenia 1 (3.3 ) 1 (3.3 ) 0 

  Neutropenia 1 (3.3 ) 1 (3.3 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (6.7 ) 2 (6.7 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 2 (6.7 ) 2 (6.7 ) 0 

Immune system disorders    

  -Total 9 (30.0) 6 (20.0) 3 (10.0) 

  Cytokine release syndrome 9 (30.0) 6 (20.0) 3 (10.0) 

Infections and infestations    

  -Total 5 (16.7) 5 (16.7) 0 

  Device related infection 2 (6.7 ) 2 (6.7 ) 0 

  Aspergillus infection 1 (3.3 ) 1 (3.3 ) 0 

  Bacterial infection 1 (3.3 ) 1 (3.3 ) 0 

  Candida infection 1 (3.3 ) 1 (3.3 ) 0 

  Sepsis 1 (3.3 ) 1 (3.3 ) 0 

  Sinusitis 1 (3.3 ) 1 (3.3 ) 0 

  Vascular device infection 1 (3.3 ) 1 (3.3 ) 0 

Investigations    

  -Total 9 (30.0) 3 (10.0) 6 (20.0) 

  Platelet count decreased 3 (10.0) 1 (3.3 ) 2 (6.7 ) 

  White blood cell count decreased 3 (10.0) 1 (3.3 ) 2 (6.7 ) 

  Blood bilirubin increased 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Neutrophil count decreased 2 (6.7 ) 0 2 (6.7 ) 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspartate aminotransferase 
increased 

1 (3.3 ) 1 (3.3 ) 0 

  Immunoglobulins decreased 1 (3.3 ) 0 1 (3.3 ) 

  Lymphocyte count decreased 1 (3.3 ) 1 (3.3 ) 0 

Metabolism and nutrition disorders    

  -Total 5 (16.7) 5 (16.7) 0 

  Hypocalcaemia 2 (6.7 ) 2 (6.7 ) 0 

  Hypokalaemia 2 (6.7 ) 2 (6.7 ) 0 

  Dehydration 1 (3.3 ) 1 (3.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Arthralgia 1 (3.3 ) 1 (3.3 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (3.3 ) 0 1 (3.3 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.3 ) 0 1 (3.3 ) 

Nervous system disorders    

  -Total 1 (3.3 ) 1 (3.3 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Somnolence 1 (3.3 ) 1 (3.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Hypoxia 1 (3.3 ) 1 (3.3 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 158g 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

17 (81.0) 5 (23.8) 12 (57.1) 

Blood and lymphatic system disorders    

  -Total 6 (28.6) 2 (9.5 ) 4 (19.0) 

  Neutropenia 4 (19.0) 0 4 (19.0) 

  Anaemia 3 (14.3) 3 (14.3) 0 

  Febrile neutropenia 1 (4.8 ) 1 (4.8 ) 0 

  Thrombocytopenia 1 (4.8 ) 1 (4.8 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (9.5 ) 2 (9.5 ) 0 

  Pyrexia 2 (9.5 ) 2 (9.5 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders    

  -Total 10 (47.6) 3 (14.3) 7 (33.3) 

  Cytokine release syndrome 9 (42.9) 2 (9.5 ) 7 (33.3) 

  Haemophagocytic 
lymphohistiocytosis 

1 (4.8 ) 1 (4.8 ) 0 

  Hypogammaglobulinaemia 1 (4.8 ) 1 (4.8 ) 0 

Infections and infestations    

  -Total 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

  Pneumonia 1 (4.8 ) 1 (4.8 ) 0 

  Sepsis 1 (4.8 ) 0 1 (4.8 ) 

Investigations    

  -Total 10 (47.6) 4 (19.0) 6 (28.6) 

  White blood cell count decreased 5 (23.8) 1 (4.8 ) 4 (19.0) 

  Neutrophil count decreased 4 (19.0) 0 4 (19.0) 

  Platelet count decreased 4 (19.0) 1 (4.8 ) 3 (14.3) 

  Blood fibrinogen decreased 3 (14.3) 3 (14.3) 0 

  Lymphocyte count decreased 2 (9.5 ) 2 (9.5 ) 0 

  Alanine aminotransferase increased 1 (4.8 ) 1 (4.8 ) 0 

  Immunoglobulins decreased 1 (4.8 ) 1 (4.8 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders    

  -Total 4 (19.0) 2 (9.5 ) 2 (9.5 ) 

  Hypokalaemia 4 (19.0) 4 (19.0) 0 

  Hypocalcaemia 2 (9.5 ) 0 2 (9.5 ) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

Nervous system disorders    

  -Total 2 (9.5 ) 2 (9.5 ) 0 

  Encephalopathy 1 (4.8 ) 1 (4.8 ) 0 

  Seizure 1 (4.8 ) 1 (4.8 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

  Hypoxia 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t158_gd_b2001x.sas@@/main/4 25JUN21:17:05                                        Final 

 
  



  

  

3149 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 158g 

Severe adverse events (AE CTCAE Grade 3/4) post CTL019 infusion that occurred in at least 5% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

11 (91.7) 4 (33.3) 7 (58.3) 

Blood and lymphatic system disorders    

  -Total 5 (41.7) 4 (33.3) 1 (8.3 ) 

  Anaemia 1 (8.3 ) 1 (8.3 ) 0 

  B-cell aplasia 1 (8.3 ) 1 (8.3 ) 0 

  Febrile neutropenia 1 (8.3 ) 1 (8.3 ) 0 

  Leukopenia 1 (8.3 ) 1 (8.3 ) 0 

  Neutropenia 1 (8.3 ) 0 1 (8.3 ) 

  Thrombocytopenia 1 (8.3 ) 1 (8.3 ) 0 

Eye disorders    

  -Total 1 (8.3 ) 1 (8.3 ) 0 



  

  

3150 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Keratitis 1 (8.3 ) 1 (8.3 ) 0 

Gastrointestinal disorders    

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Diarrhoea 1 (8.3 ) 1 (8.3 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (16.7) 2 (16.7) 0 

  Catheter site haemorrhage 1 (8.3 ) 1 (8.3 ) 0 

  Face oedema 1 (8.3 ) 1 (8.3 ) 0 

  Localised oedema 1 (8.3 ) 1 (8.3 ) 0 

  Pain 1 (8.3 ) 1 (8.3 ) 0 

  Pyrexia 1 (8.3 ) 1 (8.3 ) 0 

Immune system disorders    

  -Total 2 (16.7) 0 2 (16.7) 

  Cytokine release syndrome 2 (16.7) 0 2 (16.7) 

  Haemophagocytic 
lymphohistiocytosis 

1 (8.3 ) 1 (8.3 ) 0 

Infections and infestations    

  -Total 3 (25.0) 2 (16.7) 1 (8.3 ) 



  

  

3151 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Herpes zoster 1 (8.3 ) 1 (8.3 ) 0 

  Pneumonia haemophilus 1 (8.3 ) 1 (8.3 ) 0 

  Sepsis 1 (8.3 ) 0 1 (8.3 ) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Periorbital haematoma 1 (8.3 ) 1 (8.3 ) 0 

Investigations    

  -Total 5 (41.7) 2 (16.7) 3 (25.0) 

  Neutrophil count decreased 3 (25.0) 1 (8.3 ) 2 (16.7) 

  Alanine aminotransferase increased 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  Aspartate aminotransferase 
increased 

2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  White blood cell count decreased 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  Fungal test positive 1 (8.3 ) 1 (8.3 ) 0 

Metabolism and nutrition disorders    

  -Total 3 (25.0) 3 (25.0) 0 

  Decreased appetite 1 (8.3 ) 1 (8.3 ) 0 

  Dehydration 1 (8.3 ) 1 (8.3 ) 0 



  

  

3152 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperglycaemia 1 (8.3 ) 1 (8.3 ) 0 

  Hypoalbuminaemia 1 (8.3 ) 1 (8.3 ) 0 

  Lactic acidosis 1 (8.3 ) 1 (8.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Arthralgia 1 (8.3 ) 1 (8.3 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (8.3 ) 1 (8.3 ) 0 

Nervous system disorders    

  -Total 1 (8.3 ) 0 1 (8.3 ) 

  Encephalopathy 1 (8.3 ) 0 1 (8.3 ) 

  Somnolence 1 (8.3 ) 1 (8.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Hypoxia 1 (8.3 ) 1 (8.3 ) 0 



  

  

3153 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pulmonary granuloma 1 (8.3 ) 1 (8.3 ) 0 

Vascular disorders    

  -Total 2 (16.7) 2 (16.7) 0 

  Capillary leak syndrome 1 (8.3 ) 1 (8.3 ) 0 

  Hypertension 1 (8.3 ) 1 (8.3 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 159a 

Severe adverse events (AE CTCAE Grade 3/4) before study treatment that occurred in at least 5% of the patients OR (in 

at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

26 (70.3) 11 (29.7) 15 (40.5) 

Blood and lymphatic system disorders    

  -Total 16 (43.2) 11 (29.7) 5 (13.5) 

  Febrile neutropenia 9 (24.3) 9 (24.3) 0 

  Anaemia 8 (21.6) 8 (21.6) 0 

  Neutropenia 5 (13.5) 2 (5.4 ) 3 (8.1 ) 

  Thrombocytopenia 3 (8.1 ) 0 3 (8.1 ) 

  Bone marrow failure 1 (2.7 ) 1 (2.7 ) 0 

  Leukopenia 1 (2.7 ) 0 1 (2.7 ) 

Gastrointestinal disorders    

  -Total 4 (10.8) 4 (10.8) 0 



  

  

3155 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Stomatitis 3 (8.1 ) 3 (8.1 ) 0 

  Anal fissure 2 (5.4 ) 2 (5.4 ) 0 

General disorders and administration 
site conditions 

   

  -Total 4 (10.8) 4 (10.8) 0 

  Pyrexia 4 (10.8) 4 (10.8) 0 

Hepatobiliary disorders    

  -Total 2 (5.4 ) 2 (5.4 ) 0 

  Hepatocellular injury 2 (5.4 ) 2 (5.4 ) 0 

Immune system disorders    

  -Total 1 (2.7 ) 1 (2.7 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.7 ) 1 (2.7 ) 0 

Infections and infestations    

  -Total 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 

  Device related infection 1 (2.7 ) 1 (2.7 ) 0 

  Sepsis 1 (2.7 ) 0 1 (2.7 ) 

  Staphylococcal infection 1 (2.7 ) 1 (2.7 ) 0 

Investigations    



  

  

3156 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 14 (37.8) 3 (8.1 ) 11 (29.7) 

  Platelet count decreased 8 (21.6) 1 (2.7 ) 7 (18.9) 

  Neutrophil count decreased 6 (16.2) 1 (2.7 ) 5 (13.5) 

  White blood cell count decreased 5 (13.5) 1 (2.7 ) 4 (10.8) 

  Aspartate aminotransferase 
increased 

2 (5.4 ) 2 (5.4 ) 0 

  Alanine aminotransferase increased 1 (2.7 ) 1 (2.7 ) 0 

Metabolism and nutrition disorders    

  -Total 4 (10.8) 4 (10.8) 0 

  Hypokalaemia 3 (8.1 ) 3 (8.1 ) 0 

  Decreased appetite 2 (5.4 ) 2 (5.4 ) 0 

  Hypophosphataemia 1 (2.7 ) 1 (2.7 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (5.4 ) 0 2 (5.4 ) 

  Acute lymphocytic leukaemia 2 (5.4 ) 0 2 (5.4 ) 

Nervous system disorders    

  -Total 3 (8.1 ) 3 (8.1 ) 0 

  Headache 2 (5.4 ) 2 (5.4 ) 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Seizure 1 (2.7 ) 1 (2.7 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (5.4 ) 2 (5.4 ) 0 

  Hypoxia 2 (5.4 ) 2 (5.4 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 159a 

Severe adverse events (AE CTCAE Grade 3/4) before study treatment that occurred in at least 5% of the patients OR (in 

at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

16 (84.2) 8 (42.1) 8 (42.1) 

Blood and lymphatic system disorders    

  -Total 8 (42.1) 5 (26.3) 3 (15.8) 

  Anaemia 3 (15.8) 3 (15.8) 0 

  Febrile neutropenia 3 (15.8) 3 (15.8) 0 

  Leukopenia 3 (15.8) 1 (5.3 ) 2 (10.5) 

  Neutropenia 3 (15.8) 2 (10.5) 1 (5.3 ) 

  Thrombocytopenia 3 (15.8) 1 (5.3 ) 2 (10.5) 

  Bone marrow failure 1 (5.3 ) 1 (5.3 ) 0 

  Lymphopenia 1 (5.3 ) 1 (5.3 ) 0 

Gastrointestinal disorders    



  

  

3160 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (15.8) 3 (15.8) 0 

  Constipation 1 (5.3 ) 1 (5.3 ) 0 

  Dental caries 1 (5.3 ) 1 (5.3 ) 0 

  Stomatitis 1 (5.3 ) 1 (5.3 ) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Puncture site haemorrhage 1 (5.3 ) 1 (5.3 ) 0 

Hepatobiliary disorders    

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Hepatocellular injury 1 (5.3 ) 1 (5.3 ) 0 

Immune system disorders    

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Cell-mediated immune deficiency 1 (5.3 ) 1 (5.3 ) 0 

Infections and infestations    

  -Total 7 (36.8) 4 (21.1) 3 (15.8) 

  Septic shock 2 (10.5) 0 2 (10.5) 

  Device related infection 1 (5.3 ) 1 (5.3 ) 0 



  

  

3161 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Infection 1 (5.3 ) 1 (5.3 ) 0 

  Neutropenic infection 1 (5.3 ) 1 (5.3 ) 0 

  Periorbital cellulitis 1 (5.3 ) 1 (5.3 ) 0 

  Sepsis 1 (5.3 ) 0 1 (5.3 ) 

  Varicella 1 (5.3 ) 1 (5.3 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (10.5) 2 (10.5) 0 

  Infusion related reaction 1 (5.3 ) 1 (5.3 ) 0 

  Transfusion reaction 1 (5.3 ) 1 (5.3 ) 0 

Investigations    

  -Total 2 (10.5) 1 (5.3 ) 1 (5.3 ) 

  Alanine aminotransferase increased 1 (5.3 ) 1 (5.3 ) 0 

  C-reactive protein increased 1 (5.3 ) 1 (5.3 ) 0 

  Platelet count decreased 1 (5.3 ) 0 1 (5.3 ) 

Nervous system disorders    

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Depressed level of consciousness 1 (5.3 ) 1 (5.3 ) 0 



  

  

3162 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Encephalopathy 1 (5.3 ) 1 (5.3 ) 0 

Psychiatric disorders    

  -Total 2 (10.5) 2 (10.5) 0 

  Abnormal behaviour 1 (5.3 ) 1 (5.3 ) 0 

  Confusional state 1 (5.3 ) 1 (5.3 ) 0 

  Depression 1 (5.3 ) 1 (5.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (5.3 ) 0 1 (5.3 ) 

  Pneumonia aspiration 1 (5.3 ) 0 1 (5.3 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 159a 

Severe adverse events (AE CTCAE Grade 3/4) before study treatment that occurred in at least 5% of the patients OR (in 

at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

14 (77.8) 6 (33.3) 8 (44.4) 

Blood and lymphatic system disorders    

  -Total 9 (50.0) 7 (38.9) 2 (11.1) 

  Febrile neutropenia 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Anaemia 2 (11.1) 2 (11.1) 0 

  Neutropenia 2 (11.1) 2 (11.1) 0 

  Thrombocytopenia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Bone marrow failure 1 (5.6 ) 1 (5.6 ) 0 

Cardiac disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 



  

  

3165 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Coronary artery dilatation 1 (5.6 ) 1 (5.6 ) 0 

Endocrine disorders    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Hypercalcaemia of malignancy 1 (5.6 ) 0 1 (5.6 ) 

Gastrointestinal disorders    

  -Total 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Gastrointestinal haemorrhage 1 (5.6 ) 0 1 (5.6 ) 

  Neutropenic colitis 1 (5.6 ) 1 (5.6 ) 0 

  Rectal haemorrhage 1 (5.6 ) 1 (5.6 ) 0 

  Stomatitis 1 (5.6 ) 1 (5.6 ) 0 

Immune system disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 1 (5.6 ) 0 

Infections and infestations    

  -Total 8 (44.4) 6 (33.3) 2 (11.1) 

  Pneumonia 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Neutropenic infection 2 (11.1) 2 (11.1) 0 



  

  

3166 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Cellulitis orbital 1 (5.6 ) 0 1 (5.6 ) 

  Human herpesvirus 6 infection 1 (5.6 ) 1 (5.6 ) 0 

  Listeria sepsis 1 (5.6 ) 0 1 (5.6 ) 

  Post procedural infection 1 (5.6 ) 1 (5.6 ) 0 

  Pseudomonas infection 1 (5.6 ) 1 (5.6 ) 0 

  Respiratory tract infection fungal 1 (5.6 ) 1 (5.6 ) 0 

  Sepsis 1 (5.6 ) 1 (5.6 ) 0 

  Staphylococcal infection 1 (5.6 ) 1 (5.6 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Toxicity to various agents 1 (5.6 ) 1 (5.6 ) 0 

Investigations    

  -Total 7 (38.9) 3 (16.7) 4 (22.2) 

  White blood cell count decreased 5 (27.8) 3 (16.7) 2 (11.1) 

  Neutrophil count decreased 2 (11.1) 0 2 (11.1) 

  Platelet count decreased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  C-reactive protein increased 1 (5.6 ) 1 (5.6 ) 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Metabolism and nutrition disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Hyperglycaemia 1 (5.6 ) 1 (5.6 ) 0 

  Hypophosphataemia 1 (5.6 ) 1 (5.6 ) 0 

  Tumour lysis syndrome 1 (5.6 ) 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Bone pain 1 (5.6 ) 1 (5.6 ) 0 

Nervous system disorders    

  -Total 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Intracranial pressure increased 1 (5.6 ) 0 1 (5.6 ) 

  Neurological symptom 1 (5.6 ) 1 (5.6 ) 0 

  Seizure 1 (5.6 ) 1 (5.6 ) 0 

  Somnolence 1 (5.6 ) 1 (5.6 ) 0 

Product issues    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Manufacturing product shipping issue 1 (5.6 ) 0 1 (5.6 ) 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Renal and urinary disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Acute kidney injury 1 (5.6 ) 1 (5.6 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Epistaxis 1 (5.6 ) 1 (5.6 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Toxic skin eruption 1 (5.6 ) 1 (5.6 ) 0 

Vascular disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Hypotension 1 (5.6 ) 1 (5.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 159b 

Severe adverse events (AE CTCAE Grade 3/4) before study treatment that occurred in at least 5% of the patients OR (in 

at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

30 (68.2) 14 (31.8) 16 (36.4) 

Blood and lymphatic system disorders    

  -Total 21 (47.7) 14 (31.8) 7 (15.9) 

  Febrile neutropenia 11 (25.0) 10 (22.7) 1 (2.3 ) 

  Anaemia 8 (18.2) 8 (18.2) 0 

  Neutropenia 7 (15.9) 5 (11.4) 2 (4.5 ) 

  Thrombocytopenia 6 (13.6) 2 (4.5 ) 4 (9.1 ) 

  Leukopenia 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 

Gastrointestinal disorders    

  -Total 2 (4.5 ) 2 (4.5 ) 0 

  Stomatitis 2 (4.5 ) 2 (4.5 ) 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 2 (4.5 ) 2 (4.5 ) 0 

  Pyrexia 2 (4.5 ) 2 (4.5 ) 0 

Hepatobiliary disorders    

  -Total 1 (2.3 ) 1 (2.3 ) 0 

  Hepatocellular injury 1 (2.3 ) 1 (2.3 ) 0 

Infections and infestations    

  -Total 1 (2.3 ) 0 1 (2.3 ) 

  Sepsis 1 (2.3 ) 0 1 (2.3 ) 

Investigations    

  -Total 15 (34.1) 4 (9.1 ) 11 (25.0) 

  Platelet count decreased 8 (18.2) 1 (2.3 ) 7 (15.9) 

  White blood cell count decreased 6 (13.6) 4 (9.1 ) 2 (4.5 ) 

  Neutrophil count decreased 4 (9.1 ) 0 4 (9.1 ) 

Metabolism and nutrition disorders    

  -Total 3 (6.8 ) 3 (6.8 ) 0 

  Hypokalaemia 3 (6.8 ) 3 (6.8 ) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 159b 

Severe adverse events (AE CTCAE Grade 3/4) before study treatment that occurred in at least 5% of the patients OR (in 

at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

16 (53.3) 9 (30.0) 7 (23.3) 

Blood and lymphatic system disorders    

  -Total 10 (33.3) 7 (23.3) 3 (10.0) 

  Anaemia 5 (16.7) 5 (16.7) 0 

  Febrile neutropenia 5 (16.7) 5 (16.7) 0 

  Neutropenia 3 (10.0) 1 (3.3 ) 2 (6.7 ) 

  Thrombocytopenia 2 (6.7 ) 0 2 (6.7 ) 

Gastrointestinal disorders    

  -Total 4 (13.3) 4 (13.3) 0 

  Stomatitis 3 (10.0) 3 (10.0) 0 

  Anal fissure 2 (6.7 ) 2 (6.7 ) 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

General disorders and administration 
site conditions 

   

  -Total 2 (6.7 ) 2 (6.7 ) 0 

  Pyrexia 2 (6.7 ) 2 (6.7 ) 0 

Hepatobiliary disorders    

  -Total 2 (6.7 ) 2 (6.7 ) 0 

  Hepatocellular injury 2 (6.7 ) 2 (6.7 ) 0 

Infections and infestations    

  -Total 4 (13.3) 3 (10.0) 1 (3.3 ) 

  Device related infection 2 (6.7 ) 2 (6.7 ) 0 

  Sepsis 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

Investigations    

  -Total 6 (20.0) 1 (3.3 ) 5 (16.7) 

  Neutrophil count decreased 4 (13.3) 1 (3.3 ) 3 (10.0) 

  White blood cell count decreased 4 (13.3) 0 4 (13.3) 

  Platelet count decreased 3 (10.0) 1 (3.3 ) 2 (6.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 159c 

Severe adverse events (AE CTCAE Grade 3/4) before study treatment that occurred in at least 5% of the patients OR (in 

at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 1 (100) 0 

Blood and lymphatic system disorders    

  -Total 1 (100) 1 (100) 0 

  Febrile neutropenia 1 (100) 1 (100) 0 

  Neutropenia 1 (100) 1 (100) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (100) 1 (100) 0 

  Puncture site haemorrhage 1 (100) 1 (100) 0 

Infections and infestations    

  -Total 1 (100) 1 (100) 0 

  Infection 1 (100) 1 (100) 0 
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Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (100) 1 (100) 0 

  Transfusion reaction 1 (100) 1 (100) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t159_gd_b2001x.sas@@/main/1 25JUN21:17:07                                        Final 

 
  



  

  

3179 

 



  

  

3180 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 159c 

Severe adverse events (AE CTCAE Grade 3/4) before study treatment that occurred in at least 5% of the patients OR (in 

at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

40 (54.8) 18 (24.7) 22 (30.1) 

Blood and lymphatic system disorders    

  -Total 30 (41.1) 20 (27.4) 10 (13.7) 

  Febrile neutropenia 15 (20.5) 14 (19.2) 1 (1.4 ) 

  Anaemia 13 (17.8) 13 (17.8) 0 

  Neutropenia 9 (12.3) 5 (6.8 ) 4 (5.5 ) 

  Thrombocytopenia 8 (11.0) 2 (2.7 ) 6 (8.2 ) 

  Leukopenia 4 (5.5 ) 1 (1.4 ) 3 (4.1 ) 

Gastrointestinal disorders    

  -Total 5 (6.8 ) 5 (6.8 ) 0 

  Stomatitis 5 (6.8 ) 5 (6.8 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 4 (5.5 ) 4 (5.5 ) 0 

  Pyrexia 4 (5.5 ) 4 (5.5 ) 0 

Investigations    

  -Total 21 (28.8) 5 (6.8 ) 16 (21.9) 

  Platelet count decreased 11 (15.1) 2 (2.7 ) 9 (12.3) 

  White blood cell count decreased 10 (13.7) 4 (5.5 ) 6 (8.2 ) 

  Neutrophil count decreased 8 (11.0) 1 (1.4 ) 7 (9.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 159d 

Severe adverse events (AE CTCAE Grade 3/4) before study treatment that occurred in at least 5% of the patients OR (in 

at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

30 (56.6) 22 (41.5) 8 (15.1) 

Blood and lymphatic system disorders    

  -Total 15 (28.3) 13 (24.5) 2 (3.8 ) 

  Febrile neutropenia 9 (17.0) 9 (17.0) 0 

  Neutropenia 6 (11.3) 5 (9.4 ) 1 (1.9 ) 

  Leukopenia 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 

  Anaemia 2 (3.8 ) 2 (3.8 ) 0 

  Bone marrow failure 2 (3.8 ) 2 (3.8 ) 0 

  Thrombocytopenia 1 (1.9 ) 0 1 (1.9 ) 

Gastrointestinal disorders    

  -Total 5 (9.4 ) 5 (9.4 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

  Stomatitis 5 (9.4 ) 5 (9.4 ) 0 

  Anal fissure 1 (1.9 ) 1 (1.9 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (3.8 ) 2 (3.8 ) 0 

  Pyrexia 2 (3.8 ) 2 (3.8 ) 0 

Hepatobiliary disorders    

  -Total 3 (5.7 ) 3 (5.7 ) 0 

  Hepatocellular injury 3 (5.7 ) 3 (5.7 ) 0 

Immune system disorders    

  -Total 1 (1.9 ) 1 (1.9 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (1.9 ) 1 (1.9 ) 0 

Infections and infestations    

  -Total 8 (15.1) 5 (9.4 ) 3 (5.7 ) 

  Neutropenic infection 3 (5.7 ) 3 (5.7 ) 0 

  Sepsis 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 

  Pneumonia 1 (1.9 ) 0 1 (1.9 ) 

  Staphylococcal infection 1 (1.9 ) 1 (1.9 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

Investigations    

  -Total 7 (13.2) 3 (5.7 ) 4 (7.5 ) 

  Platelet count decreased 4 (7.5 ) 2 (3.8 ) 2 (3.8 ) 

  White blood cell count decreased 4 (7.5 ) 2 (3.8 ) 2 (3.8 ) 

  Neutrophil count decreased 2 (3.8 ) 0 2 (3.8 ) 

Metabolism and nutrition disorders    

  -Total 1 (1.9 ) 1 (1.9 ) 0 

  Hypophosphataemia 1 (1.9 ) 1 (1.9 ) 0 

Nervous system disorders    

  -Total 1 (1.9 ) 1 (1.9 ) 0 

  Headache 1 (1.9 ) 1 (1.9 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 159d 

Severe adverse events (AE CTCAE Grade 3/4) before study treatment that occurred in at least 5% of the patients OR (in 

at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

16 (88.9) 2 (11.1) 14 (77.8) 

Blood and lymphatic system disorders    

  -Total 15 (83.3) 7 (38.9) 8 (44.4) 

  Anaemia 9 (50.0) 9 (50.0) 0 

  Thrombocytopenia 7 (38.9) 2 (11.1) 5 (27.8) 

  Febrile neutropenia 5 (27.8) 4 (22.2) 1 (5.6 ) 

  Neutropenia 4 (22.2) 1 (5.6 ) 3 (16.7) 

  Bone marrow failure 1 (5.6 ) 1 (5.6 ) 0 

  Leukopenia 1 (5.6 ) 0 1 (5.6 ) 

Cardiac disorders    

  -Total 1 (5.6 ) 0 1 (5.6 ) 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Pericardial effusion 1 (5.6 ) 0 1 (5.6 ) 

Gastrointestinal disorders    

  -Total 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Abdominal pain 1 (5.6 ) 1 (5.6 ) 0 

  Anal fissure 1 (5.6 ) 1 (5.6 ) 0 

  Anal fistula 1 (5.6 ) 1 (5.6 ) 0 

  Diarrhoea 1 (5.6 ) 1 (5.6 ) 0 

  Nausea 1 (5.6 ) 1 (5.6 ) 0 

  Pancreatitis acute 1 (5.6 ) 0 1 (5.6 ) 

General disorders and administration 
site conditions 

   

  -Total 2 (11.1) 2 (11.1) 0 

  Pain 1 (5.6 ) 1 (5.6 ) 0 

  Pyrexia 1 (5.6 ) 1 (5.6 ) 0 

Immune system disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 1 (5.6 ) 0 

Infections and infestations    
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  -Total 7 (38.9) 5 (27.8) 2 (11.1) 

  Pneumonia 2 (11.1) 2 (11.1) 0 

  Bacterial pyelonephritis 1 (5.6 ) 1 (5.6 ) 0 

  Enterococcal sepsis 1 (5.6 ) 1 (5.6 ) 0 

  Escherichia bacteraemia 1 (5.6 ) 0 1 (5.6 ) 

  Listeria sepsis 1 (5.6 ) 0 1 (5.6 ) 

  Oral candidiasis 1 (5.6 ) 1 (5.6 ) 0 

  Periorbital cellulitis 1 (5.6 ) 1 (5.6 ) 0 

  Pneumonia fungal 1 (5.6 ) 1 (5.6 ) 0 

  Staphylococcal infection 1 (5.6 ) 1 (5.6 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (11.1) 2 (11.1) 0 

  Gastrostomy tube site complication 1 (5.6 ) 1 (5.6 ) 0 

  Infusion related reaction 1 (5.6 ) 1 (5.6 ) 0 

Investigations    

  -Total 11 (61.1) 1 (5.6 ) 10 (55.6) 

  Platelet count decreased 5 (27.8) 0 5 (27.8) 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  White blood cell count decreased 5 (27.8) 2 (11.1) 3 (16.7) 

  Neutrophil count decreased 3 (16.7) 0 3 (16.7) 

  Alanine aminotransferase increased 2 (11.1) 2 (11.1) 0 

  Aspartate aminotransferase 
increased 

2 (11.1) 2 (11.1) 0 

  Lipase increased 1 (5.6 ) 1 (5.6 ) 0 

  Oxygen saturation decreased 1 (5.6 ) 1 (5.6 ) 0 

Metabolism and nutrition disorders    

  -Total 3 (16.7) 3 (16.7) 0 

  Decreased appetite 2 (11.1) 2 (11.1) 0 

  Hypokalaemia 2 (11.1) 2 (11.1) 0 

  Hyperglycaemia 1 (5.6 ) 1 (5.6 ) 0 

  Hypophosphataemia 1 (5.6 ) 1 (5.6 ) 0 

  Tumour lysis syndrome 1 (5.6 ) 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (11.1) 2 (11.1) 0 

  Back pain 1 (5.6 ) 1 (5.6 ) 0 

  Neck pain 1 (5.6 ) 1 (5.6 ) 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Neoplasm of orbit 1 (5.6 ) 0 1 (5.6 ) 

Nervous system disorders    

  -Total 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Depressed level of consciousness 1 (5.6 ) 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 1 (5.6 ) 0 

  Headache 1 (5.6 ) 1 (5.6 ) 0 

  Intracranial pressure increased 1 (5.6 ) 0 1 (5.6 ) 

  Neurological symptom 1 (5.6 ) 1 (5.6 ) 0 

Product issues    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Manufacturing product shipping issue 1 (5.6 ) 0 1 (5.6 ) 

Psychiatric disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Abnormal behaviour 1 (5.6 ) 1 (5.6 ) 0 

  Confusional state 1 (5.6 ) 1 (5.6 ) 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Renal and urinary disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Acute kidney injury 1 (5.6 ) 1 (5.6 ) 0 

  Renal impairment 1 (5.6 ) 1 (5.6 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (16.7) 3 (16.7) 0 

  Hypoxia 2 (11.1) 2 (11.1) 0 

  Epistaxis 1 (5.6 ) 1 (5.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 159d 

Severe adverse events (AE CTCAE Grade 3/4) before study treatment that occurred in at least 5% of the patients OR (in 

at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

3 (100) 1 (33.3) 2 (66.7) 

Blood and lymphatic system disorders    

  -Total 3 (100) 3 (100) 0 

  Anaemia 2 (66.7) 2 (66.7) 0 

  Febrile neutropenia 2 (66.7) 2 (66.7) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Pyrexia 1 (33.3) 1 (33.3) 0 

Immune system disorders    

  -Total 1 (33.3) 1 (33.3) 0 
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Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Anaphylactic reaction 1 (33.3) 1 (33.3) 0 

Infections and infestations    

  -Total 2 (66.7) 2 (66.7) 0 

  Croup infectious 1 (33.3) 1 (33.3) 0 

  Otitis externa 1 (33.3) 1 (33.3) 0 

Investigations    

  -Total 3 (100) 1 (33.3) 2 (66.7) 

  Neutrophil count decreased 3 (100) 1 (33.3) 2 (66.7) 

  Platelet count decreased 2 (66.7) 0 2 (66.7) 

  White blood cell count decreased 1 (33.3) 0 1 (33.3) 

Metabolism and nutrition disorders    

  -Total 1 (33.3) 1 (33.3) 0 

  Hypokalaemia 1 (33.3) 1 (33.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 159e 

Severe adverse events (AE CTCAE Grade 3/4) before study treatment that occurred in at least 5% of the patients OR (in 

at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

26 (57.8) 12 (26.7) 14 (31.1) 

Blood and lymphatic system disorders    

  -Total 18 (40.0) 12 (26.7) 6 (13.3) 

  Febrile neutropenia 8 (17.8) 7 (15.6) 1 (2.2 ) 

  Anaemia 7 (15.6) 7 (15.6) 0 

  Neutropenia 7 (15.6) 5 (11.1) 2 (4.4 ) 

  Thrombocytopenia 4 (8.9 ) 0 4 (8.9 ) 

  Leukopenia 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 

  Bone marrow failure 1 (2.2 ) 1 (2.2 ) 0 

Gastrointestinal disorders    

  -Total 2 (4.4 ) 2 (4.4 ) 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Stomatitis 2 (4.4 ) 2 (4.4 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (4.4 ) 2 (4.4 ) 0 

  Pyrexia 2 (4.4 ) 2 (4.4 ) 0 

Infections and infestations    

  -Total 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 

  Sepsis 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 

Investigations    

  -Total 15 (33.3) 5 (11.1) 10 (22.2) 

  Platelet count decreased 7 (15.6) 2 (4.4 ) 5 (11.1) 

  White blood cell count decreased 6 (13.3) 3 (6.7 ) 3 (6.7 ) 

  Neutrophil count decreased 5 (11.1) 1 (2.2 ) 4 (8.9 ) 

Metabolism and nutrition disorders    

  -Total 1 (2.2 ) 1 (2.2 ) 0 

  Hypokalaemia 1 (2.2 ) 1 (2.2 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 159e 

Severe adverse events (AE CTCAE Grade 3/4) before study treatment that occurred in at least 5% of the patients OR (in 

at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

19 (65.5) 8 (27.6) 11 (37.9) 

Blood and lymphatic system disorders    

  -Total 15 (51.7) 11 (37.9) 4 (13.8) 

  Febrile neutropenia 8 (27.6) 8 (27.6) 0 

  Anaemia 6 (20.7) 6 (20.7) 0 

  Thrombocytopenia 4 (13.8) 2 (6.9 ) 2 (6.9 ) 

  Neutropenia 3 (10.3) 1 (3.4 ) 2 (6.9 ) 

  Bone marrow failure 2 (6.9 ) 2 (6.9 ) 0 

  Leukopenia 2 (6.9 ) 0 2 (6.9 ) 

Gastrointestinal disorders    

  -Total 3 (10.3) 3 (10.3) 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Stomatitis 3 (10.3) 3 (10.3) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (6.9 ) 2 (6.9 ) 0 

  Pyrexia 2 (6.9 ) 2 (6.9 ) 0 

Immune system disorders    

  -Total 2 (6.9 ) 2 (6.9 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (6.9 ) 2 (6.9 ) 0 

Investigations    

  -Total 6 (20.7) 0 6 (20.7) 

  Platelet count decreased 4 (13.8) 0 4 (13.8) 

  White blood cell count decreased 4 (13.8) 1 (3.4 ) 3 (10.3) 

  Neutrophil count decreased 3 (10.3) 0 3 (10.3) 

  Aspartate aminotransferase 
increased 

2 (6.9 ) 2 (6.9 ) 0 

Metabolism and nutrition disorders    

  -Total 2 (6.9 ) 2 (6.9 ) 0 

  Hypokalaemia 2 (6.9 ) 2 (6.9 ) 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (6.9 ) 0 2 (6.9 ) 

  Acute lymphocytic leukaemia 2 (6.9 ) 0 2 (6.9 ) 

Nervous system disorders    

  -Total 2 (6.9 ) 2 (6.9 ) 0 

  Headache 2 (6.9 ) 2 (6.9 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 159f 

Severe adverse events (AE CTCAE Grade 3/4) before study treatment that occurred in at least 5% of the patients OR (in 

at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

14 (51.9) 8 (29.6) 6 (22.2) 

Blood and lymphatic system disorders    

  -Total 10 (37.0) 8 (29.6) 2 (7.4 ) 

  Febrile neutropenia 6 (22.2) 6 (22.2) 0 

  Anaemia 4 (14.8) 4 (14.8) 0 

  Neutropenia 3 (11.1) 2 (7.4 ) 1 (3.7 ) 

  Thrombocytopenia 2 (7.4 ) 0 2 (7.4 ) 

  Leukopenia 1 (3.7 ) 0 1 (3.7 ) 

Infections and infestations    

  -Total 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

  Sepsis 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

Investigations    
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 7 (25.9) 4 (14.8) 3 (11.1) 

  White blood cell count decreased 4 (14.8) 3 (11.1) 1 (3.7 ) 

  Platelet count decreased 3 (11.1) 1 (3.7 ) 2 (7.4 ) 

  Neutrophil count decreased 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 159f 

Severe adverse events (AE CTCAE Grade 3/4) before study treatment that occurred in at least 5% of the patients OR (in 

at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

30 (68.2) 14 (31.8) 16 (36.4) 

Blood and lymphatic system disorders    

  -Total 20 (45.5) 13 (29.5) 7 (15.9) 

  Febrile neutropenia 10 (22.7) 9 (20.5) 1 (2.3 ) 

  Anaemia 9 (20.5) 9 (20.5) 0 

  Neutropenia 6 (13.6) 4 (9.1 ) 2 (4.5 ) 

  Thrombocytopenia 6 (13.6) 2 (4.5 ) 4 (9.1 ) 

  Leukopenia 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 

Gastrointestinal disorders    

  -Total 5 (11.4) 5 (11.4) 0 

  Stomatitis 5 (11.4) 5 (11.4) 0 

  Anal fissure 1 (2.3 ) 1 (2.3 ) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 4 (9.1 ) 4 (9.1 ) 0 

  Pyrexia 4 (9.1 ) 4 (9.1 ) 0 

Hepatobiliary disorders    

  -Total 2 (4.5 ) 2 (4.5 ) 0 

  Hepatocellular injury 2 (4.5 ) 2 (4.5 ) 0 

Infections and infestations    

  -Total 5 (11.4) 4 (9.1 ) 1 (2.3 ) 

  Neutropenic infection 3 (6.8 ) 3 (6.8 ) 0 

  Sepsis 1 (2.3 ) 0 1 (2.3 ) 

  Staphylococcal infection 1 (2.3 ) 1 (2.3 ) 0 

Investigations    

  -Total 13 (29.5) 1 (2.3 ) 12 (27.3) 

  Platelet count decreased 8 (18.2) 1 (2.3 ) 7 (15.9) 

  Neutrophil count decreased 6 (13.6) 0 6 (13.6) 

  White blood cell count decreased 5 (11.4) 1 (2.3 ) 4 (9.1 ) 

Metabolism and nutrition disorders    

  -Total 3 (6.8 ) 3 (6.8 ) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypokalaemia 3 (6.8 ) 3 (6.8 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 159f 

Severe adverse events (AE CTCAE Grade 3/4) before study treatment that occurred in at least 5% of the patients OR (in 

at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (66.7) 1 (33.3) 1 (33.3) 

Blood and lymphatic system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Neutropenia 1 (33.3) 0 1 (33.3) 

Gastrointestinal disorders    

  -Total 1 (33.3) 1 (33.3) 0 

  Anal fissure 1 (33.3) 1 (33.3) 0 

  Anal fistula 1 (33.3) 1 (33.3) 0 

Hepatobiliary disorders    

  -Total 1 (33.3) 1 (33.3) 0 

  Hepatocellular injury 1 (33.3) 1 (33.3) 0 
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Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

  -Total 1 (33.3) 1 (33.3) 0 

  Pneumonia fungal 1 (33.3) 1 (33.3) 0 

  Staphylococcal infection 1 (33.3) 1 (33.3) 0 

Investigations    

  -Total 1 (33.3) 0 1 (33.3) 

  Oxygen saturation decreased 1 (33.3) 1 (33.3) 0 

  White blood cell count decreased 1 (33.3) 0 1 (33.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 159g 

Severe adverse events (AE CTCAE Grade 3/4) before study treatment that occurred in at least 5% of the patients OR (in 

at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

6 (85.7) 3 (42.9) 3 (42.9) 

Blood and lymphatic system disorders    

  -Total 4 (57.1) 2 (28.6) 2 (28.6) 

  Febrile neutropenia 2 (28.6) 2 (28.6) 0 

  Neutropenia 2 (28.6) 2 (28.6) 0 

  Leukopenia 1 (14.3) 0 1 (14.3) 

  Lymphopenia 1 (14.3) 1 (14.3) 0 

  Thrombocytopenia 1 (14.3) 0 1 (14.3) 

Gastrointestinal disorders    

  -Total 3 (42.9) 3 (42.9) 0 

  Constipation 1 (14.3) 1 (14.3) 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nausea 1 (14.3) 1 (14.3) 0 

  Stomatitis 1 (14.3) 1 (14.3) 0 

General disorders and administration 
site conditions 

   

  -Total 3 (42.9) 3 (42.9) 0 

  Pain 1 (14.3) 1 (14.3) 0 

  Puncture site haemorrhage 1 (14.3) 1 (14.3) 0 

  Pyrexia 1 (14.3) 1 (14.3) 0 

Immune system disorders    

  -Total 2 (28.6) 2 (28.6) 0 

  Cell-mediated immune deficiency 1 (14.3) 1 (14.3) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (14.3) 1 (14.3) 0 

Infections and infestations    

  -Total 3 (42.9) 2 (28.6) 1 (14.3) 

  Central nervous system infection 1 (14.3) 0 1 (14.3) 

  Infection 1 (14.3) 1 (14.3) 0 

  Oral candidiasis 1 (14.3) 1 (14.3) 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (28.6) 2 (28.6) 0 

  Gastrostomy tube site complication 1 (14.3) 1 (14.3) 0 

  Transfusion reaction 1 (14.3) 1 (14.3) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (14.3) 1 (14.3) 0 

  Neck pain 1 (14.3) 1 (14.3) 0 

Nervous system disorders    

  -Total 1 (14.3) 1 (14.3) 0 

  Seizure 1 (14.3) 1 (14.3) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (14.3) 1 (14.3) 0 

  Hypoxia 1 (14.3) 1 (14.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 
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- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 159g 

Severe adverse events (AE CTCAE Grade 3/4) before study treatment that occurred in at least 5% of the patients OR (in 

at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

19 (59.4) 8 (25.0) 11 (34.4) 

Blood and lymphatic system disorders    

  -Total 11 (34.4) 9 (28.1) 2 (6.3 ) 

  Febrile neutropenia 6 (18.8) 6 (18.8) 0 

  Anaemia 5 (15.6) 5 (15.6) 0 

  Thrombocytopenia 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 

  Neutropenia 2 (6.3 ) 2 (6.3 ) 0 

  Bone marrow failure 1 (3.1 ) 1 (3.1 ) 0 

  Leukopenia 1 (3.1 ) 0 1 (3.1 ) 

Gastrointestinal disorders    

  -Total 2 (6.3 ) 2 (6.3 ) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Stomatitis 2 (6.3 ) 2 (6.3 ) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (3.1 ) 1 (3.1 ) 0 

  Pyrexia 1 (3.1 ) 1 (3.1 ) 0 

Hepatobiliary disorders    

  -Total 1 (3.1 ) 1 (3.1 ) 0 

  Hepatocellular injury 1 (3.1 ) 1 (3.1 ) 0 

Immune system disorders    

  -Total 1 (3.1 ) 1 (3.1 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.1 ) 1 (3.1 ) 0 

Infections and infestations    

  -Total 6 (18.8) 4 (12.5) 2 (6.3 ) 

  Device related infection 2 (6.3 ) 2 (6.3 ) 0 

  Sepsis 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 

  Neutropenic infection 1 (3.1 ) 1 (3.1 ) 0 

  Pneumonia 1 (3.1 ) 0 1 (3.1 ) 

Investigations    
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 6 (18.8) 0 6 (18.8) 

  White blood cell count decreased 4 (12.5) 1 (3.1 ) 3 (9.4 ) 

  Platelet count decreased 3 (9.4 ) 0 3 (9.4 ) 

  Neutrophil count decreased 2 (6.3 ) 0 2 (6.3 ) 

Metabolism and nutrition disorders    

  -Total 1 (3.1 ) 1 (3.1 ) 0 

  Hypokalaemia 1 (3.1 ) 1 (3.1 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (6.3 ) 0 2 (6.3 ) 

  Acute lymphocytic leukaemia 2 (6.3 ) 0 2 (6.3 ) 

Nervous system disorders    

  -Total 3 (9.4 ) 3 (9.4 ) 0 

  Headache 2 (6.3 ) 2 (6.3 ) 0 

  Seizure 1 (3.1 ) 1 (3.1 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (3.1 ) 1 (3.1 ) 0 

  Hypoxia 1 (3.1 ) 1 (3.1 ) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 159g 

Severe adverse events (AE CTCAE Grade 3/4) before study treatment that occurred in at least 5% of the patients OR (in 

at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

16 (72.7) 8 (36.4) 8 (36.4) 

Blood and lymphatic system disorders    

  -Total 12 (54.5) 8 (36.4) 4 (18.2) 

  Anaemia 6 (27.3) 6 (27.3) 0 

  Febrile neutropenia 6 (27.3) 5 (22.7) 1 (4.5 ) 

  Neutropenia 4 (18.2) 1 (4.5 ) 3 (13.6) 

  Bone marrow failure 1 (4.5 ) 1 (4.5 ) 0 

  Thrombocytopenia 1 (4.5 ) 0 1 (4.5 ) 

Gastrointestinal disorders    

  -Total 2 (9.1 ) 2 (9.1 ) 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Stomatitis 2 (9.1 ) 2 (9.1 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (9.1 ) 2 (9.1 ) 0 

  Pyrexia 2 (9.1 ) 2 (9.1 ) 0 

Hepatobiliary disorders    

  -Total 2 (9.1 ) 2 (9.1 ) 0 

  Hepatocellular injury 2 (9.1 ) 2 (9.1 ) 0 

Infections and infestations    

  -Total 3 (13.6) 3 (13.6) 0 

  Neutropenic infection 2 (9.1 ) 2 (9.1 ) 0 

  Pneumonia 1 (4.5 ) 1 (4.5 ) 0 

Investigations    

  -Total 8 (36.4) 1 (4.5 ) 7 (31.8) 

  Platelet count decreased 5 (22.7) 0 5 (22.7) 

  Neutrophil count decreased 4 (18.2) 1 (4.5 ) 3 (13.6) 

  Alanine aminotransferase increased 2 (9.1 ) 2 (9.1 ) 0 

  White blood cell count decreased 2 (9.1 ) 0 2 (9.1 ) 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders    

  -Total 2 (9.1 ) 2 (9.1 ) 0 

  Hypokalaemia 2 (9.1 ) 2 (9.1 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 159g 

Severe adverse events (AE CTCAE Grade 3/4) before study treatment that occurred in at least 5% of the patients OR (in 

at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

12 (92.3) 4 (30.8) 8 (61.5) 

Blood and lymphatic system disorders    

  -Total 6 (46.2) 4 (30.8) 2 (15.4) 

  Thrombocytopenia 3 (23.1) 1 (7.7 ) 2 (15.4) 

  Anaemia 2 (15.4) 2 (15.4) 0 

  Febrile neutropenia 2 (15.4) 2 (15.4) 0 

  Leukopenia 2 (15.4) 1 (7.7 ) 1 (7.7 ) 

  Neutropenia 2 (15.4) 1 (7.7 ) 1 (7.7 ) 

  Bone marrow failure 1 (7.7 ) 1 (7.7 ) 0 

Endocrine disorders    
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (7.7 ) 0 1 (7.7 ) 

  Hypercalcaemia of malignancy 1 (7.7 ) 0 1 (7.7 ) 

Gastrointestinal disorders    

  -Total 1 (7.7 ) 0 1 (7.7 ) 

  Gastrointestinal haemorrhage 1 (7.7 ) 0 1 (7.7 ) 

Infections and infestations    

  -Total 3 (23.1) 2 (15.4) 1 (7.7 ) 

  Pneumonia 1 (7.7 ) 1 (7.7 ) 0 

  Respiratory tract infection fungal 1 (7.7 ) 1 (7.7 ) 0 

  Sepsis 1 (7.7 ) 0 1 (7.7 ) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (7.7 ) 1 (7.7 ) 0 

  Infusion related reaction 1 (7.7 ) 1 (7.7 ) 0 

Investigations    

  -Total 7 (53.8) 4 (30.8) 3 (23.1) 

  White blood cell count decreased 4 (30.8) 3 (23.1) 1 (7.7 ) 

  Platelet count decreased 3 (23.1) 2 (15.4) 1 (7.7 ) 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 2 (15.4) 0 2 (15.4) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (7.7 ) 1 (7.7 ) 0 

  Bone pain 1 (7.7 ) 1 (7.7 ) 0 

Nervous system disorders    

  -Total 1 (7.7 ) 0 1 (7.7 ) 

  Intracranial pressure increased 1 (7.7 ) 0 1 (7.7 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (15.4) 1 (7.7 ) 1 (7.7 ) 

  Epistaxis 1 (7.7 ) 1 (7.7 ) 0 

  Pneumonia aspiration 1 (7.7 ) 0 1 (7.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 
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grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t159_gd_b2001x.sas@@/main/1 25JUN21:17:07                                        Final 
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Tabl e 160a => Severe adverse events  (AE CTC AE Grade 3/4)  during l ymphodepleting peri od that occurr ed i n at least 5% of the patients OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents), r egardl ess of rel ationship to l ymphodepleti ng chemother apy, by pri mar y system organ cl ass, pr eferred term, maximum CTC  grade and Age (Enroll ed set - Patients who recei ved l ymphodepleti ng chemother apy ) 
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Table 160a 

Severe adverse events (AE CTCAE Grade 3/4) during lymphodepleting period that occurred in at least 5% of the patients 

OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

13 (39.4) 6 (18.2) 7 (21.2) 

Blood and lymphatic system disorders    

  -Total 7 (21.2) 6 (18.2) 1 (3.0 ) 

  Anaemia 4 (12.1) 4 (12.1) 0 

  Febrile neutropenia 2 (6.1 ) 2 (6.1 ) 0 

  Neutropenia 1 (3.0 ) 0 1 (3.0 ) 

General disorders and administration 
site conditions 

   

  -Total 2 (6.1 ) 2 (6.1 ) 0 

  Pyrexia 2 (6.1 ) 2 (6.1 ) 0 

Infections and infestations    



  

  

3229 

Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 2 (6.1 ) 2 (6.1 ) 0 

  Bacteraemia 2 (6.1 ) 2 (6.1 ) 0 

Investigations    

  -Total 7 (21.2) 1 (3.0 ) 6 (18.2) 

  Neutrophil count decreased 6 (18.2) 1 (3.0 ) 5 (15.2) 

  White blood cell count decreased 5 (15.2) 0 5 (15.2) 

  Platelet count decreased 1 (3.0 ) 0 1 (3.0 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t160_gd_b2001x.sas@@/main/2 25JUN21:17:08                                        Final 
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Table 160a 

Severe adverse events (AE CTCAE Grade 3/4) during lymphodepleting period that occurred in at least 5% of the patients 

OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=10 years to <18 years 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

6 (37.5) 3 (18.8) 3 (18.8) 

Blood and lymphatic system disorders    

  -Total 4 (25.0) 3 (18.8) 1 (6.3 ) 

  Anaemia 2 (12.5) 2 (12.5) 0 

  Bone marrow failure 1 (6.3 ) 1 (6.3 ) 0 

  Febrile neutropenia 1 (6.3 ) 1 (6.3 ) 0 

  Leukopenia 1 (6.3 ) 0 1 (6.3 ) 

  Neutropenia 1 (6.3 ) 0 1 (6.3 ) 

Gastrointestinal disorders    

  -Total 1 (6.3 ) 1 (6.3 ) 0 

  Lip pain 1 (6.3 ) 1 (6.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations    

  -Total 2 (12.5) 0 2 (12.5) 

  Neutrophil count decreased 2 (12.5) 0 2 (12.5) 

  Lymphocyte count decreased 1 (6.3 ) 0 1 (6.3 ) 

  Platelet count decreased 1 (6.3 ) 1 (6.3 ) 0 

  White blood cell count decreased 1 (6.3 ) 0 1 (6.3 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t160_gd_b2001x.sas@@/main/2 25JUN21:17:08                                        Final 
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Table 160a 

Severe adverse events (AE CTCAE Grade 3/4) during lymphodepleting period that occurred in at least 5% of the patients 

OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

5 (35.7) 1 (7.1 ) 4 (28.6) 

Infections and infestations    

  -Total 1 (7.1 ) 1 (7.1 ) 0 

  Parotitis 1 (7.1 ) 1 (7.1 ) 0 

Investigations    

  -Total 4 (28.6) 0 4 (28.6) 

  White blood cell count decreased 3 (21.4) 1 (7.1 ) 2 (14.3) 

  Lymphocyte count decreased 2 (14.3) 1 (7.1 ) 1 (7.1 ) 

  Neutrophil count decreased 2 (14.3) 0 2 (14.3) 

  Gamma-glutamyltransferase 
increased 

1 (7.1 ) 1 (7.1 ) 0 



  

  

3234 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t160_gd_b2001x.sas@@/main/2 25JUN21:17:08                                        Final 
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Tabl e 160b => Severe adverse events  (AE CTC AE Grade 3/4)  during l ymphodepleting peri od that occurr ed i n at least 5% of the patients OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents), r egardl ess of rel ationship to l ymphodepleti ng chemother apy, by pri mar y system organ cl ass, pr eferred term, maximum CTC  grade and Gender (Enrolled set - Pati ents who recei ved l ymphodepleti ng chemother apy ) 
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Table 160b 

Severe adverse events (AE CTCAE Grade 3/4) during lymphodepleting period that occurred in at least 5% of the patients 

OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

11 (30.6) 4 (11.1) 7 (19.4) 

Blood and lymphatic system disorders    

  -Total 4 (11.1) 4 (11.1) 0 

  Anaemia 3 (8.3 ) 3 (8.3 ) 0 

  Febrile neutropenia 1 (2.8 ) 1 (2.8 ) 0 

Investigations    

  -Total 8 (22.2) 1 (2.8 ) 7 (19.4) 

  Neutrophil count decreased 5 (13.9) 1 (2.8 ) 4 (11.1) 

  White blood cell count decreased 5 (13.9) 1 (2.8 ) 4 (11.1) 

  Lymphocyte count decreased 3 (8.3 ) 1 (2.8 ) 2 (5.6 ) 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t160_gd_b2001x.sas@@/main/2 25JUN21:17:09                                        Final 
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Table 160b 

Severe adverse events (AE CTCAE Grade 3/4) during lymphodepleting period that occurred in at least 5% of the patients 

OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Female 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

7 (25.9) 2 (7.4 ) 5 (18.5) 

Blood and lymphatic system disorders    

  -Total 4 (14.8) 4 (14.8) 0 

  Anaemia 3 (11.1) 3 (11.1) 0 

  Febrile neutropenia 2 (7.4 ) 2 (7.4 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (7.4 ) 2 (7.4 ) 0 

  Pyrexia 2 (7.4 ) 2 (7.4 ) 0 

Investigations    

  -Total 5 (18.5) 0 5 (18.5) 
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Gender: Female 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Neutrophil count decreased 5 (18.5) 0 5 (18.5) 

  White blood cell count decreased 4 (14.8) 0 4 (14.8) 

  Platelet count decreased 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t160_gd_b2001x.sas@@/main/2 25JUN21:17:09                                        Final 
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Table 160c 

Severe adverse events (AE CTCAE Grade 3/4) during lymphodepleting period that occurred in at least 5% of the patients 

OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t160_gd_b2001x.sas@@/main/2 25JUN21:17:09                                        Final 
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Table 160c 

Severe adverse events (AE CTCAE Grade 3/4) during lymphodepleting period that occurred in at least 5% of the patients 

OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

15 (23.8) 4 (6.3 ) 11 (17.5) 

Blood and lymphatic system disorders    

  -Total 6 (9.5 ) 6 (9.5 ) 0 

  Anaemia 6 (9.5 ) 6 (9.5 ) 0 

Investigations    

  -Total 12 (19.0) 1 (1.6 ) 11 (17.5) 

  Neutrophil count decreased 10 (15.9) 1 (1.6 ) 9 (14.3) 

  White blood cell count decreased 9 (14.3) 1 (1.6 ) 8 (12.7) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 
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(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t160_gd_b2001x.sas@@/main/2 25JUN21:17:09                                        Final 
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Tabl e 160d => Severe adverse events  (AE CTC AE Grade 3/4)  during l ymphodepleting peri od that occurr ed i n at least 5% of the patients OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents), r egardl ess of rel ationship to l ymphodepleti ng chemother apy, by pri mar y system organ cl ass, pr eferred term, maximum CTC  grade and Region ( Enr olled set -  Pati ents who recei ved l ymphodepl eting chemotherapy ) 
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Table 160d 

Severe adverse events (AE CTCAE Grade 3/4) during lymphodepleting period that occurred in at least 5% of the patients 

OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Europe 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

8 (19.0) 1 (2.4 ) 7 (16.7) 

Blood and lymphatic system disorders    

  -Total 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 

  Anaemia 1 (2.4 ) 1 (2.4 ) 0 

  Febrile neutropenia 1 (2.4 ) 1 (2.4 ) 0 

  Neutropenia 1 (2.4 ) 0 1 (2.4 ) 

General disorders and administration 
site conditions 

   

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Pyrexia 1 (2.4 ) 1 (2.4 ) 0 

Investigations    
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Region: Europe 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 6 (14.3) 0 6 (14.3) 

  White blood cell count decreased 6 (14.3) 0 6 (14.3) 

  Neutrophil count decreased 5 (11.9) 0 5 (11.9) 

  Platelet count decreased 1 (2.4 ) 1 (2.4 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t160_gd_b2001x.sas@@/main/2 25JUN21:17:09                                        Final 
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Table 160d 

Severe adverse events (AE CTCAE Grade 3/4) during lymphodepleting period that occurred in at least 5% of the patients 

OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

10 (55.6) 4 (22.2) 6 (33.3) 

Blood and lymphatic system disorders    

  -Total 5 (27.8) 4 (22.2) 1 (5.6 ) 

  Anaemia 4 (22.2) 4 (22.2) 0 

  Neutropenia 1 (5.6 ) 0 1 (5.6 ) 

  Thrombocytopenia 1 (5.6 ) 1 (5.6 ) 0 

Infections and infestations    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Device related infection 1 (5.6 ) 1 (5.6 ) 0 

Investigations    

  -Total 6 (33.3) 2 (11.1) 4 (22.2) 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Lymphocyte count decreased 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Neutrophil count decreased 3 (16.7) 1 (5.6 ) 2 (11.1) 

  White blood cell count decreased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Aspartate aminotransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 

  Gamma-glutamyltransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Epistaxis 1 (5.6 ) 1 (5.6 ) 0 

Vascular disorders    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Hypotension 1 (5.6 ) 0 1 (5.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t160_gd_b2001x.sas@@/main/2 25JUN21:17:09                                        Final 
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Table 160d 

Severe adverse events (AE CTCAE Grade 3/4) during lymphodepleting period that occurred in at least 5% of the patients 

OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

3 (100) 1 (33.3) 2 (66.7) 

Blood and lymphatic system disorders    

  -Total 3 (100) 3 (100) 0 

  Febrile neutropenia 2 (66.7) 2 (66.7) 0 

  Anaemia 1 (33.3) 1 (33.3) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Pyrexia 1 (33.3) 1 (33.3) 0 

Hepatobiliary disorders    

  -Total 1 (33.3) 0 1 (33.3) 
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Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Hepatotoxicity 1 (33.3) 0 1 (33.3) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Allergic transfusion reaction 1 (33.3) 1 (33.3) 0 

Investigations    

  -Total 2 (66.7) 0 2 (66.7) 

  Neutrophil count decreased 2 (66.7) 0 2 (66.7) 

  Platelet count decreased 1 (33.3) 0 1 (33.3) 

  White blood cell count decreased 1 (33.3) 0 1 (33.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t160_gd_b2001x.sas@@/main/2 25JUN21:17:09                                        Final 
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Tabl e 160e => Severe adverse events  (AE CTC AE Grade 3/4)  during l ymphodepleting peri od that occurr ed i n at least 5% of the patients OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents), r egardl ess of rel ationship to l ymphodepleti ng chemother apy, by pri mar y system organ cl ass, pr eferred term, maximum CTC  grade and Prior  SCT  t her apy (Enrolled set - Pati ents who recei ved l ymphodepl eti ng chemother apy ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                              
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 160e 

Severe adverse events (AE CTCAE Grade 3/4) during lymphodepleting period that occurred in at least 5% of the patients 

OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: Yes 

 
All patients 

N=39 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

10 (25.6) 2 (5.1 ) 8 (20.5) 

Blood and lymphatic system disorders    

  -Total 4 (10.3) 4 (10.3) 0 

  Anaemia 3 (7.7 ) 3 (7.7 ) 0 

  Febrile neutropenia 2 (5.1 ) 2 (5.1 ) 0 

Investigations    

  -Total 9 (23.1) 1 (2.6 ) 8 (20.5) 

  Neutrophil count decreased 7 (17.9) 1 (2.6 ) 6 (15.4) 

  White blood cell count decreased 6 (15.4) 0 6 (15.4) 

  Lymphocyte count decreased 1 (2.6 ) 0 1 (2.6 ) 

 

 



  

  

3254 

- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 160e 

Severe adverse events (AE CTCAE Grade 3/4) during lymphodepleting period that occurred in at least 5% of the patients 

OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

8 (33.3) 4 (16.7) 4 (16.7) 

Blood and lymphatic system disorders    

  -Total 4 (16.7) 4 (16.7) 0 

  Anaemia 3 (12.5) 3 (12.5) 0 

  Febrile neutropenia 1 (4.2 ) 1 (4.2 ) 0 

Infections and infestations    

  -Total 2 (8.3 ) 2 (8.3 ) 0 

  Bacteraemia 2 (8.3 ) 2 (8.3 ) 0 

Investigations    

  -Total 4 (16.7) 0 4 (16.7) 

  Neutrophil count decreased 3 (12.5) 0 3 (12.5) 
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Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  White blood cell count decreased 3 (12.5) 1 (4.2 ) 2 (8.3 ) 

  Lymphocyte count decreased 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 160f => Severe adverse events ( AE CTCAE Grade 3/4) duri ng l ymphodepl eti ng period that occurred i n at l east 5% of the pati ents OR (in at least 10 patients AND  in at least 1% of the patients) , reg ardless of r elationshi p to l ymphodepl eti ng chemother apy, by primar y system organ cl ass, pr eferred term, maximum CTC  grade and Baseline bone marr ow tumor  burden (Enrolled set - Pati ents who recei ved l ymphodepleti ng chemother apy ) 
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Table 160f 

Severe adverse events (AE CTCAE Grade 3/4) during lymphodepleting period that occurred in at least 5% of the patients 

OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

8 (36.4) 1 (4.5 ) 7 (31.8) 

Blood and lymphatic system disorders    

  -Total 3 (13.6) 3 (13.6) 0 

  Anaemia 2 (9.1 ) 2 (9.1 ) 0 

  Febrile neutropenia 2 (9.1 ) 2 (9.1 ) 0 

Investigations    

  -Total 7 (31.8) 0 7 (31.8) 

  Neutrophil count decreased 6 (27.3) 0 6 (27.3) 

  White blood cell count decreased 5 (22.7) 0 5 (22.7) 

  Lymphocyte count decreased 1 (4.5 ) 0 1 (4.5 ) 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 160f 

Severe adverse events (AE CTCAE Grade 3/4) during lymphodepleting period that occurred in at least 5% of the patients 

OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

12 (31.6) 5 (13.2) 7 (18.4) 

Blood and lymphatic system disorders    

  -Total 7 (18.4) 5 (13.2) 2 (5.3 ) 

  Anaemia 4 (10.5) 4 (10.5) 0 

  Neutropenia 2 (5.3 ) 0 2 (5.3 ) 

  Febrile neutropenia 1 (2.6 ) 1 (2.6 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (5.3 ) 2 (5.3 ) 0 

  Pyrexia 2 (5.3 ) 2 (5.3 ) 0 

Investigations    

  -Total 6 (15.8) 1 (2.6 ) 5 (13.2) 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 4 (10.5) 1 (2.6 ) 3 (7.9 ) 

  White blood cell count decreased 4 (10.5) 1 (2.6 ) 3 (7.9 ) 

  Lymphocyte count decreased 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 160f 

Severe adverse events (AE CTCAE Grade 3/4) during lymphodepleting period that occurred in at least 5% of the patients 

OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t160_gd_b2001x.sas@@/main/2 25JUN21:17:09                                        Final 

 



  

  

3264 

Tabl e 160g => Severe adverse events  (AE CTC AE Grade 3/4)  during l ymphodepleting peri od that occurr ed i n at least 5% of the pa tients OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents), r egardl ess of rel ationship to l ymphodepleti ng chemother apy, by pri mar y system organ cl ass, pr eferred term, maximum CTC  grade and Number of previ ous  rel apses  (Enr olled set - Pati ents who recei ved l ymphodepl eti ng chemother apy ) 
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Table 160g 

Severe adverse events (AE CTCAE Grade 3/4) during lymphodepleting period that occurred in at least 5% of the patients 

OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 0 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (66.7) 1 (33.3) 1 (33.3) 

Blood and lymphatic system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Neutropenia 1 (33.3) 0 1 (33.3) 

  Thrombocytopenia 1 (33.3) 1 (33.3) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Pyrexia 1 (33.3) 1 (33.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 160g 

Severe adverse events (AE CTCAE Grade 3/4) during lymphodepleting period that occurred in at least 5% of the patients 

OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 1 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

6 (21.4) 3 (10.7) 3 (10.7) 

Blood and lymphatic system disorders    

  -Total 3 (10.7) 3 (10.7) 0 

  Anaemia 3 (10.7) 3 (10.7) 0 

  Febrile neutropenia 1 (3.6 ) 1 (3.6 ) 0 

Infections and infestations    

  -Total 1 (3.6 ) 1 (3.6 ) 0 

  Bacteraemia 1 (3.6 ) 1 (3.6 ) 0 

Investigations    

  -Total 3 (10.7) 0 3 (10.7) 

  Lymphocyte count decreased 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 
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Number of previous relapses: 1 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 2 (7.1 ) 0 2 (7.1 ) 

  White blood cell count decreased 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 

  Platelet count decreased 1 (3.6 ) 1 (3.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 160g 

Severe adverse events (AE CTCAE Grade 3/4) during lymphodepleting period that occurred in at least 5% of the patients 

OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

9 (45.0) 4 (20.0) 5 (25.0) 

Blood and lymphatic system disorders    

  -Total 6 (30.0) 6 (30.0) 0 

  Anaemia 3 (15.0) 3 (15.0) 0 

  Febrile neutropenia 2 (10.0) 2 (10.0) 0 

  Bone marrow failure 1 (5.0 ) 1 (5.0 ) 0 

Cardiac disorders    

  -Total 1 (5.0 ) 1 (5.0 ) 0 

  Tachycardia 1 (5.0 ) 1 (5.0 ) 0 

General disorders and administration 
site conditions 
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Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (5.0 ) 1 (5.0 ) 0 

  Pyrexia 1 (5.0 ) 1 (5.0 ) 0 

Hepatobiliary disorders    

  -Total 1 (5.0 ) 0 1 (5.0 ) 

  Hepatotoxicity 1 (5.0 ) 0 1 (5.0 ) 

Infections and infestations    

  -Total 3 (15.0) 3 (15.0) 0 

  Bacteraemia 1 (5.0 ) 1 (5.0 ) 0 

  Device related infection 1 (5.0 ) 1 (5.0 ) 0 

  Enterococcal bacteraemia 1 (5.0 ) 1 (5.0 ) 0 

  Staphylococcal bacteraemia 1 (5.0 ) 1 (5.0 ) 0 

  Streptococcal bacteraemia 1 (5.0 ) 1 (5.0 ) 0 

  Tooth abscess 1 (5.0 ) 1 (5.0 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.0 ) 1 (5.0 ) 0 

  Allergic transfusion reaction 1 (5.0 ) 1 (5.0 ) 0 

Investigations    
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Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 5 (25.0) 1 (5.0 ) 4 (20.0) 

  Neutrophil count decreased 5 (25.0) 1 (5.0 ) 4 (20.0) 

  White blood cell count decreased 2 (10.0) 0 2 (10.0) 

  Lymphocyte count decreased 1 (5.0 ) 0 1 (5.0 ) 

  Platelet count decreased 1 (5.0 ) 0 1 (5.0 ) 

Vascular disorders    

  -Total 1 (5.0 ) 0 1 (5.0 ) 

  Hypotension 1 (5.0 ) 0 1 (5.0 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t160_gd_b2001x.sas@@/main/2 25JUN21:17:09                                        Final 

 
  



  

  

3272 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 160g 

Severe adverse events (AE CTCAE Grade 3/4) during lymphodepleting period that occurred in at least 5% of the patients 

OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

7 (58.3) 1 (8.3 ) 6 (50.0) 

Blood and lymphatic system disorders    

  -Total 1 (8.3 ) 0 1 (8.3 ) 

  Leukopenia 1 (8.3 ) 0 1 (8.3 ) 

  Neutropenia 1 (8.3 ) 0 1 (8.3 ) 

Gastrointestinal disorders    

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Lip pain 1 (8.3 ) 1 (8.3 ) 0 

Investigations    

  -Total 5 (41.7) 0 5 (41.7) 
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Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 5 (41.7) 0 5 (41.7) 

  Neutrophil count decreased 3 (25.0) 0 3 (25.0) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 161a => Severe adverse events  (AE CTC AE Grade 3/4)  that occurr ed in at least 5% of the patients  OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents) by primar y system organ class , preferred ter m, maxi mum CTC grade and Age ( Enr olled set – non – infused patients ) 
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Table 161a 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set – non – infused patients 

 

Age: <10 years 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

2 (66.7) 0 2 (66.7) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (66.7) 0 2 (66.7) 

  Acute lymphocytic leukaemia 2 (66.7) 0 2 (66.7) 

Nervous system disorders    

  -Total 2 (66.7) 2 (66.7) 0 

  Headache 1 (33.3) 1 (33.3) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (33.3) 1 (33.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 161a 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set – non – infused patients 

 

Age: >=10 years to <18 years 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 1 (100) 

Infections and infestations    

  -Total 1 (100) 0 1 (100) 

  Septic shock 1 (100) 0 1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 161a 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set – non – infused patients 

 

Age: >=18 years 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

1 (100) 0 1 (100) 

Gastrointestinal disorders    

  -Total 1 (100) 0 1 (100) 

  Gastrointestinal haemorrhage 1 (100) 0 1 (100) 

Infections and infestations    

  -Total 1 (100) 1 (100) 0 

  Respiratory tract infection fungal 1 (100) 1 (100) 0 

Investigations    

  -Total 1 (100) 1 (100) 0 

  White blood cell count decreased 1 (100) 1 (100) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 161b => Severe adverse events  (AE CTC AE Grade 3/4)  that occurr ed in at least 5% of the patients  OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents) by primar y system organ class , preferred ter m, maxi mum CTC grade and Gender ( Enr olled set – non – infused patients ) 
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Table 161b 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set – non – infused patients 

 

Gender: Male 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

3 (100) 0 3 (100) 

Gastrointestinal disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Gastrointestinal haemorrhage 1 (33.3) 0 1 (33.3) 

Infections and infestations    

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 

  Respiratory tract infection fungal 1 (33.3) 1 (33.3) 0 

  Septic shock 1 (33.3) 0 1 (33.3) 

Investigations    

  -Total 1 (33.3) 1 (33.3) 0 

  White blood cell count decreased 1 (33.3) 1 (33.3) 0 
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Gender: Male 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (33.3) 0 1 (33.3) 

  Acute lymphocytic leukaemia 1 (33.3) 0 1 (33.3) 

Nervous system disorders    

  -Total 1 (33.3) 1 (33.3) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (33.3) 1 (33.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 161b 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set – non – infused patients 

 

Gender: Female 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

1 (50.0) 0 1 (50.0) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (50.0) 0 1 (50.0) 

  Acute lymphocytic leukaemia 1 (50.0) 0 1 (50.0) 

Nervous system disorders    

  -Total 1 (50.0) 1 (50.0) 0 

  Headache 1 (50.0) 1 (50.0) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 161c  => Severe adverse events (AE CTC AE Gr ade 3/4) that occurred i n at l eas t 5% of the pati ents OR (in at least 10 patients  AND  in at least 1% of the patients) by pri mar y system organ cl ass, pr eferred term, maxi mum C TC grade and Response status at study entr y ( Enr olled set – non – i nfused pati ents ) 
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Table 161c 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Response status at study 
entry 

Enrolled set – non – infused patients 

 

Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 161c 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Response status at study 
entry 

Enrolled set – non – infused patients 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

4 (80.0) 0 4 (80.0) 

Gastrointestinal disorders    

  -Total 1 (20.0) 0 1 (20.0) 

  Gastrointestinal haemorrhage 1 (20.0) 0 1 (20.0) 

Infections and infestations    

  -Total 2 (40.0) 1 (20.0) 1 (20.0) 

  Respiratory tract infection fungal 1 (20.0) 1 (20.0) 0 

  Septic shock 1 (20.0) 0 1 (20.0) 

Investigations    

  -Total 1 (20.0) 1 (20.0) 0 

  White blood cell count decreased 1 (20.0) 1 (20.0) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (40.0) 0 2 (40.0) 

  Acute lymphocytic leukaemia 2 (40.0) 0 2 (40.0) 

Nervous system disorders    

  -Total 2 (40.0) 2 (40.0) 0 

  Headache 1 (20.0) 1 (20.0) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (20.0) 1 (20.0) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 161d => Severe adverse events  (AE CTC AE Grade 3/4)  that occurr ed in at least 5% of the patients  OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents) by primar y system organ class , preferred ter m, maxi mum CTC grade and R egion (Enroll ed set – non – i nfused patients ) 
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Table 161d 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set – non – infused patients 

 

Region: Europe 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

4 (80.0) 0 4 (80.0) 

Gastrointestinal disorders    

  -Total 1 (20.0) 0 1 (20.0) 

  Gastrointestinal haemorrhage 1 (20.0) 0 1 (20.0) 

Infections and infestations    

  -Total 2 (40.0) 1 (20.0) 1 (20.0) 

  Respiratory tract infection fungal 1 (20.0) 1 (20.0) 0 

  Septic shock 1 (20.0) 0 1 (20.0) 

Investigations    

  -Total 1 (20.0) 1 (20.0) 0 

  White blood cell count decreased 1 (20.0) 1 (20.0) 0 
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Region: Europe 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (40.0) 0 2 (40.0) 

  Acute lymphocytic leukaemia 2 (40.0) 0 2 (40.0) 

Nervous system disorders    

  -Total 2 (40.0) 2 (40.0) 0 

  Headache 1 (20.0) 1 (20.0) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (20.0) 1 (20.0) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 161d 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set – non – infused patients 

 

Region: US 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 161d 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set – non – infused patients 

 

Region: Rest of World 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 161e => Severe adverse events  (AE CTC AE Grade 3/4)  that occurr ed in at least 5% of the patients  OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents) by primar y system organ class , preferred ter m, maxi mum CTC grade and Prior SCT therapy ( Enr olled set – non – infused pati ents ) 
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Table 161e 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set – non – infused patients 

 

Prior SCT therapy: Yes 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

2 (66.7) 0 2 (66.7) 

Gastrointestinal disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Gastrointestinal haemorrhage 1 (33.3) 0 1 (33.3) 

Infections and infestations    

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 

  Respiratory tract infection fungal 1 (33.3) 1 (33.3) 0 

  Septic shock 1 (33.3) 0 1 (33.3) 

Investigations    

  -Total 1 (33.3) 1 (33.3) 0 

  White blood cell count decreased 1 (33.3) 1 (33.3) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 161e 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set – non – infused patients 

 

Prior SCT therapy: No 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

2 (100) 0 2 (100) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (100) 0 2 (100) 

  Acute lymphocytic leukaemia 2 (100) 0 2 (100) 

Nervous system disorders    

  -Total 2 (100) 2 (100) 0 

  Headache 1 (50.0) 1 (50.0) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (50.0) 1 (50.0) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 161f => Severe adverse events ( AE CTCAE Grade 3/4) that occurred i n at l east 5% of the pati ents OR (in at least 10 patients AND  in at least 1% of the patients)  by pri mary sys tem organ cl ass, pr eferred ter m, maxi mum CTC grade and Baseline bone marrow tumor burden (Enroll ed set – non – i nfused patients ) 
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Table 161f 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow 
tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 1 (100) 

Gastrointestinal disorders    

  -Total 1 (100) 0 1 (100) 

  Gastrointestinal haemorrhage 1 (100) 0 1 (100) 

Infections and infestations    

  -Total 1 (100) 1 (100) 0 

  Respiratory tract infection fungal 1 (100) 1 (100) 0 

Investigations    

  -Total 1 (100) 1 (100) 0 

  White blood cell count decreased 1 (100) 1 (100) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 161f 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow 
tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (75.0) 0 3 (75.0) 

Infections and infestations    

  -Total 1 (25.0) 0 1 (25.0) 

  Septic shock 1 (25.0) 0 1 (25.0) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (50.0) 0 2 (50.0) 

  Acute lymphocytic leukaemia 2 (50.0) 0 2 (50.0) 

Nervous system disorders    

  -Total 2 (50.0) 2 (50.0) 0 

  Headache 1 (25.0) 1 (25.0) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Posterior reversible encephalopathy 
syndrome 

1 (25.0) 1 (25.0) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 161f 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow 
tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 161g => Severe adverse events  (AE CTC AE Grade 3/4)  that occurr ed in at least 5% of the patients  OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents) by primar y system organ class , preferred ter m, maxi mum CTC grade and N umber of previous r elapses (Enrol led set – non – infused patients  ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                           
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 161g 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Number of previous 
relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 0 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 161g 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Number of previous 
relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 1 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (100) 0 2 (100) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (100) 0 2 (100) 

  Acute lymphocytic leukaemia 2 (100) 0 2 (100) 

Nervous system disorders    

  -Total 2 (100) 2 (100) 0 

  Headache 1 (50.0) 1 (50.0) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (50.0) 1 (50.0) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 



  

  

3309 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t161_gd_b2001x.sas@@/main/4 25JUN21:17:12                                        Final 

 
  



  

  

3310 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 161g 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Number of previous 
relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 2 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 1 (100) 

Infections and infestations    

  -Total 1 (100) 0 1 (100) 

  Septic shock 1 (100) 0 1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 161g 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Number of previous 
relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: >=3 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 1 (100) 

Gastrointestinal disorders    

  -Total 1 (100) 0 1 (100) 

  Gastrointestinal haemorrhage 1 (100) 0 1 (100) 

Infections and infestations    

  -Total 1 (100) 1 (100) 0 

  Respiratory tract infection fungal 1 (100) 1 (100) 0 

Investigations    

  -Total 1 (100) 1 (100) 0 

  White blood cell count decreased 1 (100) 1 (100) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 162a 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

32 (86.5) 8 (21.6) 24 (64.9) 

Blood and lymphatic system disorders    

  -Total 18 (48.6) 12 (32.4) 6 (16.2) 

  Anaemia 11 (29.7) 11 (29.7) 0 

  Neutropenia 10 (27.0) 4 (10.8) 6 (16.2) 

  Febrile neutropenia 9 (24.3) 9 (24.3) 0 

  Thrombocytopenia 2 (5.4 ) 0 2 (5.4 ) 

  Bone marrow failure 1 (2.7 ) 1 (2.7 ) 0 

Cardiac disorders    

  -Total 1 (2.7 ) 1 (2.7 ) 0 

  Left ventricular dysfunction 1 (2.7 ) 1 (2.7 ) 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders    

  -Total 4 (10.8) 4 (10.8) 0 

  Stomatitis 2 (5.4 ) 2 (5.4 ) 0 

  Diarrhoea 1 (2.7 ) 1 (2.7 ) 0 

  Gastrointestinal haemorrhage 1 (2.7 ) 1 (2.7 ) 0 

General disorders and administration 
site conditions 

   

  -Total 7 (18.9) 7 (18.9) 0 

  Pyrexia 7 (18.9) 7 (18.9) 0 

Hepatobiliary disorders    

  -Total 2 (5.4 ) 2 (5.4 ) 0 

  Hepatocellular injury 2 (5.4 ) 2 (5.4 ) 0 

Immune system disorders    

  -Total 14 (37.8) 6 (16.2) 8 (21.6) 

  Cytokine release syndrome 12 (32.4) 4 (10.8) 8 (21.6) 

  Hypogammaglobulinaemia 2 (5.4 ) 2 (5.4 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.7 ) 1 (2.7 ) 0 

Infections and infestations    
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 10 (27.0) 7 (18.9) 3 (8.1 ) 

  Bacteraemia 2 (5.4 ) 2 (5.4 ) 0 

  Device related infection 2 (5.4 ) 2 (5.4 ) 0 

  Pneumonia 2 (5.4 ) 2 (5.4 ) 0 

  Sepsis 2 (5.4 ) 0 2 (5.4 ) 

  Sinusitis 2 (5.4 ) 2 (5.4 ) 0 

  Aspergillus infection 1 (2.7 ) 1 (2.7 ) 0 

  Bacterial infection 1 (2.7 ) 1 (2.7 ) 0 

  Candida infection 1 (2.7 ) 1 (2.7 ) 0 

  Central nervous system infection 1 (2.7 ) 0 1 (2.7 ) 

  Periorbital cellulitis 1 (2.7 ) 1 (2.7 ) 0 

  Staphylococcal infection 1 (2.7 ) 1 (2.7 ) 0 

  Vascular device infection 1 (2.7 ) 1 (2.7 ) 0 

Investigations    

  -Total 18 (48.6) 3 (8.1 ) 15 (40.5) 

  White blood cell count decreased 13 (35.1) 1 (2.7 ) 12 (32.4) 

  Neutrophil count decreased 11 (29.7) 1 (2.7 ) 10 (27.0) 

  Platelet count decreased 9 (24.3) 1 (2.7 ) 8 (21.6) 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alanine aminotransferase increased 4 (10.8) 3 (8.1 ) 1 (2.7 ) 

  Aspartate aminotransferase 
increased 

3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 

  Blood fibrinogen decreased 3 (8.1 ) 3 (8.1 ) 0 

  Blood bilirubin increased 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 

  Lymphocyte count decreased 2 (5.4 ) 2 (5.4 ) 0 

Metabolism and nutrition disorders    

  -Total 12 (32.4) 10 (27.0) 2 (5.4 ) 

  Hypokalaemia 9 (24.3) 9 (24.3) 0 

  Hypocalcaemia 4 (10.8) 2 (5.4 ) 2 (5.4 ) 

  Hypophosphataemia 2 (5.4 ) 2 (5.4 ) 0 

  Decreased appetite 1 (2.7 ) 1 (2.7 ) 0 

  Dehydration 1 (2.7 ) 1 (2.7 ) 0 

  Hyperglycaemia 1 (2.7 ) 1 (2.7 ) 0 

  Tumour lysis syndrome 1 (2.7 ) 0 1 (2.7 ) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (8.1 ) 1 (2.7 ) 2 (5.4 ) 

  Acute lymphocytic leukaemia 2 (5.4 ) 0 2 (5.4 ) 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 
recurrent 

1 (2.7 ) 1 (2.7 ) 0 

Nervous system disorders    

  -Total 4 (10.8) 4 (10.8) 0 

  Seizure 2 (5.4 ) 2 (5.4 ) 0 

  Depressed level of consciousness 1 (2.7 ) 1 (2.7 ) 0 

  Encephalopathy 1 (2.7 ) 1 (2.7 ) 0 

  Headache 1 (2.7 ) 1 (2.7 ) 0 

Psychiatric disorders    

  -Total 1 (2.7 ) 1 (2.7 ) 0 

  Confusional state 1 (2.7 ) 1 (2.7 ) 0 

Renal and urinary disorders    

  -Total 4 (10.8) 3 (8.1 ) 1 (2.7 ) 

  Acute kidney injury 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 

  Haematuria 2 (5.4 ) 2 (5.4 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 6 (16.2) 5 (13.5) 1 (2.7 ) 

  Hypoxia 5 (13.5) 4 (10.8) 1 (2.7 ) 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Epistaxis 1 (2.7 ) 1 (2.7 ) 0 

Vascular disorders    

  -Total 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 

  Hypotension 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 162a 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

18 (94.7) 5 (26.3) 13 (68.4) 

Blood and lymphatic system disorders    

  -Total 14 (73.7) 11 (57.9) 3 (15.8) 

  Febrile neutropenia 5 (26.3) 5 (26.3) 0 

  Anaemia 4 (21.1) 4 (21.1) 0 

  Bone marrow failure 3 (15.8) 3 (15.8) 0 

  Thrombocytopenia 3 (15.8) 2 (10.5) 1 (5.3 ) 

  Neutropenia 2 (10.5) 0 2 (10.5) 

  Coagulation factor deficiency 1 (5.3 ) 1 (5.3 ) 0 

  Leukopenia 1 (5.3 ) 0 1 (5.3 ) 

  Pancytopenia 1 (5.3 ) 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Ear and labyrinth disorders    

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Vertigo 1 (5.3 ) 1 (5.3 ) 0 

Eye disorders    

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Amaurosis 1 (5.3 ) 1 (5.3 ) 0 

Gastrointestinal disorders    

  -Total 3 (15.8) 3 (15.8) 0 

  Constipation 1 (5.3 ) 1 (5.3 ) 0 

  Dental caries 1 (5.3 ) 1 (5.3 ) 0 

  Diarrhoea 1 (5.3 ) 1 (5.3 ) 0 

  Lip pain 1 (5.3 ) 1 (5.3 ) 0 

  Nausea 1 (5.3 ) 1 (5.3 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (10.5) 2 (10.5) 0 

  Face oedema 1 (5.3 ) 1 (5.3 ) 0 

  Localised oedema 1 (5.3 ) 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 1 (5.3 ) 1 (5.3 ) 0 

Hepatobiliary disorders    

  -Total 2 (10.5) 2 (10.5) 0 

  Hepatocellular injury 2 (10.5) 2 (10.5) 0 

Immune system disorders    

  -Total 7 (36.8) 4 (21.1) 3 (15.8) 

  Cytokine release syndrome 6 (31.6) 3 (15.8) 3 (15.8) 

  Haemophagocytic 
lymphohistiocytosis 

2 (10.5) 2 (10.5) 0 

  Cell-mediated immune deficiency 1 (5.3 ) 1 (5.3 ) 0 

Infections and infestations    

  -Total 11 (57.9) 7 (36.8) 4 (21.1) 

  Sepsis 3 (15.8) 1 (5.3 ) 2 (10.5) 

  Device related infection 2 (10.5) 2 (10.5) 0 

  Septic shock 2 (10.5) 0 2 (10.5) 

  Atypical pneumonia 1 (5.3 ) 1 (5.3 ) 0 

  Bacterial infection 1 (5.3 ) 1 (5.3 ) 0 

  Herpes zoster 1 (5.3 ) 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutropenic infection 1 (5.3 ) 1 (5.3 ) 0 

  Periorbital cellulitis 1 (5.3 ) 1 (5.3 ) 0 

  Pneumonia 1 (5.3 ) 1 (5.3 ) 0 

  Systemic infection 1 (5.3 ) 1 (5.3 ) 0 

  Varicella 1 (5.3 ) 1 (5.3 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (10.5) 2 (10.5) 0 

  Infusion related reaction 1 (5.3 ) 1 (5.3 ) 0 

  Periorbital haematoma 1 (5.3 ) 1 (5.3 ) 0 

Investigations    

  -Total 6 (31.6) 3 (15.8) 3 (15.8) 

  Neutrophil count decreased 3 (15.8) 0 3 (15.8) 

  Platelet count decreased 3 (15.8) 1 (5.3 ) 2 (10.5) 

  White blood cell count decreased 3 (15.8) 0 3 (15.8) 

  Immunoglobulins decreased 2 (10.5) 2 (10.5) 0 

  Lymphocyte count decreased 2 (10.5) 1 (5.3 ) 1 (5.3 ) 

  Alanine aminotransferase increased 1 (5.3 ) 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  C-reactive protein increased 1 (5.3 ) 1 (5.3 ) 0 

Metabolism and nutrition disorders    

  -Total 2 (10.5) 2 (10.5) 0 

  Decreased appetite 1 (5.3 ) 1 (5.3 ) 0 

  Hyperglycaemia 1 (5.3 ) 1 (5.3 ) 0 

  Hypoalbuminaemia 1 (5.3 ) 1 (5.3 ) 0 

  Lactic acidosis 1 (5.3 ) 1 (5.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (10.5) 2 (10.5) 0 

  Arthralgia 2 (10.5) 2 (10.5) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.3 ) 1 (5.3 ) 0 

Nervous system disorders    

  -Total 2 (10.5) 2 (10.5) 0 

  Depressed level of consciousness 1 (5.3 ) 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Encephalopathy 1 (5.3 ) 1 (5.3 ) 0 

  Headache 1 (5.3 ) 1 (5.3 ) 0 

Psychiatric disorders    

  -Total 2 (10.5) 2 (10.5) 0 

  Abnormal behaviour 1 (5.3 ) 1 (5.3 ) 0 

  Confusional state 1 (5.3 ) 1 (5.3 ) 0 

  Depression 1 (5.3 ) 1 (5.3 ) 0 

Reproductive system and breast 
disorders 

   

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Ovarian failure 1 (5.3 ) 1 (5.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (10.5) 1 (5.3 ) 1 (5.3 ) 

  Hypoxia 1 (5.3 ) 1 (5.3 ) 0 

  Pneumonia aspiration 1 (5.3 ) 0 1 (5.3 ) 

  Pulmonary granuloma 1 (5.3 ) 1 (5.3 ) 0 

Vascular disorders    

  -Total 5 (26.3) 5 (26.3) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypertension 3 (15.8) 3 (15.8) 0 

  Hypotension 1 (5.3 ) 1 (5.3 ) 0 

  Jugular vein thrombosis 1 (5.3 ) 1 (5.3 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t162_gd_b2001x.sas@@/main/2 25JUN21:17:13                                        Final 

 
  



  

  

3328 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 162a 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

16 (88.9) 5 (27.8) 11 (61.1) 

Blood and lymphatic system disorders    

  -Total 8 (44.4) 5 (27.8) 3 (16.7) 

  Febrile neutropenia 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Thrombocytopenia 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Anaemia 1 (5.6 ) 1 (5.6 ) 0 

  B-cell aplasia 1 (5.6 ) 1 (5.6 ) 0 

  Bone marrow failure 1 (5.6 ) 1 (5.6 ) 0 

  Disseminated intravascular 
coagulation 

1 (5.6 ) 1 (5.6 ) 0 

  Neutropenia 1 (5.6 ) 1 (5.6 ) 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Cardiac disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Coronary artery dilatation 1 (5.6 ) 1 (5.6 ) 0 

  Left ventricular dysfunction 1 (5.6 ) 1 (5.6 ) 0 

Gastrointestinal disorders    

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Gastrointestinal haemorrhage 1 (5.6 ) 0 1 (5.6 ) 

  Rectal haemorrhage 1 (5.6 ) 1 (5.6 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (11.1) 2 (11.1) 0 

  Pyrexia 2 (11.1) 2 (11.1) 0 

  Catheter site haemorrhage 1 (5.6 ) 1 (5.6 ) 0 

  Pain 1 (5.6 ) 1 (5.6 ) 0 

Immune system disorders    

  -Total 4 (22.2) 2 (11.1) 2 (11.1) 

  Cytokine release syndrome 4 (22.2) 2 (11.1) 2 (11.1) 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 1 (5.6 ) 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Infections and infestations    

  -Total 11 (61.1) 8 (44.4) 3 (16.7) 

  Pneumonia 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Neutropenic infection 2 (11.1) 2 (11.1) 0 

  Aspergillus infection 1 (5.6 ) 1 (5.6 ) 0 

  Candida infection 1 (5.6 ) 1 (5.6 ) 0 

  Cellulitis orbital 1 (5.6 ) 1 (5.6 ) 0 

  Central nervous system infection 1 (5.6 ) 0 1 (5.6 ) 

  Cerebral fungal infection 1 (5.6 ) 0 1 (5.6 ) 

  Human herpesvirus 6 infection 1 (5.6 ) 1 (5.6 ) 0 

  Infection 1 (5.6 ) 1 (5.6 ) 0 

  Influenza 1 (5.6 ) 1 (5.6 ) 0 

  Listeria sepsis 1 (5.6 ) 0 1 (5.6 ) 

  Parotitis 1 (5.6 ) 1 (5.6 ) 0 

  Pneumonia haemophilus 1 (5.6 ) 1 (5.6 ) 0 

  Post procedural infection 1 (5.6 ) 1 (5.6 ) 0 

  Pseudomonas infection 1 (5.6 ) 1 (5.6 ) 0 

  Respiratory syncytial virus infection 1 (5.6 ) 1 (5.6 ) 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Sepsis 1 (5.6 ) 1 (5.6 ) 0 

  Septic shock 1 (5.6 ) 1 (5.6 ) 0 

  Staphylococcal infection 1 (5.6 ) 1 (5.6 ) 0 

  Tonsillitis 1 (5.6 ) 1 (5.6 ) 0 

  Vascular device infection 1 (5.6 ) 1 (5.6 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Toxicity to various agents 1 (5.6 ) 1 (5.6 ) 0 

Investigations    

  -Total 8 (44.4) 2 (11.1) 6 (33.3) 

  White blood cell count decreased 4 (22.2) 1 (5.6 ) 3 (16.7) 

  Lymphocyte count decreased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Neutrophil count decreased 2 (11.1) 0 2 (11.1) 

  Platelet count decreased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  C-reactive protein increased 1 (5.6 ) 1 (5.6 ) 0 

  Fungal test positive 1 (5.6 ) 1 (5.6 ) 0 

  Gamma-glutamyltransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Immunoglobulins decreased 1 (5.6 ) 0 1 (5.6 ) 

Metabolism and nutrition disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Dehydration 1 (5.6 ) 1 (5.6 ) 0 

  Hyperglycaemia 1 (5.6 ) 1 (5.6 ) 0 

  Hypophosphataemia 1 (5.6 ) 1 (5.6 ) 0 

  Tumour lysis syndrome 1 (5.6 ) 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Joint effusion 1 (5.6 ) 1 (5.6 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 4 (22.2) 2 (11.1) 2 (11.1) 

  Acute lymphocytic leukaemia 
recurrent 

2 (11.1) 0 2 (11.1) 

  Acute lymphocytic leukaemia 1 (5.6 ) 1 (5.6 ) 0 

  Neoplasm progression 1 (5.6 ) 1 (5.6 ) 0 

Nervous system disorders    



  

  

3333 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  -Total 6 (33.3) 4 (22.2) 2 (11.1) 

  Somnolence 3 (16.7) 3 (16.7) 0 

  Dyskinesia 1 (5.6 ) 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 0 1 (5.6 ) 

  Intracranial pressure increased 1 (5.6 ) 0 1 (5.6 ) 

  Neurological symptom 1 (5.6 ) 1 (5.6 ) 0 

Product issues    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Manufacturing product shipping issue 1 (5.6 ) 0 1 (5.6 ) 

Renal and urinary disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Acute kidney injury 1 (5.6 ) 1 (5.6 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (11.1) 2 (11.1) 0 

  Epistaxis 1 (5.6 ) 1 (5.6 ) 0 

  Lung disorder 1 (5.6 ) 1 (5.6 ) 0 

Skin and subcutaneous tissue 
disorders 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Toxic skin eruption 1 (5.6 ) 1 (5.6 ) 0 

Vascular disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Capillary leak syndrome 1 (5.6 ) 1 (5.6 ) 0 

  Hypotension 1 (5.6 ) 1 (5.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 162b 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

37 (84.1) 8 (18.2) 29 (65.9) 

Blood and lymphatic system disorders    

  -Total 23 (52.3) 15 (34.1) 8 (18.2) 

  Febrile neutropenia 12 (27.3) 11 (25.0) 1 (2.3 ) 

  Anaemia 10 (22.7) 10 (22.7) 0 

  Neutropenia 6 (13.6) 2 (4.5 ) 4 (9.1 ) 

  Thrombocytopenia 5 (11.4) 2 (4.5 ) 3 (6.8 ) 

  Bone marrow failure 2 (4.5 ) 2 (4.5 ) 0 

General disorders and administration 
site conditions 

   

  -Total 5 (11.4) 5 (11.4) 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 5 (11.4) 5 (11.4) 0 

Hepatobiliary disorders    

  -Total 2 (4.5 ) 2 (4.5 ) 0 

  Hepatocellular injury 2 (4.5 ) 2 (4.5 ) 0 

Immune system disorders    

  -Total 15 (34.1) 6 (13.6) 9 (20.5) 

  Cytokine release syndrome 15 (34.1) 6 (13.6) 9 (20.5) 

  Haemophagocytic 
lymphohistiocytosis 

2 (4.5 ) 2 (4.5 ) 0 

Infections and infestations    

  -Total 10 (22.7) 6 (13.6) 4 (9.1 ) 

  Sepsis 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 

  Device related infection 3 (6.8 ) 3 (6.8 ) 0 

  Pneumonia 3 (6.8 ) 3 (6.8 ) 0 

  Septic shock 1 (2.3 ) 0 1 (2.3 ) 

Investigations    

  -Total 18 (40.9) 2 (4.5 ) 16 (36.4) 

  White blood cell count decreased 12 (27.3) 1 (2.3 ) 11 (25.0) 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 10 (22.7) 0 10 (22.7) 

  Platelet count decreased 10 (22.7) 1 (2.3 ) 9 (20.5) 

  Alanine aminotransferase increased 5 (11.4) 4 (9.1 ) 1 (2.3 ) 

  Lymphocyte count decreased 4 (9.1 ) 2 (4.5 ) 2 (4.5 ) 

  Aspartate aminotransferase 
increased 

3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 

  Immunoglobulins decreased 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 

Metabolism and nutrition disorders    

  -Total 5 (11.4) 4 (9.1 ) 1 (2.3 ) 

  Hypokalaemia 5 (11.4) 5 (11.4) 0 

  Hypocalcaemia 1 (2.3 ) 0 1 (2.3 ) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 

  Acute lymphocytic leukaemia 
recurrent 

3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 

Renal and urinary disorders    

  -Total 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 

  Acute kidney injury 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 



  

  

3338 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 

  Hypoxia 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 

Vascular disorders    

  -Total 6 (13.6) 5 (11.4) 1 (2.3 ) 

  Hypertension 3 (6.8 ) 3 (6.8 ) 0 

  Hypotension 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 162b 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

24 (80.0) 10 (33.3) 14 (46.7) 

Blood and lymphatic system disorders    

  -Total 14 (46.7) 10 (33.3) 4 (13.3) 

  Neutropenia 7 (23.3) 3 (10.0) 4 (13.3) 

  Anaemia 6 (20.0) 6 (20.0) 0 

  Febrile neutropenia 6 (20.0) 6 (20.0) 0 

  Bone marrow failure 3 (10.0) 3 (10.0) 0 

  Thrombocytopenia 3 (10.0) 1 (3.3 ) 2 (6.7 ) 

Gastrointestinal disorders    

  -Total 2 (6.7 ) 2 (6.7 ) 0 

  Stomatitis 2 (6.7 ) 2 (6.7 ) 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 5 (16.7) 5 (16.7) 0 

  Pyrexia 5 (16.7) 5 (16.7) 0 

Hepatobiliary disorders    

  -Total 2 (6.7 ) 2 (6.7 ) 0 

  Hepatocellular injury 2 (6.7 ) 2 (6.7 ) 0 

Immune system disorders    

  -Total 9 (30.0) 5 (16.7) 4 (13.3) 

  Cytokine release syndrome 7 (23.3) 3 (10.0) 4 (13.3) 

  Haemophagocytic 
lymphohistiocytosis 

2 (6.7 ) 2 (6.7 ) 0 

  Hypogammaglobulinaemia 2 (6.7 ) 2 (6.7 ) 0 

Infections and infestations    

  -Total 8 (26.7) 5 (16.7) 3 (10.0) 

  Pneumonia 3 (10.0) 2 (6.7 ) 1 (3.3 ) 

  Sepsis 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Septic shock 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Sinusitis 2 (6.7 ) 2 (6.7 ) 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Device related infection 1 (3.3 ) 1 (3.3 ) 0 

Investigations    

  -Total 11 (36.7) 3 (10.0) 8 (26.7) 

  White blood cell count decreased 8 (26.7) 1 (3.3 ) 7 (23.3) 

  Neutrophil count decreased 6 (20.0) 1 (3.3 ) 5 (16.7) 

  Platelet count decreased 4 (13.3) 2 (6.7 ) 2 (6.7 ) 

  Lymphocyte count decreased 2 (6.7 ) 2 (6.7 ) 0 

Metabolism and nutrition disorders    

  -Total 8 (26.7) 7 (23.3) 1 (3.3 ) 

  Hypokalaemia 4 (13.3) 4 (13.3) 0 

  Hypocalcaemia 3 (10.0) 2 (6.7 ) 1 (3.3 ) 

  Dehydration 2 (6.7 ) 2 (6.7 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.3 ) 1 (3.3 ) 0 

Nervous system disorders    

  -Total 3 (10.0) 3 (10.0) 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Somnolence 3 (10.0) 3 (10.0) 0 

Renal and urinary disorders    

  -Total 2 (6.7 ) 2 (6.7 ) 0 

  Haematuria 2 (6.7 ) 2 (6.7 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (6.7 ) 2 (6.7 ) 0 

  Hypoxia 2 (6.7 ) 2 (6.7 ) 0 

Vascular disorders    

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Hypotension 1 (3.3 ) 1 (3.3 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 162c 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 1 (100) 0 

Blood and lymphatic system disorders    

  -Total 1 (100) 1 (100) 0 

  Febrile neutropenia 1 (100) 1 (100) 0 

Immune system disorders    

  -Total 1 (100) 1 (100) 0 

  Cytokine release syndrome 1 (100) 1 (100) 0 

Vascular disorders    

  -Total 1 (100) 1 (100) 0 

  Hypertension 1 (100) 1 (100) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 162c 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

57 (78.1) 17 (23.3) 40 (54.8) 

Blood and lymphatic system disorders    

  -Total 36 (49.3) 24 (32.9) 12 (16.4) 

  Febrile neutropenia 17 (23.3) 16 (21.9) 1 (1.4 ) 

  Anaemia 16 (21.9) 16 (21.9) 0 

  Neutropenia 13 (17.8) 5 (6.8 ) 8 (11.0) 

  Thrombocytopenia 8 (11.0) 3 (4.1 ) 5 (6.8 ) 

  Bone marrow failure 5 (6.8 ) 5 (6.8 ) 0 

General disorders and administration 
site conditions 

   

  -Total 10 (13.7) 10 (13.7) 0 

  Pyrexia 10 (13.7) 10 (13.7) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders    

  -Total 4 (5.5 ) 4 (5.5 ) 0 

  Hepatocellular injury 4 (5.5 ) 4 (5.5 ) 0 

Immune system disorders    

  -Total 22 (30.1) 9 (12.3) 13 (17.8) 

  Cytokine release syndrome 21 (28.8) 8 (11.0) 13 (17.8) 

  Haemophagocytic 
lymphohistiocytosis 

4 (5.5 ) 4 (5.5 ) 0 

Infections and infestations    

  -Total 15 (20.5) 10 (13.7) 5 (6.8 ) 

  Pneumonia 6 (8.2 ) 5 (6.8 ) 1 (1.4 ) 

  Sepsis 6 (8.2 ) 2 (2.7 ) 4 (5.5 ) 

  Device related infection 4 (5.5 ) 4 (5.5 ) 0 

Investigations    

  -Total 26 (35.6) 3 (4.1 ) 23 (31.5) 

  White blood cell count decreased 20 (27.4) 2 (2.7 ) 18 (24.7) 

  Neutrophil count decreased 16 (21.9) 1 (1.4 ) 15 (20.5) 

  Platelet count decreased 14 (19.2) 3 (4.1 ) 11 (15.1) 

  Lymphocyte count decreased 6 (8.2 ) 4 (5.5 ) 2 (2.7 ) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alanine aminotransferase increased 5 (6.8 ) 4 (5.5 ) 1 (1.4 ) 

Metabolism and nutrition disorders    

  -Total 11 (15.1) 9 (12.3) 2 (2.7 ) 

  Hypokalaemia 9 (12.3) 9 (12.3) 0 

  Hypocalcaemia 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 

  Acute lymphocytic leukaemia 
recurrent 

4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 6 (8.2 ) 5 (6.8 ) 1 (1.4 ) 

  Hypoxia 6 (8.2 ) 5 (6.8 ) 1 (1.4 ) 

Vascular disorders    

  -Total 6 (8.2 ) 5 (6.8 ) 1 (1.4 ) 

  Hypotension 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 

  Hypertension 2 (2.7 ) 2 (2.7 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 162d 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

45 (84.9) 16 (30.2) 29 (54.7) 

Blood and lymphatic system disorders    

  -Total 19 (35.8) 15 (28.3) 4 (7.5 ) 

  Febrile neutropenia 9 (17.0) 9 (17.0) 0 

  Neutropenia 6 (11.3) 3 (5.7 ) 3 (5.7 ) 

  Bone marrow failure 5 (9.4 ) 5 (9.4 ) 0 

  Anaemia 2 (3.8 ) 2 (3.8 ) 0 

  Thrombocytopenia 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 

Cardiac disorders    

  -Total 1 (1.9 ) 1 (1.9 ) 0 

  Left ventricular dysfunction 1 (1.9 ) 1 (1.9 ) 0 



  

  

3353 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders    

  -Total 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 

  Diarrhoea 1 (1.9 ) 1 (1.9 ) 0 

  Gastrointestinal haemorrhage 1 (1.9 ) 0 1 (1.9 ) 

General disorders and administration 
site conditions 

   

  -Total 5 (9.4 ) 5 (9.4 ) 0 

  Pyrexia 5 (9.4 ) 5 (9.4 ) 0 

Hepatobiliary disorders    

  -Total 4 (7.5 ) 4 (7.5 ) 0 

  Hepatocellular injury 4 (7.5 ) 4 (7.5 ) 0 

Immune system disorders    

  -Total 16 (30.2) 6 (11.3) 10 (18.9) 

  Cytokine release syndrome 16 (30.2) 6 (11.3) 10 (18.9) 

  Haemophagocytic 
lymphohistiocytosis 

3 (5.7 ) 3 (5.7 ) 0 

Infections and infestations    

  -Total 15 (28.3) 10 (18.9) 5 (9.4 ) 

  Neutropenic infection 3 (5.7 ) 3 (5.7 ) 0 



  

  

3354 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 

  Sepsis 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 

  Septic shock 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 

  Device related infection 2 (3.8 ) 2 (3.8 ) 0 

  Aspergillus infection 1 (1.9 ) 1 (1.9 ) 0 

  Candida infection 1 (1.9 ) 1 (1.9 ) 0 

  Sinusitis 1 (1.9 ) 1 (1.9 ) 0 

  Staphylococcal infection 1 (1.9 ) 1 (1.9 ) 0 

  Vascular device infection 1 (1.9 ) 1 (1.9 ) 0 

Investigations    

  -Total 14 (26.4) 4 (7.5 ) 10 (18.9) 

  White blood cell count decreased 9 (17.0) 0 9 (17.0) 

  Neutrophil count decreased 7 (13.2) 0 7 (13.2) 

  Platelet count decreased 4 (7.5 ) 3 (5.7 ) 1 (1.9 ) 

  Alanine aminotransferase increased 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 

  Immunoglobulins decreased 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 

  Aspartate aminotransferase 
increased 

2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 



  

  

3355 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood bilirubin increased 1 (1.9 ) 1 (1.9 ) 0 

Metabolism and nutrition disorders    

  -Total 4 (7.5 ) 4 (7.5 ) 0 

  Hypocalcaemia 2 (3.8 ) 2 (3.8 ) 0 

  Decreased appetite 1 (1.9 ) 1 (1.9 ) 0 

  Hyperglycaemia 1 (1.9 ) 1 (1.9 ) 0 

  Hypokalaemia 1 (1.9 ) 1 (1.9 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 6 (11.3) 3 (5.7 ) 3 (5.7 ) 

  Acute lymphocytic leukaemia 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 

  Acute lymphocytic leukaemia 
recurrent 

3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 

Nervous system disorders    

  -Total 4 (7.5 ) 3 (5.7 ) 1 (1.9 ) 

  Somnolence 3 (5.7 ) 3 (5.7 ) 0 

  Encephalopathy 1 (1.9 ) 0 1 (1.9 ) 

  Headache 1 (1.9 ) 1 (1.9 ) 0 

Renal and urinary disorders    



  

  

3356 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (1.9 ) 1 (1.9 ) 0 

  Haematuria 1 (1.9 ) 1 (1.9 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (1.9 ) 1 (1.9 ) 0 

  Hypoxia 1 (1.9 ) 1 (1.9 ) 0 

Vascular disorders    

  -Total 5 (9.4 ) 5 (9.4 ) 0 

  Hypertension 3 (5.7 ) 3 (5.7 ) 0 

  Hypotension 2 (3.8 ) 2 (3.8 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 162d 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

17 (94.4) 2 (11.1) 15 (83.3) 

Blood and lymphatic system disorders    

  -Total 15 (83.3) 8 (44.4) 7 (38.9) 

  Anaemia 12 (66.7) 12 (66.7) 0 

  Febrile neutropenia 6 (33.3) 5 (27.8) 1 (5.6 ) 

  Neutropenia 6 (33.3) 2 (11.1) 4 (22.2) 

  Thrombocytopenia 6 (33.3) 2 (11.1) 4 (22.2) 

Cardiac disorders    

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Left ventricular dysfunction 1 (5.6 ) 1 (5.6 ) 0 

  Pericardial effusion 1 (5.6 ) 0 1 (5.6 ) 



  

  

3360 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders    

  -Total 5 (27.8) 5 (27.8) 0 

  Abdominal pain 1 (5.6 ) 1 (5.6 ) 0 

  Anal fissure 1 (5.6 ) 1 (5.6 ) 0 

  Anal fistula 1 (5.6 ) 1 (5.6 ) 0 

  Diarrhoea 1 (5.6 ) 1 (5.6 ) 0 

  Gastrointestinal haemorrhage 1 (5.6 ) 1 (5.6 ) 0 

  Rectal ulcer 1 (5.6 ) 1 (5.6 ) 0 

General disorders and administration 
site conditions 

   

  -Total 4 (22.2) 4 (22.2) 0 

  Pyrexia 3 (16.7) 3 (16.7) 0 

  Mucosal inflammation 1 (5.6 ) 1 (5.6 ) 0 

Hepatobiliary disorders    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Hepatosplenomegaly 1 (5.6 ) 0 1 (5.6 ) 

Immune system disorders    

  -Total 6 (33.3) 5 (27.8) 1 (5.6 ) 



  

  

3361 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cytokine release syndrome 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Hypogammaglobulinaemia 2 (11.1) 2 (11.1) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 1 (5.6 ) 0 

Infections and infestations    

  -Total 11 (61.1) 8 (44.4) 3 (16.7) 

  Pneumonia 3 (16.7) 3 (16.7) 0 

  Sepsis 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Bacterial infection 2 (11.1) 2 (11.1) 0 

  Device related infection 2 (11.1) 2 (11.1) 0 

  Periorbital cellulitis 2 (11.1) 2 (11.1) 0 

  Alternaria infection 1 (5.6 ) 1 (5.6 ) 0 

  Aspergillus infection 1 (5.6 ) 1 (5.6 ) 0 

  Atypical pneumonia 1 (5.6 ) 1 (5.6 ) 0 

  Bacterial pyelonephritis 1 (5.6 ) 1 (5.6 ) 0 

  Candida infection 1 (5.6 ) 1 (5.6 ) 0 

  Enterococcal infection 1 (5.6 ) 1 (5.6 ) 0 

  Escherichia bacteraemia 1 (5.6 ) 0 1 (5.6 ) 



  

  

3362 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Infection 1 (5.6 ) 1 (5.6 ) 0 

  Listeria sepsis 1 (5.6 ) 0 1 (5.6 ) 

  Meningitis aseptic 1 (5.6 ) 1 (5.6 ) 0 

  Pneumonia fungal 1 (5.6 ) 1 (5.6 ) 0 

  Sinusitis 1 (5.6 ) 1 (5.6 ) 0 

  Staphylococcal infection 1 (5.6 ) 1 (5.6 ) 0 

  Vascular device infection 1 (5.6 ) 1 (5.6 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Infusion related reaction 1 (5.6 ) 1 (5.6 ) 0 

Investigations    

  -Total 13 (72.2) 2 (11.1) 11 (61.1) 

  White blood cell count decreased 10 (55.6) 2 (11.1) 8 (44.4) 

  Platelet count decreased 8 (44.4) 0 8 (44.4) 

  Lymphocyte count decreased 6 (33.3) 4 (22.2) 2 (11.1) 

  Neutrophil count decreased 6 (33.3) 1 (5.6 ) 5 (27.8) 

  Alanine aminotransferase increased 2 (11.1) 2 (11.1) 0 



  

  

3363 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspartate aminotransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 

  Blood bilirubin increased 1 (5.6 ) 0 1 (5.6 ) 

  Blood fibrinogen decreased 1 (5.6 ) 1 (5.6 ) 0 

  Fungal test positive 1 (5.6 ) 1 (5.6 ) 0 

  Gamma-glutamyltransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 

  Oxygen saturation decreased 1 (5.6 ) 1 (5.6 ) 0 

Metabolism and nutrition disorders    

  -Total 8 (44.4) 8 (44.4) 0 

  Hypokalaemia 6 (33.3) 6 (33.3) 0 

  Hyperglycaemia 2 (11.1) 2 (11.1) 0 

  Hypophosphataemia 2 (11.1) 2 (11.1) 0 

  Decreased appetite 1 (5.6 ) 1 (5.6 ) 0 

  Lactic acidosis 1 (5.6 ) 1 (5.6 ) 0 

  Tumour lysis syndrome 1 (5.6 ) 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 4 (22.2) 4 (22.2) 0 



  

  

3364 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Arthralgia 2 (11.1) 2 (11.1) 0 

  Back pain 1 (5.6 ) 1 (5.6 ) 0 

  Muscular weakness 1 (5.6 ) 1 (5.6 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 4 (22.2) 1 (5.6 ) 3 (16.7) 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 0 1 (5.6 ) 

  B precursor type acute leukaemia 1 (5.6 ) 0 1 (5.6 ) 

  Leukaemia 1 (5.6 ) 0 1 (5.6 ) 

  Neoplasm of orbit 1 (5.6 ) 0 1 (5.6 ) 

  Neoplasm progression 1 (5.6 ) 1 (5.6 ) 0 

Nervous system disorders    

  -Total 6 (33.3) 5 (27.8) 1 (5.6 ) 

  Depressed level of consciousness 2 (11.1) 2 (11.1) 0 

  Encephalopathy 2 (11.1) 2 (11.1) 0 

  Dyskinesia 1 (5.6 ) 1 (5.6 ) 0 

  Headache 1 (5.6 ) 1 (5.6 ) 0 

  Intracranial pressure increased 1 (5.6 ) 0 1 (5.6 ) 



  

  

3365 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neurological symptom 1 (5.6 ) 1 (5.6 ) 0 

Product issues    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Manufacturing product shipping issue 1 (5.6 ) 0 1 (5.6 ) 

Psychiatric disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Confusional state 2 (11.1) 2 (11.1) 0 

  Abnormal behaviour 1 (5.6 ) 1 (5.6 ) 0 

  Agitation 1 (5.6 ) 1 (5.6 ) 0 

Renal and urinary disorders    

  -Total 4 (22.2) 4 (22.2) 0 

  Acute kidney injury 2 (11.1) 2 (11.1) 0 

  Haematuria 1 (5.6 ) 1 (5.6 ) 0 

  Renal impairment 1 (5.6 ) 1 (5.6 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 6 (33.3) 6 (33.3) 0 

  Hypoxia 3 (16.7) 3 (16.7) 0 



  

  

3366 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Epistaxis 2 (11.1) 2 (11.1) 0 

  Apnoea 1 (5.6 ) 1 (5.6 ) 0 

Vascular disorders    

  -Total 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Hypotension 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Capillary leak syndrome 1 (5.6 ) 1 (5.6 ) 0 

  Jugular vein thrombosis 1 (5.6 ) 1 (5.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 162d 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

3 (100) 0 3 (100) 

Blood and lymphatic system disorders    

  -Total 3 (100) 2 (66.7) 1 (33.3) 

  Febrile neutropenia 3 (100) 3 (100) 0 

  Anaemia 2 (66.7) 2 (66.7) 0 

  Neutropenia 1 (33.3) 0 1 (33.3) 

General disorders and administration 
site conditions 

   

  -Total 2 (66.7) 2 (66.7) 0 

  Pyrexia 2 (66.7) 2 (66.7) 0 

Hepatobiliary disorders    



  

  

3368 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 1 (33.3) 0 1 (33.3) 

  Hepatotoxicity 1 (33.3) 0 1 (33.3) 

Immune system disorders    

  -Total 3 (100) 1 (33.3) 2 (66.7) 

  Cytokine release syndrome 2 (66.7) 0 2 (66.7) 

  Anaphylactic reaction 1 (33.3) 1 (33.3) 0 

Infections and infestations    

  -Total 2 (66.7) 2 (66.7) 0 

  Croup infectious 1 (33.3) 1 (33.3) 0 

  Otitis externa 1 (33.3) 1 (33.3) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Allergic transfusion reaction 1 (33.3) 1 (33.3) 0 

Investigations    

  -Total 3 (100) 0 3 (100) 

  Neutrophil count decreased 3 (100) 0 3 (100) 

  Blood fibrinogen decreased 2 (66.7) 2 (66.7) 0 



  

  

3369 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Platelet count decreased 2 (66.7) 0 2 (66.7) 

  Blood creatine phosphokinase 
increased 

1 (33.3) 0 1 (33.3) 

  White blood cell count decreased 1 (33.3) 0 1 (33.3) 

Metabolism and nutrition disorders    

  -Total 2 (66.7) 0 2 (66.7) 

  Hypocalcaemia 2 (66.7) 0 2 (66.7) 

  Hypokalaemia 2 (66.7) 2 (66.7) 0 

  Hyponatraemia 1 (33.3) 1 (33.3) 0 

  Hypophosphataemia 1 (33.3) 1 (33.3) 0 

  Tumour lysis syndrome 1 (33.3) 0 1 (33.3) 

Renal and urinary disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Acute kidney injury 1 (33.3) 0 1 (33.3) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 

  Hypoxia 2 (66.7) 1 (33.3) 1 (33.3) 



  

  

3370 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Rash 1 (33.3) 1 (33.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 162e 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

37 (82.2) 13 (28.9) 24 (53.3) 

Blood and lymphatic system disorders    

  -Total 21 (46.7) 14 (31.1) 7 (15.6) 

  Anaemia 9 (20.0) 9 (20.0) 0 

  Febrile neutropenia 9 (20.0) 8 (17.8) 1 (2.2 ) 

  Neutropenia 8 (17.8) 4 (8.9 ) 4 (8.9 ) 

  Thrombocytopenia 5 (11.1) 2 (4.4 ) 3 (6.7 ) 

  Bone marrow failure 2 (4.4 ) 2 (4.4 ) 0 

General disorders and administration 
site conditions 

   

  -Total 6 (13.3) 6 (13.3) 0 



  

  

3372 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 6 (13.3) 6 (13.3) 0 

Hepatobiliary disorders    

  -Total 3 (6.7 ) 3 (6.7 ) 0 

  Hepatocellular injury 3 (6.7 ) 3 (6.7 ) 0 

Immune system disorders    

  -Total 9 (20.0) 4 (8.9 ) 5 (11.1) 

  Cytokine release syndrome 9 (20.0) 4 (8.9 ) 5 (11.1) 

Infections and infestations    

  -Total 10 (22.2) 8 (17.8) 2 (4.4 ) 

  Pneumonia 4 (8.9 ) 4 (8.9 ) 0 

  Sepsis 4 (8.9 ) 2 (4.4 ) 2 (4.4 ) 

  Device related infection 2 (4.4 ) 2 (4.4 ) 0 

Investigations    

  -Total 17 (37.8) 1 (2.2 ) 16 (35.6) 

  White blood cell count decreased 13 (28.9) 0 13 (28.9) 

  Neutrophil count decreased 10 (22.2) 0 10 (22.2) 

  Platelet count decreased 8 (17.8) 2 (4.4 ) 6 (13.3) 

  Alanine aminotransferase increased 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 



  

  

3373 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphocyte count decreased 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 

Metabolism and nutrition disorders    

  -Total 6 (13.3) 6 (13.3) 0 

  Hypokalaemia 4 (8.9 ) 4 (8.9 ) 0 

  Hyperglycaemia 1 (2.2 ) 1 (2.2 ) 0 

  Hypocalcaemia 1 (2.2 ) 1 (2.2 ) 0 

  Hypophosphataemia 1 (2.2 ) 1 (2.2 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 

  Acute lymphocytic leukaemia 
recurrent 

3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 

  Acute lymphocytic leukaemia 1 (2.2 ) 1 (2.2 ) 0 

Nervous system disorders    

  -Total 3 (6.7 ) 3 (6.7 ) 0 

  Somnolence 3 (6.7 ) 3 (6.7 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (4.4 ) 2 (4.4 ) 0 



  

  

3374 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoxia 2 (4.4 ) 2 (4.4 ) 0 

Vascular disorders    

  -Total 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 

  Hypotension 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 162e 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

25 (86.2) 7 (24.1) 18 (62.1) 

Blood and lymphatic system disorders    

  -Total 16 (55.2) 11 (37.9) 5 (17.2) 

  Febrile neutropenia 9 (31.0) 9 (31.0) 0 

  Anaemia 7 (24.1) 7 (24.1) 0 

  Neutropenia 5 (17.2) 1 (3.4 ) 4 (13.8) 

  Bone marrow failure 3 (10.3) 3 (10.3) 0 

  Thrombocytopenia 3 (10.3) 1 (3.4 ) 2 (6.9 ) 

Cardiac disorders    

  -Total 2 (6.9 ) 2 (6.9 ) 0 

  Left ventricular dysfunction 2 (6.9 ) 2 (6.9 ) 0 



  

  

3377 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders    

  -Total 2 (6.9 ) 2 (6.9 ) 0 

  Diarrhoea 2 (6.9 ) 2 (6.9 ) 0 

General disorders and administration 
site conditions 

   

  -Total 4 (13.8) 4 (13.8) 0 

  Pyrexia 4 (13.8) 4 (13.8) 0 

Hepatobiliary disorders    

  -Total 1 (3.4 ) 1 (3.4 ) 0 

  Hepatocellular injury 1 (3.4 ) 1 (3.4 ) 0 

Immune system disorders    

  -Total 14 (48.3) 6 (20.7) 8 (27.6) 

  Cytokine release syndrome 13 (44.8) 5 (17.2) 8 (27.6) 

  Haemophagocytic 
lymphohistiocytosis 

4 (13.8) 4 (13.8) 0 

Infections and infestations    

  -Total 8 (27.6) 5 (17.2) 3 (10.3) 

  Aspergillus infection 2 (6.9 ) 2 (6.9 ) 0 

  Bacteraemia 2 (6.9 ) 2 (6.9 ) 0 



  

  

3378 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Candida infection 2 (6.9 ) 2 (6.9 ) 0 

  Device related infection 2 (6.9 ) 2 (6.9 ) 0 

  Pneumonia 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 

  Sepsis 2 (6.9 ) 0 2 (6.9 ) 

  Vascular device infection 2 (6.9 ) 2 (6.9 ) 0 

Investigations    

  -Total 10 (34.5) 3 (10.3) 7 (24.1) 

  White blood cell count decreased 7 (24.1) 2 (6.9 ) 5 (17.2) 

  Neutrophil count decreased 6 (20.7) 1 (3.4 ) 5 (17.2) 

  Platelet count decreased 6 (20.7) 1 (3.4 ) 5 (17.2) 

  Blood fibrinogen decreased 3 (10.3) 3 (10.3) 0 

  Lymphocyte count decreased 3 (10.3) 2 (6.9 ) 1 (3.4 ) 

  Alanine aminotransferase increased 2 (6.9 ) 2 (6.9 ) 0 

  Blood bilirubin increased 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 

Metabolism and nutrition disorders    

  -Total 7 (24.1) 5 (17.2) 2 (6.9 ) 

  Hypokalaemia 5 (17.2) 5 (17.2) 0 

  Hypocalcaemia 3 (10.3) 1 (3.4 ) 2 (6.9 ) 



  

  

3379 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Decreased appetite 2 (6.9 ) 2 (6.9 ) 0 

  Hyperglycaemia 2 (6.9 ) 2 (6.9 ) 0 

  Hypophosphataemia 2 (6.9 ) 2 (6.9 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (10.3) 0 3 (10.3) 

  Acute lymphocytic leukaemia 2 (6.9 ) 0 2 (6.9 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.4 ) 0 1 (3.4 ) 

Nervous system disorders    

  -Total 2 (6.9 ) 2 (6.9 ) 0 

  Headache 2 (6.9 ) 2 (6.9 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 4 (13.8) 3 (10.3) 1 (3.4 ) 

  Hypoxia 4 (13.8) 3 (10.3) 1 (3.4 ) 

Vascular disorders    

  -Total 3 (10.3) 3 (10.3) 0 

  Hypertension 3 (10.3) 3 (10.3) 0 



  

  

3380 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 162f 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

22 (81.5) 9 (33.3) 13 (48.1) 

Blood and lymphatic system disorders    

  -Total 11 (40.7) 10 (37.0) 1 (3.7 ) 

  Febrile neutropenia 7 (25.9) 7 (25.9) 0 

  Anaemia 4 (14.8) 4 (14.8) 0 

  Neutropenia 3 (11.1) 3 (11.1) 0 

  Bone marrow failure 2 (7.4 ) 2 (7.4 ) 0 

  Thrombocytopenia 1 (3.7 ) 0 1 (3.7 ) 

General disorders and administration 
site conditions 

   

  -Total 1 (3.7 ) 1 (3.7 ) 0 

  Pyrexia 1 (3.7 ) 1 (3.7 ) 0 



  

  

3382 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders    

  -Total 1 (3.7 ) 1 (3.7 ) 0 

  Hepatocellular injury 1 (3.7 ) 1 (3.7 ) 0 

Immune system disorders    

  -Total 6 (22.2) 2 (7.4 ) 4 (14.8) 

  Cytokine release syndrome 6 (22.2) 2 (7.4 ) 4 (14.8) 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.7 ) 1 (3.7 ) 0 

Infections and infestations    

  -Total 7 (25.9) 6 (22.2) 1 (3.7 ) 

  Device related infection 3 (11.1) 3 (11.1) 0 

  Pneumonia 2 (7.4 ) 2 (7.4 ) 0 

  Sepsis 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

Investigations    

  -Total 10 (37.0) 1 (3.7 ) 9 (33.3) 

  Neutrophil count decreased 6 (22.2) 0 6 (22.2) 

  White blood cell count decreased 6 (22.2) 0 6 (22.2) 

  Platelet count decreased 4 (14.8) 1 (3.7 ) 3 (11.1) 

  Alanine aminotransferase increased 3 (11.1) 2 (7.4 ) 1 (3.7 ) 



  

  

3383 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Immunoglobulins decreased 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

  Lymphocyte count decreased 1 (3.7 ) 0 1 (3.7 ) 

Metabolism and nutrition disorders    

  -Total 1 (3.7 ) 1 (3.7 ) 0 

  Hypokalaemia 1 (3.7 ) 1 (3.7 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (7.4 ) 2 (7.4 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

2 (7.4 ) 2 (7.4 ) 0 

Nervous system disorders    

  -Total 4 (14.8) 4 (14.8) 0 

  Seizure 2 (7.4 ) 2 (7.4 ) 0 

  Encephalopathy 1 (3.7 ) 1 (3.7 ) 0 

  Somnolence 1 (3.7 ) 1 (3.7 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (7.4 ) 2 (7.4 ) 0 

  Hypoxia 2 (7.4 ) 2 (7.4 ) 0 

Vascular disorders    



  

  

3384 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (3.7 ) 1 (3.7 ) 0 

  Hypotension 1 (3.7 ) 1 (3.7 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 162f 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

36 (81.8) 8 (18.2) 28 (63.6) 

Blood and lymphatic system disorders    

  -Total 25 (56.8) 15 (34.1) 10 (22.7) 

  Anaemia 11 (25.0) 11 (25.0) 0 

  Febrile neutropenia 11 (25.0) 10 (22.7) 1 (2.3 ) 

  Neutropenia 9 (20.5) 2 (4.5 ) 7 (15.9) 

  Thrombocytopenia 7 (15.9) 3 (6.8 ) 4 (9.1 ) 

  Bone marrow failure 3 (6.8 ) 3 (6.8 ) 0 

General disorders and administration 
site conditions 

   

  -Total 8 (18.2) 8 (18.2) 0 

  Pyrexia 8 (18.2) 8 (18.2) 0 



  

  

3387 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders    

  -Total 2 (4.5 ) 2 (4.5 ) 0 

  Hepatocellular injury 2 (4.5 ) 2 (4.5 ) 0 

Immune system disorders    

  -Total 16 (36.4) 8 (18.2) 8 (18.2) 

  Cytokine release syndrome 15 (34.1) 7 (15.9) 8 (18.2) 

  Haemophagocytic 
lymphohistiocytosis 

3 (6.8 ) 3 (6.8 ) 0 

Infections and infestations    

  -Total 14 (31.8) 8 (18.2) 6 (13.6) 

  Pneumonia 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 

  Sepsis 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 

  Neutropenic infection 3 (6.8 ) 3 (6.8 ) 0 

  Septic shock 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 

  Device related infection 1 (2.3 ) 1 (2.3 ) 0 

  Staphylococcal infection 1 (2.3 ) 1 (2.3 ) 0 

Investigations    

  -Total 18 (40.9) 4 (9.1 ) 14 (31.8) 

  White blood cell count decreased 13 (29.5) 2 (4.5 ) 11 (25.0) 



  

  

3388 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 10 (22.7) 1 (2.3 ) 9 (20.5) 

  Platelet count decreased 9 (20.5) 2 (4.5 ) 7 (15.9) 

  Lymphocyte count decreased 5 (11.4) 4 (9.1 ) 1 (2.3 ) 

  Blood fibrinogen decreased 3 (6.8 ) 3 (6.8 ) 0 

  Alanine aminotransferase increased 2 (4.5 ) 2 (4.5 ) 0 

  Immunoglobulins decreased 1 (2.3 ) 1 (2.3 ) 0 

Metabolism and nutrition disorders    

  -Total 11 (25.0) 9 (20.5) 2 (4.5 ) 

  Hypokalaemia 7 (15.9) 7 (15.9) 0 

  Hypocalcaemia 4 (9.1 ) 2 (4.5 ) 2 (4.5 ) 

  Hypophosphataemia 3 (6.8 ) 3 (6.8 ) 0 

  Dehydration 1 (2.3 ) 1 (2.3 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (4.5 ) 0 2 (4.5 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (4.5 ) 0 2 (4.5 ) 

Nervous system disorders    

  -Total 2 (4.5 ) 2 (4.5 ) 0 



  

  

3389 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Encephalopathy 1 (2.3 ) 1 (2.3 ) 0 

  Somnolence 1 (2.3 ) 1 (2.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 

  Hypoxia 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 

Vascular disorders    

  -Total 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 

  Hypotension 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 162f 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100) 1 (33.3) 2 (66.7) 

Blood and lymphatic system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Anaemia 1 (33.3) 1 (33.3) 0 

  Neutropenia 1 (33.3) 0 1 (33.3) 

Gastrointestinal disorders    

  -Total 1 (33.3) 1 (33.3) 0 

  Anal fissure 1 (33.3) 1 (33.3) 0 

  Anal fistula 1 (33.3) 1 (33.3) 0 

General disorders and administration 
site conditions 

   



  

  

3391 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (33.3) 1 (33.3) 0 

  Catheter site haemorrhage 1 (33.3) 1 (33.3) 0 

  Pain 1 (33.3) 1 (33.3) 0 

  Pyrexia 1 (33.3) 1 (33.3) 0 

Hepatobiliary disorders    

  -Total 1 (33.3) 1 (33.3) 0 

  Hepatocellular injury 1 (33.3) 1 (33.3) 0 

Immune system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Cytokine release syndrome 1 (33.3) 0 1 (33.3) 

Infections and infestations    

  -Total 2 (66.7) 2 (66.7) 0 

  Gastrointestinal infection 1 (33.3) 1 (33.3) 0 

  Pneumonia fungal 1 (33.3) 1 (33.3) 0 

  Staphylococcal infection 1 (33.3) 1 (33.3) 0 

Investigations    

  -Total 1 (33.3) 0 1 (33.3) 

  Oxygen saturation decreased 1 (33.3) 1 (33.3) 0 

  Platelet count decreased 1 (33.3) 0 1 (33.3) 



  

  

3392 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 1 (33.3) 0 1 (33.3) 

Metabolism and nutrition disorders    

  -Total 2 (66.7) 2 (66.7) 0 

  Dehydration 1 (33.3) 1 (33.3) 0 

  Hypokalaemia 1 (33.3) 1 (33.3) 0 

Nervous system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Encephalopathy 1 (33.3) 0 1 (33.3) 

  Somnolence 1 (33.3) 1 (33.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 162g 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

6 (85.7) 2 (28.6) 4 (57.1) 

Blood and lymphatic system disorders    

  -Total 6 (85.7) 4 (57.1) 2 (28.6) 

  Neutropenia 4 (57.1) 2 (28.6) 2 (28.6) 

  Febrile neutropenia 2 (28.6) 2 (28.6) 0 

  Anaemia 1 (14.3) 1 (14.3) 0 

  Coagulation factor deficiency 1 (14.3) 1 (14.3) 0 

  Thrombocytopenia 1 (14.3) 0 1 (14.3) 

Eye disorders    

  -Total 1 (14.3) 1 (14.3) 0 

  Amaurosis 1 (14.3) 1 (14.3) 0 



  

  

3394 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders    

  -Total 2 (28.6) 2 (28.6) 0 

  Constipation 1 (14.3) 1 (14.3) 0 

  Diarrhoea 1 (14.3) 1 (14.3) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (28.6) 1 (14.3) 1 (14.3) 

  Mucosal inflammation 1 (14.3) 1 (14.3) 0 

  Multiple organ dysfunction syndrome 1 (14.3) 0 1 (14.3) 

  Pyrexia 1 (14.3) 1 (14.3) 0 

Immune system disorders    

  -Total 4 (57.1) 3 (42.9) 1 (14.3) 

  Cytokine release syndrome 2 (28.6) 1 (14.3) 1 (14.3) 

  Cell-mediated immune deficiency 1 (14.3) 1 (14.3) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (14.3) 1 (14.3) 0 

  Hypogammaglobulinaemia 1 (14.3) 1 (14.3) 0 

Infections and infestations    

  -Total 3 (42.9) 2 (28.6) 1 (14.3) 



  

  

3395 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia 2 (28.6) 2 (28.6) 0 

  Alternaria infection 1 (14.3) 1 (14.3) 0 

  Aspergillus infection 1 (14.3) 1 (14.3) 0 

  Bacterial infection 1 (14.3) 1 (14.3) 0 

  Candida infection 1 (14.3) 1 (14.3) 0 

  Central nervous system infection 1 (14.3) 0 1 (14.3) 

  Enterococcal infection 1 (14.3) 1 (14.3) 0 

  Sinusitis 1 (14.3) 1 (14.3) 0 

  Systemic infection 1 (14.3) 1 (14.3) 0 

  Vascular device infection 1 (14.3) 1 (14.3) 0 

Investigations    

  -Total 3 (42.9) 3 (42.9) 0 

  Haemoglobin decreased 1 (14.3) 1 (14.3) 0 

  Immunoglobulins decreased 1 (14.3) 1 (14.3) 0 

  Lymphocyte count decreased 1 (14.3) 1 (14.3) 0 

  Neutrophil count decreased 1 (14.3) 1 (14.3) 0 

  White blood cell count decreased 1 (14.3) 1 (14.3) 0 

Metabolism and nutrition disorders    



  

  

3396 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (14.3) 1 (14.3) 0 

  Hyperglycaemia 1 (14.3) 1 (14.3) 0 

  Hypokalaemia 1 (14.3) 1 (14.3) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (14.3) 1 (14.3) 0 

  Muscular weakness 1 (14.3) 1 (14.3) 0 

Nervous system disorders    

  -Total 1 (14.3) 1 (14.3) 0 

  Seizure 1 (14.3) 1 (14.3) 0 

Renal and urinary disorders    

  -Total 1 (14.3) 1 (14.3) 0 

  Haematuria 1 (14.3) 1 (14.3) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (14.3) 1 (14.3) 0 

  Hypoxia 1 (14.3) 1 (14.3) 0 

Vascular disorders    

  -Total 2 (28.6) 2 (28.6) 0 



  

  

3397 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypertension 2 (28.6) 2 (28.6) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 162g 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

25 (78.1) 8 (25.0) 17 (53.1) 

Blood and lymphatic system disorders    

  -Total 13 (40.6) 11 (34.4) 2 (6.3 ) 

  Febrile neutropenia 7 (21.9) 7 (21.9) 0 

  Anaemia 5 (15.6) 5 (15.6) 0 

  Neutropenia 3 (9.4 ) 3 (9.4 ) 0 

  Thrombocytopenia 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 

  Bone marrow failure 2 (6.3 ) 2 (6.3 ) 0 

Gastrointestinal disorders    

  -Total 1 (3.1 ) 1 (3.1 ) 0 

  Gastrointestinal haemorrhage 1 (3.1 ) 1 (3.1 ) 0 



  

  

3400 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 3 (9.4 ) 3 (9.4 ) 0 

  Pyrexia 3 (9.4 ) 3 (9.4 ) 0 

Hepatobiliary disorders    

  -Total 2 (6.3 ) 2 (6.3 ) 0 

  Hepatocellular injury 2 (6.3 ) 2 (6.3 ) 0 

Immune system disorders    

  -Total 9 (28.1) 6 (18.8) 3 (9.4 ) 

  Cytokine release syndrome 9 (28.1) 6 (18.8) 3 (9.4 ) 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.1 ) 1 (3.1 ) 0 

Infections and infestations    

  -Total 11 (34.4) 8 (25.0) 3 (9.4 ) 

  Device related infection 3 (9.4 ) 3 (9.4 ) 0 

  Sepsis 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 

  Septic shock 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 

  Aspergillus infection 1 (3.1 ) 1 (3.1 ) 0 

  Bacterial infection 1 (3.1 ) 1 (3.1 ) 0 



  

  

3401 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Candida infection 1 (3.1 ) 1 (3.1 ) 0 

  Neutropenic infection 1 (3.1 ) 1 (3.1 ) 0 

  Pneumonia 1 (3.1 ) 0 1 (3.1 ) 

  Sinusitis 1 (3.1 ) 1 (3.1 ) 0 

  Vascular device infection 1 (3.1 ) 1 (3.1 ) 0 

Investigations    

  -Total 11 (34.4) 2 (6.3 ) 9 (28.1) 

  White blood cell count decreased 7 (21.9) 1 (3.1 ) 6 (18.8) 

  Platelet count decreased 5 (15.6) 2 (6.3 ) 3 (9.4 ) 

  Lymphocyte count decreased 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 

  Neutrophil count decreased 3 (9.4 ) 0 3 (9.4 ) 

  Blood bilirubin increased 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 

  Aspartate aminotransferase 
increased 

1 (3.1 ) 1 (3.1 ) 0 

  Immunoglobulins decreased 1 (3.1 ) 0 1 (3.1 ) 

Metabolism and nutrition disorders    

  -Total 7 (21.9) 7 (21.9) 0 

  Hypokalaemia 4 (12.5) 4 (12.5) 0 



  

  

3402 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypocalcaemia 2 (6.3 ) 2 (6.3 ) 0 

  Dehydration 1 (3.1 ) 1 (3.1 ) 0 

  Hypophosphataemia 1 (3.1 ) 1 (3.1 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (3.1 ) 1 (3.1 ) 0 

  Arthralgia 1 (3.1 ) 1 (3.1 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 4 (12.5) 1 (3.1 ) 3 (9.4 ) 

  Acute lymphocytic leukaemia 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.1 ) 0 1 (3.1 ) 

Nervous system disorders    

  -Total 2 (6.3 ) 2 (6.3 ) 0 

  Somnolence 2 (6.3 ) 2 (6.3 ) 0 

Renal and urinary disorders    

  -Total 2 (6.3 ) 2 (6.3 ) 0 

  Acute kidney injury 1 (3.1 ) 1 (3.1 ) 0 



  

  

3403 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haematuria 1 (3.1 ) 1 (3.1 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (9.4 ) 3 (9.4 ) 0 

  Hypoxia 2 (6.3 ) 2 (6.3 ) 0 

  Epistaxis 1 (3.1 ) 1 (3.1 ) 0 

Vascular disorders    

  -Total 2 (6.3 ) 2 (6.3 ) 0 

  Hypotension 2 (6.3 ) 2 (6.3 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 162g 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

21 (95.5) 6 (27.3) 15 (68.2) 

Blood and lymphatic system disorders    

  -Total 13 (59.1) 7 (31.8) 6 (27.3) 

  Anaemia 8 (36.4) 8 (36.4) 0 

  Febrile neutropenia 7 (31.8) 6 (27.3) 1 (4.5 ) 

  Neutropenia 5 (22.7) 0 5 (22.7) 

  Bone marrow failure 2 (9.1 ) 2 (9.1 ) 0 

  Thrombocytopenia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

General disorders and administration 
site conditions 

   

  -Total 5 (22.7) 5 (22.7) 0 



  

  

3405 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 5 (22.7) 5 (22.7) 0 

Hepatobiliary disorders    

  -Total 2 (9.1 ) 2 (9.1 ) 0 

  Hepatocellular injury 2 (9.1 ) 2 (9.1 ) 0 

Immune system disorders    

  -Total 10 (45.5) 3 (13.6) 7 (31.8) 

  Cytokine release syndrome 9 (40.9) 2 (9.1 ) 7 (31.8) 

  Haemophagocytic 
lymphohistiocytosis 

1 (4.5 ) 1 (4.5 ) 0 

  Hypogammaglobulinaemia 1 (4.5 ) 1 (4.5 ) 0 

Infections and infestations    

  -Total 7 (31.8) 4 (18.2) 3 (13.6) 

  Neutropenic infection 2 (9.1 ) 2 (9.1 ) 0 

  Pneumonia 2 (9.1 ) 2 (9.1 ) 0 

  Central nervous system infection 1 (4.5 ) 0 1 (4.5 ) 

  Device related infection 1 (4.5 ) 1 (4.5 ) 0 

  Sepsis 1 (4.5 ) 0 1 (4.5 ) 

  Septic shock 1 (4.5 ) 0 1 (4.5 ) 



  

  

3406 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations    

  -Total 11 (50.0) 2 (9.1 ) 9 (40.9) 

  Platelet count decreased 8 (36.4) 0 8 (36.4) 

  Neutrophil count decreased 7 (31.8) 0 7 (31.8) 

  White blood cell count decreased 6 (27.3) 0 6 (27.3) 

  Alanine aminotransferase increased 3 (13.6) 3 (13.6) 0 

  Blood fibrinogen decreased 3 (13.6) 3 (13.6) 0 

  Lymphocyte count decreased 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Immunoglobulins decreased 1 (4.5 ) 1 (4.5 ) 0 

Metabolism and nutrition disorders    

  -Total 5 (22.7) 3 (13.6) 2 (9.1 ) 

  Hypokalaemia 4 (18.2) 4 (18.2) 0 

  Hypocalcaemia 2 (9.1 ) 0 2 (9.1 ) 

  Hypophosphataemia 2 (9.1 ) 2 (9.1 ) 0 

  Tumour lysis syndrome 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Decreased appetite 1 (4.5 ) 1 (4.5 ) 0 

  Hyperglycaemia 1 (4.5 ) 1 (4.5 ) 0 



  

  

3407 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

Nervous system disorders    

  -Total 3 (13.6) 3 (13.6) 0 

  Depressed level of consciousness 2 (9.1 ) 2 (9.1 ) 0 

  Encephalopathy 2 (9.1 ) 2 (9.1 ) 0 

  Seizure 1 (4.5 ) 1 (4.5 ) 0 

Psychiatric disorders    

  -Total 2 (9.1 ) 2 (9.1 ) 0 

  Confusional state 2 (9.1 ) 2 (9.1 ) 0 

Renal and urinary disorders    

  -Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Acute kidney injury 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 



  

  

3408 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoxia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

Vascular disorders    

  -Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Hypotension 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t162_gd_b2001x.sas@@/main/2 25JUN21:17:14                                        Final 

 
  



  

  

3409 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 162g 

Severe adverse events (AE CTCAE Grade 3/4) that occurred in at least 5% of the patients OR (in at least 10 patients AND 

in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

13 (100) 1 (7.7 ) 12 (92.3) 

Blood and lymphatic system disorders    

  -Total 7 (53.8) 5 (38.5) 2 (15.4) 

  Anaemia 2 (15.4) 2 (15.4) 0 

  Febrile neutropenia 2 (15.4) 2 (15.4) 0 

  Thrombocytopenia 2 (15.4) 1 (7.7 ) 1 (7.7 ) 

  B-cell aplasia 1 (7.7 ) 1 (7.7 ) 0 

  Bone marrow failure 1 (7.7 ) 1 (7.7 ) 0 

  Leukopenia 1 (7.7 ) 0 1 (7.7 ) 

  Neutropenia 1 (7.7 ) 0 1 (7.7 ) 



  

  

3410 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Eye disorders    

  -Total 1 (7.7 ) 1 (7.7 ) 0 

  Keratitis 1 (7.7 ) 1 (7.7 ) 0 

Gastrointestinal disorders    

  -Total 2 (15.4) 1 (7.7 ) 1 (7.7 ) 

  Diarrhoea 1 (7.7 ) 1 (7.7 ) 0 

  Gastrointestinal haemorrhage 1 (7.7 ) 0 1 (7.7 ) 

  Lip pain 1 (7.7 ) 1 (7.7 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (15.4) 2 (15.4) 0 

  Catheter site haemorrhage 1 (7.7 ) 1 (7.7 ) 0 

  Face oedema 1 (7.7 ) 1 (7.7 ) 0 

  Localised oedema 1 (7.7 ) 1 (7.7 ) 0 

  Pain 1 (7.7 ) 1 (7.7 ) 0 

  Pyrexia 1 (7.7 ) 1 (7.7 ) 0 

Immune system disorders    

  -Total 2 (15.4) 0 2 (15.4) 



  

  

3411 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cytokine release syndrome 2 (15.4) 0 2 (15.4) 

  Haemophagocytic 
lymphohistiocytosis 

1 (7.7 ) 1 (7.7 ) 0 

Infections and infestations    

  -Total 5 (38.5) 3 (23.1) 2 (15.4) 

  Sepsis 2 (15.4) 0 2 (15.4) 

  Herpes zoster 1 (7.7 ) 1 (7.7 ) 0 

  Pneumonia 1 (7.7 ) 1 (7.7 ) 0 

  Pneumonia haemophilus 1 (7.7 ) 1 (7.7 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (15.4) 2 (15.4) 0 

  Infusion related reaction 1 (7.7 ) 1 (7.7 ) 0 

  Periorbital haematoma 1 (7.7 ) 1 (7.7 ) 0 

Investigations    

  -Total 6 (46.2) 0 6 (46.2) 

  White blood cell count decreased 6 (46.2) 0 6 (46.2) 

  Neutrophil count decreased 5 (38.5) 0 5 (38.5) 

  Alanine aminotransferase increased 2 (15.4) 1 (7.7 ) 1 (7.7 ) 



  

  

3412 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspartate aminotransferase 
increased 

2 (15.4) 1 (7.7 ) 1 (7.7 ) 

  Fungal test positive 1 (7.7 ) 1 (7.7 ) 0 

  Platelet count decreased 1 (7.7 ) 1 (7.7 ) 0 

Metabolism and nutrition disorders    

  -Total 3 (23.1) 3 (23.1) 0 

  Decreased appetite 1 (7.7 ) 1 (7.7 ) 0 

  Dehydration 1 (7.7 ) 1 (7.7 ) 0 

  Hyperglycaemia 1 (7.7 ) 1 (7.7 ) 0 

  Hypoalbuminaemia 1 (7.7 ) 1 (7.7 ) 0 

  Lactic acidosis 1 (7.7 ) 1 (7.7 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (7.7 ) 1 (7.7 ) 0 

  Arthralgia 1 (7.7 ) 1 (7.7 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (7.7 ) 1 (7.7 ) 0 



  

  

3413 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 
recurrent 

1 (7.7 ) 1 (7.7 ) 0 

Nervous system disorders    

  -Total 2 (15.4) 0 2 (15.4) 

  Encephalopathy 1 (7.7 ) 0 1 (7.7 ) 

  Intracranial pressure increased 1 (7.7 ) 0 1 (7.7 ) 

  Somnolence 1 (7.7 ) 1 (7.7 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (23.1) 2 (15.4) 1 (7.7 ) 

  Epistaxis 1 (7.7 ) 1 (7.7 ) 0 

  Hypoxia 1 (7.7 ) 1 (7.7 ) 0 

  Pneumonia aspiration 1 (7.7 ) 0 1 (7.7 ) 

  Pulmonary granuloma 1 (7.7 ) 1 (7.7 ) 0 

Vascular disorders    

  -Total 2 (15.4) 2 (15.4) 0 

  Capillary leak syndrome 1 (7.7 ) 1 (7.7 ) 0 

  Hypertension 1 (7.7 ) 1 (7.7 ) 0 

 



  

  

3414 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163a 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 17 (50.0) 3 (8.8) 8 (23.5) 

General disorders and administration site conditions    

   - Total 6 (17.6) 1 (2.9) 0 

   Pyrexia 6 (17.6) 1 (2.9) 0 

Immune system disorders    

   - Total 15 (44.1) 2 (5.9) 8 (23.5) 

   Cytokine release syndrome 15 (44.1) 2 (5.9) 8 (23.5) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163a 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 7 (38.9) 3 (16.7) 3 (16.7) 

Immune system disorders    

   - Total 7 (38.9) 3 (16.7) 3 (16.7) 

   Cytokine release syndrome 7 (38.9) 3 (16.7) 3 (16.7) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163a 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 6 (35.3) 2 (11.8) 2 (11.8) 

General disorders and administration site conditions    

   - Total 1 (5.9) 0 0 

   Pyrexia 1 (5.9) 0 0 

Immune system disorders    

   - Total 6 (35.3) 2 (11.8) 2 (11.8) 

   Cytokine release syndrome 6 (35.3) 2 (11.8) 2 (11.8) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163a 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 5 (17.9) 1 (3.6) 0 

General disorders and administration site conditions    

   - Total 5 (17.9) 1 (3.6) 0 

   Pyrexia 5 (17.9) 1 (3.6) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163a 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (5.6) 0 0 

General disorders and administration site conditions    

   - Total 1 (5.6) 0 0 

   Pyrexia 1 (5.6) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163a 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163a 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=9 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163a 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163a 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163a 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 19 (55.9) 4 (11.8) 8 (23.5) 

General disorders and administration site conditions    

   - Total 9 (26.5) 2 (5.9) 0 

   Pyrexia 9 (26.5) 2 (5.9) 0 

Immune system disorders    

   - Total 15 (44.1) 2 (5.9) 8 (23.5) 

   Cytokine release syndrome 15 (44.1) 2 (5.9) 8 (23.5) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163a 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 8 (44.4) 3 (16.7) 3 (16.7) 

General disorders and administration site conditions    

   - Total 1 (5.6) 0 0 

   Pyrexia 1 (5.6) 0 0 

Immune system disorders    

   - Total 7 (38.9) 3 (16.7) 3 (16.7) 

   Cytokine release syndrome 7 (38.9) 3 (16.7) 3 (16.7) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163a 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 6 (35.3) 2 (11.8) 2 (11.8) 

General disorders and administration site conditions    

   - Total 1 (5.9) 0 0 

   Pyrexia 1 (5.9) 0 0 

Immune system disorders    

   - Total 6 (35.3) 2 (11.8) 2 (11.8) 

   Cytokine release syndrome 6 (35.3) 2 (11.8) 2 (11.8) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163b 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 18 (43.9) 5 (12.2) 9 (22.0) 

General disorders and administration site conditions    

   - Total 5 (12.2) 1 (2.4) 0 

   Pyrexia 5 (12.2) 1 (2.4) 0 

Immune system disorders    

   - Total 16 (39.0) 4 (9.8) 9 (22.0) 

   Cytokine release syndrome 16 (39.0) 4 (9.8) 9 (22.0) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163b 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 12 (42.9) 3 (10.7) 4 (14.3) 

General disorders and administration site conditions    

   - Total 2 (7.1) 0 0 

   Pyrexia 2 (7.1) 0 0 

Immune system disorders    

   - Total 12 (42.9) 3 (10.7) 4 (14.3) 

   Cytokine release syndrome 12 (42.9) 3 (10.7) 4 (14.3) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163b 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 4 (10.5) 1 (2.6) 0 

General disorders and administration site conditions    

   - Total 4 (10.5) 1 (2.6) 0 

   Pyrexia 4 (10.5) 1 (2.6) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163b 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (9.1) 0 0 

General disorders and administration site conditions    

   - Total 2 (9.1) 0 0 

   Pyrexia 2 (9.1) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163b 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=10 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163b 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=10 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163b 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 20 (48.8) 6 (14.6) 9 (22.0) 

General disorders and administration site conditions    

   - Total 8 (19.5) 2 (4.9) 0 

   Pyrexia 8 (19.5) 2 (4.9) 0 

Immune system disorders    

   - Total 16 (39.0) 4 (9.8) 9 (22.0) 

   Cytokine release syndrome 16 (39.0) 4 (9.8) 9 (22.0) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163b 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 13 (46.4) 3 (10.7) 4 (14.3) 

General disorders and administration site conditions    

   - Total 3 (10.7) 0 0 

   Pyrexia 3 (10.7) 0 0 

Immune system disorders    

   - Total 12 (42.9) 3 (10.7) 4 (14.3) 

   Cytokine release syndrome 12 (42.9) 3 (10.7) 4 (14.3) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163c 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (100) 1 (100) 0 

Immune system disorders    

   - Total 1 (100) 1 (100) 0 

   Cytokine release syndrome 1 (100) 1 (100) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163c 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 29 (42.6) 7 (10.3) 13 (19.1) 

General disorders and administration site conditions    

   - Total 7 (10.3) 1 (1.5) 0 

   Pyrexia 7 (10.3) 1 (1.5) 0 

Immune system disorders    

   - Total 27 (39.7) 6 (8.8) 13 (19.1) 

   Cytokine release syndrome 27 (39.7) 6 (8.8) 13 (19.1) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163c 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163c 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 6 (10.2) 1 (1.7) 0 

General disorders and administration site conditions    

   - Total 6 (10.2) 1 (1.7) 0 

   Pyrexia 6 (10.2) 1 (1.7) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163c 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163c 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163c 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (100) 1 (100) 0 

Immune system disorders    

   - Total 1 (100) 1 (100) 0 

   Cytokine release syndrome 1 (100) 1 (100) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t163_gd_b2001x.sas@@/main/3 25JUN21:17:16                                        Final 

 



  

  

3460 

  



  

  

3461 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 163c 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 32 (47.1) 8 (11.8) 13 (19.1) 

General disorders and administration site conditions    

   - Total 11 (16.2) 2 (2.9) 0 

   Pyrexia 11 (16.2) 2 (2.9) 0 

Immune system disorders    

   - Total 27 (39.7) 6 (8.8) 13 (19.1) 

   Cytokine release syndrome 27 (39.7) 6 (8.8) 13 (19.1) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163d 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 22 (45.8) 6 (12.5) 10 (20.8) 

General disorders and administration site conditions    

   - Total 3 (6.3) 0 0 

   Pyrexia 3 (6.3) 0 0 

Immune system disorders    

   - Total 21 (43.8) 6 (12.5) 10 (20.8) 

   Cytokine release syndrome 21 (43.8) 6 (12.5) 10 (20.8) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163d 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 6 (33.3) 2 (11.1) 1 (5.6) 

General disorders and administration site conditions    

   - Total 4 (22.2) 1 (5.6) 0 

   Pyrexia 4 (22.2) 1 (5.6) 0 

Immune system disorders    

   - Total 5 (27.8) 1 (5.6) 1 (5.6) 

   Cytokine release syndrome 5 (27.8) 1 (5.6) 1 (5.6) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163d 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (66.7) 0 2 (66.7) 

Immune system disorders    

   - Total 2 (66.7) 0 2 (66.7) 

   Cytokine release syndrome 2 (66.7) 0 2 (66.7) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163d 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (2.3) 0 0 

General disorders and administration site conditions    

   - Total 1 (2.3) 0 0 

   Pyrexia 1 (2.3) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163d 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 5 (33.3) 1 (6.7) 0 

General disorders and administration site conditions    

   - Total 5 (33.3) 1 (6.7) 0 

   Pyrexia 5 (33.3) 1 (6.7) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163d 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163d 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t163_gd_b2001x.sas@@/main/3 25JUN21:17:16                                        Final 

 
  



  

  

3476 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 163d 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Region: US 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163d 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163d 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 22 (45.8) 6 (12.5) 10 (20.8) 

General disorders and administration site conditions    

   - Total 4 (8.3) 0 0 

   Pyrexia 4 (8.3) 0 0 

Immune system disorders    

   - Total 21 (43.8) 6 (12.5) 10 (20.8) 

   Cytokine release syndrome 21 (43.8) 6 (12.5) 10 (20.8) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163d 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 9 (50.0) 3 (16.7) 1 (5.6) 

General disorders and administration site conditions    

   - Total 7 (38.9) 2 (11.1) 0 

   Pyrexia 7 (38.9) 2 (11.1) 0 

Immune system disorders    

   - Total 5 (27.8) 1 (5.6) 1 (5.6) 

   Cytokine release syndrome 5 (27.8) 1 (5.6) 1 (5.6) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163d 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (66.7) 0 2 (66.7) 

Immune system disorders    

   - Total 2 (66.7) 0 2 (66.7) 

   Cytokine release syndrome 2 (66.7) 0 2 (66.7) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163e 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 14 (33.3) 3 (7.1) 5 (11.9) 

General disorders and administration site conditions    

   - Total 4 (9.5) 1 (2.4) 0 

   Pyrexia 4 (9.5) 1 (2.4) 0 

Immune system disorders    

   - Total 12 (28.6) 2 (4.8) 5 (11.9) 

   Cytokine release syndrome 12 (28.6) 2 (4.8) 5 (11.9) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163e 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 16 (59.3) 5 (18.5) 8 (29.6) 

General disorders and administration site conditions    

   - Total 3 (11.1) 0 0 

   Pyrexia 3 (11.1) 0 0 

Immune system disorders    

   - Total 16 (59.3) 5 (18.5) 8 (29.6) 

   Cytokine release syndrome 16 (59.3) 5 (18.5) 8 (29.6) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163e 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 4 (10.5) 1 (2.6) 0 

General disorders and administration site conditions    

   - Total 4 (10.5) 1 (2.6) 0 

   Pyrexia 4 (10.5) 1 (2.6) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163e 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (9.1) 0 0 

General disorders and administration site conditions    

   - Total 2 (9.1) 0 0 

   Pyrexia 2 (9.1) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163e 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163e 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163e 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 17 (40.5) 4 (9.5) 5 (11.9) 

General disorders and administration site conditions    

   - Total 7 (16.7) 2 (4.8) 0 

   Pyrexia 7 (16.7) 2 (4.8) 0 

Immune system disorders    

   - Total 12 (28.6) 2 (4.8) 5 (11.9) 

   Cytokine release syndrome 12 (28.6) 2 (4.8) 5 (11.9) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t163_gd_b2001x.sas@@/main/3 25JUN21:17:16                                        Final 

 
  



  

  

3496 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 163e 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 16 (59.3) 5 (18.5) 8 (29.6) 

General disorders and administration site conditions    

   - Total 4 (14.8) 0 0 

   Pyrexia 4 (14.8) 0 0 

Immune system disorders    

   - Total 16 (59.3) 5 (18.5) 8 (29.6) 

   Cytokine release syndrome 16 (59.3) 5 (18.5) 8 (29.6) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163f 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 8 (30.8) 1 (3.8) 4 (15.4) 

General disorders and administration site conditions    

   - Total 2 (7.7) 0 0 

   Pyrexia 2 (7.7) 0 0 

Immune system disorders    

   - Total 7 (26.9) 1 (3.8) 4 (15.4) 

   Cytokine release syndrome 7 (26.9) 1 (3.8) 4 (15.4) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163f 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 20 (50.0) 7 (17.5) 8 (20.0) 

General disorders and administration site conditions    

   - Total 5 (12.5) 1 (2.5) 0 

   Pyrexia 5 (12.5) 1 (2.5) 0 

Immune system disorders    

   - Total 19 (47.5) 6 (15.0) 8 (20.0) 

   Cytokine release syndrome 19 (47.5) 6 (15.0) 8 (20.0) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163f 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (66.7) 0 1 (33.3) 

Immune system disorders    

   - Total 2 (66.7) 0 1 (33.3) 

   Cytokine release syndrome 2 (66.7) 0 1 (33.3) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163f 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (8.3) 1 (4.2) 0 

General disorders and administration site conditions    

   - Total 2 (8.3) 1 (4.2) 0 

   Pyrexia 2 (8.3) 1 (4.2) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163f 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 4 (12.1) 0 0 

General disorders and administration site conditions    

   - Total 4 (12.1) 0 0 

   Pyrexia 4 (12.1) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163f 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163f 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163f 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163f 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163f 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 9 (34.6) 2 (7.7) 4 (15.4) 

General disorders and administration site conditions    

   - Total 4 (15.4) 1 (3.8) 0 

   Pyrexia 4 (15.4) 1 (3.8) 0 

Immune system disorders    

   - Total 7 (26.9) 1 (3.8) 4 (15.4) 

   Cytokine release syndrome 7 (26.9) 1 (3.8) 4 (15.4) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163f 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 22 (55.0) 7 (17.5) 8 (20.0) 

General disorders and administration site conditions    

   - Total 7 (17.5) 1 (2.5) 0 

   Pyrexia 7 (17.5) 1 (2.5) 0 

Immune system disorders    

   - Total 19 (47.5) 6 (15.0) 8 (20.0) 

   Cytokine release syndrome 19 (47.5) 6 (15.0) 8 (20.0) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163f 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (66.7) 0 1 (33.3) 

Immune system disorders    

   - Total 2 (66.7) 0 1 (33.3) 

   Cytokine release syndrome 2 (66.7) 0 1 (33.3) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163g 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 4 (66.7) 1 (16.7) 1 (16.7) 

General disorders and administration site conditions    

   - Total 1 (16.7) 0 0 

   Pyrexia 1 (16.7) 0 0 

Immune system disorders    

   - Total 4 (66.7) 1 (16.7) 1 (16.7) 

   Cytokine release syndrome 4 (66.7) 1 (16.7) 1 (16.7) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163g 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 11 (36.7) 4 (13.3) 3 (10.0) 

General disorders and administration site conditions    

   - Total 2 (6.7) 0 0 

   Pyrexia 2 (6.7) 0 0 

Immune system disorders    

   - Total 10 (33.3) 4 (13.3) 3 (10.0) 

   Cytokine release syndrome 10 (33.3) 4 (13.3) 3 (10.0) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163g 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 13 (61.9) 3 (14.3) 7 (33.3) 

General disorders and administration site conditions    

   - Total 4 (19.0) 1 (4.8) 0 

   Pyrexia 4 (19.0) 1 (4.8) 0 

Immune system disorders    

   - Total 12 (57.1) 2 (9.5) 7 (33.3) 

   Cytokine release syndrome 12 (57.1) 2 (9.5) 7 (33.3) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163g 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (16.7) 0 2 (16.7) 

Immune system disorders    

   - Total 2 (16.7) 0 2 (16.7) 

   Cytokine release syndrome 2 (16.7) 0 2 (16.7) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163g 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (20.0) 0 0 

General disorders and administration site conditions    

   - Total 1 (20.0) 0 0 

   Pyrexia 1 (20.0) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163g 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (8.3) 1 (4.2) 0 

General disorders and administration site conditions    

   - Total 2 (8.3) 1 (4.2) 0 

   Pyrexia 2 (8.3) 1 (4.2) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163g 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (15.8) 0 0 

General disorders and administration site conditions    

   - Total 3 (15.8) 0 0 

   Pyrexia 3 (15.8) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163g 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163g 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163g 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=8 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163g 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163g 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163g 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 4 (66.7) 1 (16.7) 1 (16.7) 

General disorders and administration site conditions    

   - Total 1 (16.7) 0 0 

   Pyrexia 1 (16.7) 0 0 

Immune system disorders    

   - Total 4 (66.7) 1 (16.7) 1 (16.7) 

   Cytokine release syndrome 4 (66.7) 1 (16.7) 1 (16.7) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163g 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 13 (43.3) 5 (16.7) 3 (10.0) 

General disorders and administration site conditions    

   - Total 4 (13.3) 1 (3.3) 0 

   Pyrexia 4 (13.3) 1 (3.3) 0 

Immune system disorders    

   - Total 10 (33.3) 4 (13.3) 3 (10.0) 

   Cytokine release syndrome 10 (33.3) 4 (13.3) 3 (10.0) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163g 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 14 (66.7) 3 (14.3) 7 (33.3) 

General disorders and administration site conditions    

   - Total 6 (28.6) 1 (4.8) 0 

   Pyrexia 6 (28.6) 1 (4.8) 0 

Immune system disorders    

   - Total 12 (57.1) 2 (9.5) 7 (33.3) 

   Cytokine release syndrome 12 (57.1) 2 (9.5) 7 (33.3) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 163g 

Serious adverse events (SAE) post CTL019 infusion that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (16.7) 0 2 (16.7) 

Immune system disorders    

   - Total 2 (16.7) 0 2 (16.7) 

   Cytokine release syndrome 2 (16.7) 0 2 (16.7) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 164a 

Serious adverse events (SAE) before study treatment that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 14 (37.8) 6 (16.2) 0 

Blood and lymphatic system disorders    

   - Total 5 (13.5) 5 (13.5) 0 

   Febrile neutropenia 5 (13.5) 5 (13.5) 0 

General disorders and administration site conditions    

   - Total 9 (24.3) 1 (2.7) 0 

   Pyrexia 9 (24.3) 1 (2.7) 0 

Infections and infestations    

   - Total 2 (5.4) 0 0 

   Pneumonia 2 (5.4) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t164_gd_b2001x.sas@@/main/3 25JUN21:17:18                                        Final 

 
  



  

  

3547 

 



  

  

3548 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 164a 

Serious adverse events (SAE) before study treatment that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 4 (21.1) 2 (10.5) 0 

Blood and lymphatic system disorders    

   - Total 3 (15.8) 2 (10.5) 0 

   Febrile neutropenia 3 (15.8) 2 (10.5) 0 

General disorders and administration site conditions    

   - Total 1 (5.3) 0 0 

   Pyrexia 1 (5.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 
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grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 164a 

Serious adverse events (SAE) before study treatment that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 6 (33.3) 4 (22.2) 2 (11.1) 

Blood and lymphatic system disorders    

   - Total 4 (22.2) 3 (16.7) 1 (5.6) 

   Febrile neutropenia 4 (22.2) 3 (16.7) 1 (5.6) 

Infections and infestations    

   - Total 3 (16.7) 2 (11.1) 1 (5.6) 

   Pneumonia 3 (16.7) 2 (11.1) 1 (5.6) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 164b 

Serious adverse events (SAE) before study treatment that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 15 (34.1) 8 (18.2) 1 (2.3) 

Blood and lymphatic system disorders    

   - Total 8 (18.2) 6 (13.6) 1 (2.3) 

   Febrile neutropenia 8 (18.2) 6 (13.6) 1 (2.3) 

General disorders and administration site conditions    

   - Total 5 (11.4) 1 (2.3) 0 

   Pyrexia 5 (11.4) 1 (2.3) 0 

Infections and infestations    

   - Total 3 (6.8) 2 (4.5) 0 

   Pneumonia 3 (6.8) 2 (4.5) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 



  

  

3553 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 164b 

Serious adverse events (SAE) before study treatment that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 9 (30.0) 4 (13.3) 1 (3.3) 

Blood and lymphatic system disorders    

   - Total 4 (13.3) 4 (13.3) 0 

   Febrile neutropenia 4 (13.3) 4 (13.3) 0 

General disorders and administration site conditions    

   - Total 5 (16.7) 0 0 

   Pyrexia 5 (16.7) 0 0 

Infections and infestations    

   - Total 2 (6.7) 0 1 (3.3) 

   Pneumonia 2 (6.7) 0 1 (3.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 164c 

Serious adverse events (SAE) before study treatment that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and 

Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (100) 1 (100) 0 

Blood and lymphatic system disorders    

   - Total 1 (100) 1 (100) 0 

   Febrile neutropenia 1 (100) 1 (100) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 164c 

Serious adverse events (SAE) before study treatment that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and 

Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 23 (31.5) 11 (15.1) 2 (2.7) 

Blood and lymphatic system disorders    

   - Total 11 (15.1) 9 (12.3) 1 (1.4) 

   Febrile neutropenia 11 (15.1) 9 (12.3) 1 (1.4) 

General disorders and administration site conditions    

   - Total 10 (13.7) 1 (1.4) 0 

   Pyrexia 10 (13.7) 1 (1.4) 0 

Infections and infestations    

   - Total 5 (6.8) 2 (2.7) 1 (1.4) 

   Pneumonia 5 (6.8) 2 (2.7) 1 (1.4) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 164d 

Serious adverse events (SAE) before study treatment that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 13 (24.5) 7 (13.2) 1 (1.9) 

Blood and lymphatic system disorders    

   - Total 7 (13.2) 7 (13.2) 0 

   Febrile neutropenia 7 (13.2) 7 (13.2) 0 

General disorders and administration site conditions    

   - Total 4 (7.5) 0 0 

   Pyrexia 4 (7.5) 0 0 

Infections and infestations    

   - Total 2 (3.8) 0 1 (1.9) 

   Pneumonia 2 (3.8) 0 1 (1.9) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 164d 

Serious adverse events (SAE) before study treatment that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 11 (61.1) 5 (27.8) 1 (5.6) 

Blood and lymphatic system disorders    

   - Total 5 (27.8) 3 (16.7) 1 (5.6) 

   Febrile neutropenia 5 (27.8) 3 (16.7) 1 (5.6) 

General disorders and administration site conditions    

   - Total 6 (33.3) 1 (5.6) 0 

   Pyrexia 6 (33.3) 1 (5.6) 0 

Infections and infestations    

   - Total 3 (16.7) 2 (11.1) 0 

   Pneumonia 3 (16.7) 2 (11.1) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 164d 

Serious adverse events (SAE) before study treatment that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 164e => Seri ous  adverse events ( SAE) befor e study treatment that occurred in at least 5% of the patients  OR  (in at l east 10 pati ents AND i n at l east 1% of the pati ents), by pri mar y system organ cl ass, pr eferred term, maxi mum C TC grade and Pri or  SCT  ther apy (Enrolled set ) 
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Table 164e 

Serious adverse events (SAE) before study treatment that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and Prior SCT 
therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 12 (26.7) 5 (11.1) 1 (2.2) 

Blood and lymphatic system disorders    

   - Total 5 (11.1) 4 (8.9) 1 (2.2) 

   Febrile neutropenia 5 (11.1) 4 (8.9) 1 (2.2) 

General disorders and administration site conditions    

   - Total 6 (13.3) 0 0 

   Pyrexia 6 (13.3) 0 0 

Infections and infestations    

   - Total 4 (8.9) 2 (4.4) 0 

   Pneumonia 4 (8.9) 2 (4.4) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 164e 

Serious adverse events (SAE) before study treatment that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and Prior SCT 
therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 12 (41.4) 7 (24.1) 1 (3.4) 

Blood and lymphatic system disorders    

   - Total 7 (24.1) 6 (20.7) 0 

   Febrile neutropenia 7 (24.1) 6 (20.7) 0 

General disorders and administration site conditions    

   - Total 4 (13.8) 1 (3.4) 0 

   Pyrexia 4 (13.8) 1 (3.4) 0 

Infections and infestations    

   - Total 1 (3.4) 0 1 (3.4) 

   Pneumonia 1 (3.4) 0 1 (3.4) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 164f => Serious adverse events (SAE) before study tr eatment that occurred i n at l east 5% of the pati ents OR (in at l eas t 10 pati ents AND in at l eas t 1% of the pati ents), by primar y system organ class, preferred ter m, maxi mum CTC  grade and Baseli ne bone marrow tumor bur den ( Enr olled set ) 
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Table 164f 

Serious adverse events (SAE) before study treatment that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and Baseline 

bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 7 (25.9) 4 (14.8) 0 

Blood and lymphatic system disorders    

   - Total 3 (11.1) 3 (11.1) 0 

   Febrile neutropenia 3 (11.1) 3 (11.1) 0 

General disorders and administration site conditions    

   - Total 2 (7.4) 0 0 

   Pyrexia 2 (7.4) 0 0 

Infections and infestations    

   - Total 2 (7.4) 1 (3.7) 0 

   Pneumonia 2 (7.4) 1 (3.7) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 164f 

Serious adverse events (SAE) before study treatment that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and Baseline 

bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 16 (36.4) 8 (18.2) 2 (4.5) 

Blood and lymphatic system disorders    

   - Total 9 (20.5) 7 (15.9) 1 (2.3) 

   Febrile neutropenia 9 (20.5) 7 (15.9) 1 (2.3) 

General disorders and administration site conditions    

   - Total 7 (15.9) 1 (2.3) 0 

   Pyrexia 7 (15.9) 1 (2.3) 0 

Infections and infestations    

   - Total 2 (4.5) 1 (2.3) 1 (2.3) 

   Pneumonia 2 (4.5) 1 (2.3) 1 (2.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 164f 

Serious adverse events (SAE) before study treatment that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and Baseline 

bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (33.3) 0 0 

General disorders and administration site conditions    

   - Total 1 (33.3) 0 0 

   Pyrexia 1 (33.3) 0 0 

Infections and infestations    

   - Total 1 (33.3) 0 0 

   Pneumonia 1 (33.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 164g => Seri ous  adverse events ( SAE) befor e study treatment that occurred in at  least 5% of the patients  OR  (in at l east 10 pati ents AND i n at l east 1% of the pati ents), by pri mar y system organ cl ass, pr ef erred term, maxi mum C TC grade and Number of previ ous  rel apses  (Enr olled set ) 
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Table 164g 

Serious adverse events (SAE) before study treatment that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and Number 

of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (14.3) 1 (14.3) 0 

Blood and lymphatic system disorders    

   - Total 1 (14.3) 1 (14.3) 0 

   Febrile neutropenia 1 (14.3) 1 (14.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 164g 

Serious adverse events (SAE) before study treatment that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and Number 

of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 11 (34.4) 5 (15.6) 1 (3.1) 

Blood and lymphatic system disorders    

   - Total 4 (12.5) 4 (12.5) 0 

   Febrile neutropenia 4 (12.5) 4 (12.5) 0 

General disorders and administration site conditions    

   - Total 6 (18.8) 1 (3.1) 0 

   Pyrexia 6 (18.8) 1 (3.1) 0 

Infections and infestations    

   - Total 1 (3.1) 0 1 (3.1) 

   Pneumonia 1 (3.1) 0 1 (3.1) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 164g 

Serious adverse events (SAE) before study treatment that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and Number 

of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 7 (31.8) 3 (13.6) 1 (4.5) 

Blood and lymphatic system disorders    

   - Total 4 (18.2) 3 (13.6) 1 (4.5) 

   Febrile neutropenia 4 (18.2) 3 (13.6) 1 (4.5) 

General disorders and administration site conditions    

   - Total 3 (13.6) 0 0 

   Pyrexia 3 (13.6) 0 0 

Infections and infestations    

   - Total 3 (13.6) 1 (4.5) 0 

   Pneumonia 3 (13.6) 1 (4.5) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 164g 

Serious adverse events (SAE) before study treatment that occurred in at least 5% of the patients OR (in at least 10 

patients AND in at least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and Number 

of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 5 (38.5) 3 (23.1) 0 

Blood and lymphatic system disorders    

   - Total 3 (23.1) 2 (15.4) 0 

   Febrile neutropenia 3 (23.1) 2 (15.4) 0 

General disorders and administration site conditions    

   - Total 1 (7.7) 0 0 

   Pyrexia 1 (7.7) 0 0 

Infections and infestations    

   - Total 1 (7.7) 1 (7.7) 0 

   Pneumonia 1 (7.7) 1 (7.7) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 165a => Seri ous  adverse events ( SAE) duri ng l ymphodepl eti ng period that occurred in at l eas t 5% of the pati ents OR  (in at least 10 patients  AND  in at least 1% of the patients),  regar dless of r elati onshi p to l ymphodepl eting chemotherapy, by primar y system organ class , preferred term, maxi mum C TC grade and Ag e (Enroll ed set - Patients  who r ecei ved l ymphodepleting chemotherapy ) 
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Table 165a 

Serious adverse events (SAE) during lymphodepleting period that occurred in at least 5% of the patients OR (in at least 

10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary 

system organ class, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 5 (15.2) 0 0 

General disorders and administration site conditions    

   - Total 5 (15.2) 0 0 

   Pyrexia 5 (15.2) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 165a 

Serious adverse events (SAE) during lymphodepleting period that occurred in at least 5% of the patients OR (in at least 

10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary 

system organ class, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=10 years to <18 years 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 165a 

Serious adverse events (SAE) during lymphodepleting period that occurred in at least 5% of the patients OR (in at least 

10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary 

system organ class, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 165b 

Serious adverse events (SAE) during lymphodepleting period that occurred in at least 5% of the patients OR (in at least 

10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary 

system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (8.3) 0 0 

General disorders and administration site conditions    

   - Total 3 (8.3) 0 0 

   Pyrexia 3 (8.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 165b 

Serious adverse events (SAE) during lymphodepleting period that occurred in at least 5% of the patients OR (in at least 

10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary 

system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Female 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (7.4) 0 0 

General disorders and administration site conditions    

   - Total 2 (7.4) 0 0 

   Pyrexia 2 (7.4) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 165c 

Serious adverse events (SAE) during lymphodepleting period that occurred in at least 5% of the patients OR (in at least 

10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary 

system organ class, preferred term, maximum CTC grade and 

Response status at study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 165c 

Serious adverse events (SAE) during lymphodepleting period that occurred in at least 5% of the patients OR (in at least 

10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary 

system organ class, preferred term, maximum CTC grade and 

Response status at study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 5 (7.9) 0 0 

General disorders and administration site conditions    

   - Total 5 (7.9) 0 0 

   Pyrexia 5 (7.9) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 165d 

Serious adverse events (SAE) during lymphodepleting period that occurred in at least 5% of the patients OR (in at least 

10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary 

system organ class, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Europe 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (7.1) 0 0 

General disorders and administration site conditions    

   - Total 3 (7.1) 0 0 

   Pyrexia 3 (7.1) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 165d 

Serious adverse events (SAE) during lymphodepleting period that occurred in at least 5% of the patients OR (in at least 

10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary 

system organ class, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (11.1) 0 0 

General disorders and administration site conditions    

   - Total 2 (11.1) 0 0 

   Pyrexia 2 (11.1) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 165d 

Serious adverse events (SAE) during lymphodepleting period that occurred in at least 5% of the patients OR (in at least 

10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary 

system organ class, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t165_gd_b2001x.sas@@/main/4 25JUN21:17:21                                        Final 

 



  

  

3609 
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Table 165e 

Serious adverse events (SAE) during lymphodepleting period that occurred in at least 5% of the patients OR (in at least 

10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary 

system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: Yes 

 
All patients 

N=39 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 165e 

Serious adverse events (SAE) during lymphodepleting period that occurred in at least 5% of the patients OR (in at least 

10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary 

system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 5 (20.8) 0 0 

General disorders and administration site conditions    

   - Total 5 (20.8) 0 0 

   Pyrexia 5 (20.8) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 165f 

Serious adverse events (SAE) during lymphodepleting period that occurred in at least 5% of the patients OR (in at least 

10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary 

system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (9.1) 0 0 

General disorders and administration site conditions    

   - Total 2 (9.1) 0 0 

   Pyrexia 2 (9.1) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 165f 

Serious adverse events (SAE) during lymphodepleting period that occurred in at least 5% of the patients OR (in at least 

10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary 

system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (7.9) 0 0 

General disorders and administration site conditions    

   - Total 3 (7.9) 0 0 

   Pyrexia 3 (7.9) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 165f 

Serious adverse events (SAE) during lymphodepleting period that occurred in at least 5% of the patients OR (in at least 

10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary 

system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 165g 

Serious adverse events (SAE) during lymphodepleting period that occurred in at least 5% of the patients OR (in at least 

10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 0 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (33.3) 0 0 

General disorders and administration site conditions    

   - Total 1 (33.3) 0 0 

   Pyrexia 1 (33.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 165g 

Serious adverse events (SAE) during lymphodepleting period that occurred in at least 5% of the patients OR (in at least 

10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 1 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (7.1) 0 0 

General disorders and administration site conditions    

   - Total 2 (7.1) 0 0 

   Pyrexia 2 (7.1) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 165g 

Serious adverse events (SAE) during lymphodepleting period that occurred in at least 5% of the patients OR (in at least 

10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (10.0) 0 0 

General disorders and administration site conditions    

   - Total 2 (10.0) 0 0 

   Pyrexia 2 (10.0) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 165g 

Serious adverse events (SAE) during lymphodepleting period that occurred in at least 5% of the patients OR (in at least 

10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting chemotherapy, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 166a 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set – non – infused patients 

 

Age: <10 years 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (66.7) 0 2 (66.7) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps)    

   - Total 2 (66.7) 0 2 (66.7) 

   Acute lymphocytic leukaemia 2 (66.7) 0 2 (66.7) 

Nervous system disorders    

   - Total 1 (33.3) 1 (33.3) 0 

   Posterior reversible encephalopathy syndrome 1 (33.3) 1 (33.3) 0 

   Seizure 1 (33.3) 0 0 

   Status epilepticus 1 (33.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 166a 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set – non – infused patients 

 

Age: >=10 years to <18 years 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (100) 0 1 (100) 

Infections and infestations    

   - Total 1 (100) 0 1 (100) 

   Septic shock 1 (100) 0 1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 166a 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set – non – infused patients 

 

Age: >=18 years 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (100) 0 1 (100) 

Gastrointestinal disorders    

   - Total 1 (100) 0 1 (100) 

   Gastrointestinal haemorrhage 1 (100) 0 1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t166_gd_b2001x.sas@@/main/4 25JUN21:17:22                                        Final 



  

  

3633 

 



  

  

3634 

Tabl e 166b => Seri ous  adverse events ( SAE) that occurred in at l eas t 5% of the pati ents OR  (in at least 10 patients  AND  in at  least 1% of the patients) by pri mar y system organ cl ass, pr eferred term, maxi mum C TC grade and Gender (Enroll ed set – non – i nfused patients  ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                              
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 166b 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set – non – infused patients 

 

Gender: Male 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (100) 0 3 (100) 

Gastrointestinal disorders    

   - Total 1 (33.3) 0 1 (33.3) 

   Gastrointestinal haemorrhage 1 (33.3) 0 1 (33.3) 

Infections and infestations    

   - Total 1 (33.3) 0 1 (33.3) 

   Septic shock 1 (33.3) 0 1 (33.3) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps)    

   - Total 1 (33.3) 0 1 (33.3) 

   Acute lymphocytic leukaemia 1 (33.3) 0 1 (33.3) 

Nervous system disorders    

   - Total 1 (33.3) 1 (33.3) 0 

   Posterior reversible encephalopathy syndrome 1 (33.3) 1 (33.3) 0 



  

  

3635 

Gender: Male 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

   Seizure 1 (33.3) 0 0 

   Status epilepticus 1 (33.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 166b 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set – non – infused patients 

 

Gender: Female 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (50.0) 0 1 (50.0) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps)    

   - Total 1 (50.0) 0 1 (50.0) 

   Acute lymphocytic leukaemia 1 (50.0) 0 1 (50.0) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 166c 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set – non – infused patients 

 

Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 166c 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set – non – infused patients 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 4 (80.0) 0 4 (80.0) 

Gastrointestinal disorders    

   - Total 1 (20.0) 0 1 (20.0) 

   Gastrointestinal haemorrhage 1 (20.0) 0 1 (20.0) 

Infections and infestations    

   - Total 1 (20.0) 0 1 (20.0) 

   Septic shock 1 (20.0) 0 1 (20.0) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps)    

   - Total 2 (40.0) 0 2 (40.0) 

   Acute lymphocytic leukaemia 2 (40.0) 0 2 (40.0) 

Nervous system disorders    

   - Total 1 (20.0) 1 (20.0) 0 

   Posterior reversible encephalopathy syndrome 1 (20.0) 1 (20.0) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

   Seizure 1 (20.0) 0 0 

   Status epilepticus 1 (20.0) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 166d 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set – non – infused patients 

 

Region: Europe 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 4 (80.0) 0 4 (80.0) 

Gastrointestinal disorders    

   - Total 1 (20.0) 0 1 (20.0) 

   Gastrointestinal haemorrhage 1 (20.0) 0 1 (20.0) 

Infections and infestations    

   - Total 1 (20.0) 0 1 (20.0) 

   Septic shock 1 (20.0) 0 1 (20.0) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps)    

   - Total 2 (40.0) 0 2 (40.0) 

   Acute lymphocytic leukaemia 2 (40.0) 0 2 (40.0) 

Nervous system disorders    

   - Total 1 (20.0) 1 (20.0) 0 

   Posterior reversible encephalopathy syndrome 1 (20.0) 1 (20.0) 0 
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Region: Europe 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

   Seizure 1 (20.0) 0 0 

   Status epilepticus 1 (20.0) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 166d 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set – non – infused patients 

 

Region: US 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 166d 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set – non – infused patients 

 

Region: Rest of World 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 166e 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set – non – infused patients 

 

Prior SCT therapy: Yes 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (66.7) 0 2 (66.7) 

Gastrointestinal disorders    

   - Total 1 (33.3) 0 1 (33.3) 

   Gastrointestinal haemorrhage 1 (33.3) 0 1 (33.3) 

Infections and infestations    

   - Total 1 (33.3) 0 1 (33.3) 

   Septic shock 1 (33.3) 0 1 (33.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 166e 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set – non – infused patients 

 

Prior SCT therapy: No 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (100) 0 2 (100) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps)    

   - Total 2 (100) 0 2 (100) 

   Acute lymphocytic leukaemia 2 (100) 0 2 (100) 

Nervous system disorders    

   - Total 1 (50.0) 1 (50.0) 0 

   Posterior reversible encephalopathy syndrome 1 (50.0) 1 (50.0) 0 

   Seizure 1 (50.0) 0 0 

   Status epilepticus 1 (50.0) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 166f 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (100) 0 1 (100) 

Gastrointestinal disorders    

   - Total 1 (100) 0 1 (100) 

   Gastrointestinal haemorrhage 1 (100) 0 1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 166f 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (75.0) 0 3 (75.0) 

Infections and infestations    

   - Total 1 (25.0) 0 1 (25.0) 

   Septic shock 1 (25.0) 0 1 (25.0) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps)    

   - Total 2 (50.0) 0 2 (50.0) 

   Acute lymphocytic leukaemia 2 (50.0) 0 2 (50.0) 

Nervous system disorders    

   - Total 1 (25.0) 1 (25.0) 0 

   Posterior reversible encephalopathy syndrome 1 (25.0) 1 (25.0) 0 

   Seizure 1 (25.0) 0 0 

   Status epilepticus 1 (25.0) 0 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 166f 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 166g 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 0 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 166g 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 1 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (100) 0 2 (100) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps)    

   - Total 2 (100) 0 2 (100) 

   Acute lymphocytic leukaemia 2 (100) 0 2 (100) 

Nervous system disorders    

   - Total 1 (50.0) 1 (50.0) 0 

   Posterior reversible encephalopathy syndrome 1 (50.0) 1 (50.0) 0 

   Seizure 1 (50.0) 0 0 

   Status epilepticus 1 (50.0) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 166g 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 2 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (100) 0 1 (100) 

Infections and infestations    

   - Total 1 (100) 0 1 (100) 

   Septic shock 1 (100) 0 1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 166g 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: >=3 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (100) 0 1 (100) 

Gastrointestinal disorders    

   - Total 1 (100) 0 1 (100) 

   Gastrointestinal haemorrhage 1 (100) 0 1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 167a => Seri ous  adverse events ( SAE) that occurred in at l eas t 5% of the pati ents OR  (in at least 10 patients  AND  in at least 1% of the patients) at  anyti me post-enroll ment by primar y system organ class , preferred ter m, maxi mum CTC grade and Age ( Enr olled set ) 
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Table 167a 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 25 (67.6) 7 (18.9) 11 (29.7) 

Blood and lymphatic system disorders    

   - Total 8 (21.6) 4 (10.8) 3 (8.1) 

   Febrile neutropenia 5 (13.5) 4 (10.8) 0 

   Neutropenia 4 (10.8) 1 (2.7) 3 (8.1) 

General disorders and administration site conditions    

   - Total 14 (37.8) 3 (8.1) 0 

   Pyrexia 14 (37.8) 3 (8.1) 0 

Immune system disorders    

   - Total 16 (43.2) 3 (8.1) 8 (21.6) 

   Cytokine release syndrome 15 (40.5) 2 (5.4) 8 (21.6) 

   Haemophagocytic lymphohistiocytosis 2 (5.4) 1 (2.7) 0 

Infections and infestations    
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

   - Total 7 (18.9) 2 (5.4) 2 (5.4) 

   Pneumonia 3 (8.1) 1 (2.7) 0 

   Device related infection 2 (5.4) 2 (5.4) 0 

   Sepsis 2 (5.4) 0 2 (5.4) 

   Herpes zoster 1 (2.7) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t167_gd_b2001x.sas@@/main/4 25JUN21:17:24                                        Final 

 
  



  

  

3668 

 



  

  

3669 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 167a 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 13 (68.4) 7 (36.8) 5 (26.3) 

Blood and lymphatic system disorders    

   - Total 4 (21.1) 3 (15.8) 0 

   Febrile neutropenia 4 (21.1) 3 (15.8) 0 

General disorders and administration site conditions    

   - Total 1 (5.3) 0 0 

   Pyrexia 1 (5.3) 0 0 

Immune system disorders    

   - Total 7 (36.8) 3 (15.8) 3 (15.8) 

   Cytokine release syndrome 7 (36.8) 3 (15.8) 3 (15.8) 

   Haemophagocytic lymphohistiocytosis 1 (5.3) 1 (5.3) 0 

Infections and infestations    

   - Total 7 (36.8) 4 (21.1) 2 (10.5) 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

   Sepsis 3 (15.8) 1 (5.3) 2 (10.5) 

   Device related infection 2 (10.5) 2 (10.5) 0 

   Herpes zoster 2 (10.5) 0 0 

   Pneumonia 1 (5.3) 1 (5.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 167a 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 12 (66.7) 6 (33.3) 4 (22.2) 

Blood and lymphatic system disorders    

   - Total 4 (22.2) 3 (16.7) 1 (5.6) 

   Febrile neutropenia 4 (22.2) 3 (16.7) 1 (5.6) 

General disorders and administration site conditions    

   - Total 1 (5.6) 0 0 

   Pyrexia 1 (5.6) 0 0 

Immune system disorders    

   - Total 6 (33.3) 2 (11.1) 2 (11.1) 

   Cytokine release syndrome 6 (33.3) 2 (11.1) 2 (11.1) 

   Haemophagocytic lymphohistiocytosis 1 (5.6) 1 (5.6) 0 

Infections and infestations    
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

   - Total 5 (27.8) 3 (16.7) 1 (5.6) 

   Pneumonia 3 (16.7) 2 (11.1) 1 (5.6) 

   Herpes zoster 1 (5.6) 0 0 

   Sepsis 1 (5.6) 1 (5.6) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 167b 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 30 (68.2) 13 (29.5) 12 (27.3) 

Blood and lymphatic system disorders    

   - Total 10 (22.7) 7 (15.9) 2 (4.5) 

   Febrile neutropenia 8 (18.2) 6 (13.6) 1 (2.3) 

   Neutropenia 2 (4.5) 1 (2.3) 1 (2.3) 

General disorders and administration site conditions    

   - Total 11 (25.0) 3 (6.8) 0 

   Pyrexia 11 (25.0) 3 (6.8) 0 

Immune system disorders    

   - Total 17 (38.6) 4 (9.1) 9 (20.5) 

   Cytokine release syndrome 16 (36.4) 4 (9.1) 9 (20.5) 

   Haemophagocytic lymphohistiocytosis 2 (4.5) 1 (2.3) 0 

Infections and infestations    
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

   - Total 12 (27.3) 6 (13.6) 3 (6.8) 

   Pneumonia 4 (9.1) 3 (6.8) 0 

   Sepsis 4 (9.1) 1 (2.3) 3 (6.8) 

   Device related infection 3 (6.8) 3 (6.8) 0 

   Herpes zoster 3 (6.8) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 167b 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 20 (66.7) 7 (23.3) 8 (26.7) 

Blood and lymphatic system disorders    

   - Total 6 (20.0) 3 (10.0) 2 (6.7) 

   Febrile neutropenia 5 (16.7) 4 (13.3) 0 

   Neutropenia 2 (6.7) 0 2 (6.7) 

General disorders and administration site conditions    

   - Total 5 (16.7) 0 0 

   Pyrexia 5 (16.7) 0 0 

Immune system disorders    

   - Total 12 (40.0) 4 (13.3) 4 (13.3) 

   Cytokine release syndrome 12 (40.0) 3 (10.0) 4 (13.3) 

   Haemophagocytic lymphohistiocytosis 2 (6.7) 2 (6.7) 0 

Infections and infestations    
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

   - Total 7 (23.3) 3 (10.0) 2 (6.7) 

   Pneumonia 3 (10.0) 1 (3.3) 1 (3.3) 

   Sepsis 2 (6.7) 1 (3.3) 1 (3.3) 

   Device related infection 1 (3.3) 1 (3.3) 0 

   Herpes zoster 1 (3.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 167c 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients 

AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (100) 1 (100) 0 

Blood and lymphatic system disorders    

   - Total 1 (100) 1 (100) 0 

   Febrile neutropenia 1 (100) 1 (100) 0 

Immune system disorders    

   - Total 1 (100) 1 (100) 0 

   Cytokine release syndrome 1 (100) 1 (100) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 167c 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients 

AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 49 (67.1) 19 (26.0) 20 (27.4) 

Blood and lymphatic system disorders    

   - Total 15 (20.5) 9 (12.3) 4 (5.5) 

   Febrile neutropenia 12 (16.4) 9 (12.3) 1 (1.4) 

   Neutropenia 4 (5.5) 1 (1.4) 3 (4.1) 

General disorders and administration site conditions    

   - Total 16 (21.9) 3 (4.1) 0 

   Pyrexia 16 (21.9) 3 (4.1) 0 

Immune system disorders    

   - Total 28 (38.4) 7 (9.6) 13 (17.8) 

   Cytokine release syndrome 27 (37.0) 6 (8.2) 13 (17.8) 

   Haemophagocytic lymphohistiocytosis 4 (5.5) 3 (4.1) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

   - Total 19 (26.0) 9 (12.3) 5 (6.8) 

   Pneumonia 7 (9.6) 4 (5.5) 1 (1.4) 

   Sepsis 6 (8.2) 2 (2.7) 4 (5.5) 

   Device related infection 4 (5.5) 4 (5.5) 0 

   Herpes zoster 4 (5.5) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 167d 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 34 (64.2) 12 (22.6) 13 (24.5) 

Blood and lymphatic system disorders    

   - Total 6 (11.3) 6 (11.3) 0 

   Febrile neutropenia 6 (11.3) 6 (11.3) 0 

General disorders and administration site conditions    

   - Total 7 (13.2) 0 0 

   Pyrexia 7 (13.2) 0 0 

Immune system disorders    

   - Total 21 (39.6) 6 (11.3) 10 (18.9) 

   Cytokine release syndrome 21 (39.6) 6 (11.3) 10 (18.9) 

   Haemophagocytic lymphohistiocytosis 2 (3.8) 2 (3.8) 0 

Infections and infestations    

   - Total 12 (22.6) 5 (9.4) 3 (5.7) 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

   Herpes zoster 4 (7.5) 0 0 

   Pneumonia 4 (7.5) 2 (3.8) 1 (1.9) 

   Sepsis 3 (5.7) 1 (1.9) 2 (3.8) 

   Device related infection 2 (3.8) 2 (3.8) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 167d 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 14 (77.8) 8 (44.4) 5 (27.8) 

Blood and lymphatic system disorders    

   - Total 10 (55.6) 4 (22.2) 4 (22.2) 

   Febrile neutropenia 7 (38.9) 4 (22.2) 1 (5.6) 

   Neutropenia 4 (22.2) 1 (5.6) 3 (16.7) 

General disorders and administration site conditions    

   - Total 9 (50.0) 3 (16.7) 0 

   Pyrexia 9 (50.0) 3 (16.7) 0 

Immune system disorders    

   - Total 6 (33.3) 2 (11.1) 1 (5.6) 

   Cytokine release syndrome 5 (27.8) 1 (5.6) 1 (5.6) 

   Haemophagocytic lymphohistiocytosis 2 (11.1) 1 (5.6) 0 

Infections and infestations    
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

   - Total 7 (38.9) 4 (22.2) 2 (11.1) 

   Pneumonia 3 (16.7) 2 (11.1) 0 

   Sepsis 3 (16.7) 1 (5.6) 2 (11.1) 

   Device related infection 2 (11.1) 2 (11.1) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 167d 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (66.7) 0 2 (66.7) 

Immune system disorders    

   - Total 2 (66.7) 0 2 (66.7) 

   Cytokine release syndrome 2 (66.7) 0 2 (66.7) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 167e 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and Prior SCT 
therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 26 (57.8) 10 (22.2) 9 (20.0) 

Blood and lymphatic system disorders    

   - Total 8 (17.8) 5 (11.1) 2 (4.4) 

   Febrile neutropenia 7 (15.6) 5 (11.1) 1 (2.2) 

   Neutropenia 2 (4.4) 1 (2.2) 1 (2.2) 

General disorders and administration site conditions    

   - Total 9 (20.0) 2 (4.4) 0 

   Pyrexia 9 (20.0) 2 (4.4) 0 

Immune system disorders    

   - Total 13 (28.9) 2 (4.4) 5 (11.1) 

   Cytokine release syndrome 12 (26.7) 2 (4.4) 5 (11.1) 

   Haemophagocytic lymphohistiocytosis 1 (2.2) 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

   - Total 14 (31.1) 8 (17.8) 2 (4.4) 

   Pneumonia 6 (13.3) 4 (8.9) 0 

   Sepsis 4 (8.9) 2 (4.4) 2 (4.4) 

   Device related infection 2 (4.4) 2 (4.4) 0 

   Herpes zoster 2 (4.4) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 167e 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients AND in at least 

1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, maximum CTC grade and Prior SCT 
therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 24 (82.8) 10 (34.5) 11 (37.9) 

Blood and lymphatic system disorders    

   - Total 8 (27.6) 5 (17.2) 2 (6.9) 

   Febrile neutropenia 6 (20.7) 5 (17.2) 0 

   Neutropenia 2 (6.9) 0 2 (6.9) 

General disorders and administration site conditions    

   - Total 7 (24.1) 1 (3.4) 0 

   Pyrexia 7 (24.1) 1 (3.4) 0 

Immune system disorders    

   - Total 16 (55.2) 6 (20.7) 8 (27.6) 

   Cytokine release syndrome 16 (55.2) 5 (17.2) 8 (27.6) 

   Haemophagocytic lymphohistiocytosis 3 (10.3) 3 (10.3) 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

   - Total 5 (17.2) 1 (3.4) 3 (10.3) 

   Device related infection 2 (6.9) 2 (6.9) 0 

   Herpes zoster 2 (6.9) 0 0 

   Sepsis 2 (6.9) 0 2 (6.9) 

   Pneumonia 1 (3.4) 0 1 (3.4) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 167f 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients 

AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 19 (70.4) 9 (33.3) 5 (18.5) 

Blood and lymphatic system disorders    

   - Total 4 (14.8) 4 (14.8) 0 

   Febrile neutropenia 3 (11.1) 3 (11.1) 0 

   Neutropenia 1 (3.7) 1 (3.7) 0 

General disorders and administration site conditions    

   - Total 6 (22.2) 1 (3.7) 0 

   Pyrexia 6 (22.2) 1 (3.7) 0 

Immune system disorders    

   - Total 7 (25.9) 1 (3.7) 4 (14.8) 

   Cytokine release syndrome 7 (25.9) 1 (3.7) 4 (14.8) 

Infections and infestations    
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

   - Total 10 (37.0) 6 (22.2) 1 (3.7) 

   Device related infection 3 (11.1) 3 (11.1) 0 

   Herpes zoster 3 (11.1) 0 0 

   Pneumonia 3 (11.1) 2 (7.4) 0 

   Sepsis 2 (7.4) 1 (3.7) 1 (3.7) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t167_gd_b2001x.sas@@/main/4 25JUN21:17:25                                        Final 

 
  



  

  

3696 

 



  

  

3697 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 167f 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients 

AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 29 (65.9) 11 (25.0) 14 (31.8) 

Blood and lymphatic system disorders    

   - Total 11 (25.0) 6 (13.6) 4 (9.1) 

   Febrile neutropenia 9 (20.5) 7 (15.9) 1 (2.3) 

   Neutropenia 3 (6.8) 0 3 (6.8) 

General disorders and administration site conditions    

   - Total 9 (20.5) 2 (4.5) 0 

   Pyrexia 9 (20.5) 2 (4.5) 0 

Immune system disorders    

   - Total 20 (45.5) 7 (15.9) 8 (18.2) 

   Cytokine release syndrome 19 (43.2) 6 (13.6) 8 (18.2) 

   Haemophagocytic lymphohistiocytosis 4 (9.1) 3 (6.8) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

   - Total 8 (18.2) 3 (6.8) 4 (9.1) 

   Sepsis 4 (9.1) 1 (2.3) 3 (6.8) 

   Pneumonia 3 (6.8) 2 (4.5) 1 (2.3) 

   Device related infection 1 (2.3) 1 (2.3) 0 

   Herpes zoster 1 (2.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 167f 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients 

AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (66.7) 0 1 (33.3) 

Blood and lymphatic system disorders    

   - Total 1 (33.3) 0 0 

   Febrile neutropenia 1 (33.3) 0 0 

General disorders and administration site conditions    

   - Total 1 (33.3) 0 0 

   Pyrexia 1 (33.3) 0 0 

Immune system disorders    

   - Total 2 (66.7) 0 1 (33.3) 

   Cytokine release syndrome 2 (66.7) 0 1 (33.3) 

Infections and infestations    

   - Total 1 (33.3) 0 0 
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Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

   Pneumonia 1 (33.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 167g 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients 

AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 5 (71.4) 2 (28.6) 2 (28.6) 

Blood and lymphatic system disorders    

   - Total 2 (28.6) 1 (14.3) 1 (14.3) 

   Febrile neutropenia 1 (14.3) 1 (14.3) 0 

   Neutropenia 1 (14.3) 0 1 (14.3) 

General disorders and administration site conditions    

   - Total 1 (14.3) 0 0 

   Pyrexia 1 (14.3) 0 0 

Immune system disorders    

   - Total 4 (57.1) 2 (28.6) 1 (14.3) 

   Cytokine release syndrome 4 (57.1) 1 (14.3) 1 (14.3) 

   Haemophagocytic lymphohistiocytosis 1 (14.3) 1 (14.3) 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

   - Total 1 (14.3) 1 (14.3) 0 

   Pneumonia 1 (14.3) 1 (14.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 167g 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients 

AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 23 (71.9) 12 (37.5) 5 (15.6) 

Blood and lymphatic system disorders    

   - Total 6 (18.8) 6 (18.8) 0 

   Febrile neutropenia 5 (15.6) 5 (15.6) 0 

   Neutropenia 1 (3.1) 1 (3.1) 0 

General disorders and administration site conditions    

   - Total 7 (21.9) 2 (6.3) 0 

   Pyrexia 7 (21.9) 2 (6.3) 0 

Immune system disorders    

   - Total 10 (31.3) 4 (12.5) 3 (9.4) 

   Cytokine release syndrome 10 (31.3) 4 (12.5) 3 (9.4) 

   Haemophagocytic lymphohistiocytosis 1 (3.1) 1 (3.1) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

   - Total 8 (25.0) 5 (15.6) 2 (6.3) 

   Device related infection 3 (9.4) 3 (9.4) 0 

   Sepsis 3 (9.4) 2 (6.3) 1 (3.1) 

   Herpes zoster 2 (6.3) 0 0 

   Pneumonia 1 (3.1) 0 1 (3.1) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t167_gd_b2001x.sas@@/main/4 25JUN21:17:25                                        Final 

 
  



  

  

3706 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 167g 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients 

AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 16 (72.7) 5 (22.7) 9 (40.9) 

Blood and lymphatic system disorders    

   - Total 6 (27.3) 2 (9.1) 3 (13.6) 

   Febrile neutropenia 5 (22.7) 3 (13.6) 1 (4.5) 

   Neutropenia 2 (9.1) 0 2 (9.1) 

General disorders and administration site conditions    

   - Total 7 (31.8) 1 (4.5) 0 

   Pyrexia 7 (31.8) 1 (4.5) 0 

Immune system disorders    

   - Total 13 (59.1) 2 (9.1) 7 (31.8) 

   Cytokine release syndrome 12 (54.5) 2 (9.1) 7 (31.8) 

   Haemophagocytic lymphohistiocytosis 2 (9.1) 1 (4.5) 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

   - Total 6 (27.3) 2 (9.1) 1 (4.5) 

   Pneumonia 4 (18.2) 2 (9.1) 0 

   Device related infection 1 (4.5) 1 (4.5) 0 

   Herpes zoster 1 (4.5) 0 0 

   Sepsis 1 (4.5) 0 1 (4.5) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 167g 

Serious adverse events (SAE) that occurred in at least 5% of the patients OR (in at least 10 patients 

AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 6 (46.2) 1 (7.7) 4 (30.8) 

Blood and lymphatic system disorders    

   - Total 2 (15.4) 1 (7.7) 0 

   Febrile neutropenia 2 (15.4) 1 (7.7) 0 

General disorders and administration site conditions    

   - Total 1 (7.7) 0 0 

   Pyrexia 1 (7.7) 0 0 

Immune system disorders    

   - Total 2 (15.4) 0 2 (15.4) 

   Cytokine release syndrome 2 (15.4) 0 2 (15.4) 

Infections and infestations    

   - Total 4 (30.8) 1 (7.7) 2 (15.4) 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

   Sepsis 2 (15.4) 0 2 (15.4) 

   Herpes zoster 1 (7.7) 0 0 

   Pneumonia 1 (7.7) 1 (7.7) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 168a 

Deaths post CTL019 infusion by primary system organ class, preferred term and Age 

Safety Set 

 

Time of onset: Within 8 weeks post CTL019 infusion,  Age: <10 years 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=34 
n (%) 

Number of subjects who died 3 (  8.8) 

  Study indication 2 (  5.9) 

  Other 1 (  2.9) 

General disorders and administration site conditions 1 (  2.9) 

  Multiple organ dysfunction syndrome 1 (  2.9) 

Hepatobiliary disorders 1 (  2.9) 

  Hepatosplenomegaly 1 (  2.9) 

Immune system disorders 1 (  2.9) 

  Cytokine release syndrome 1 (  2.9) 

Metabolism and nutrition disorders 1 (  2.9) 

  Tumour lysis syndrome 1 (  2.9) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps) 1 (  2.9) 

  Leukaemia 1 (  2.9) 

 

 
Percentages are based on the number of subjects in the safety set (N). 
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MedDRA version 23.1. 
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Table 168a 

Deaths post CTL019 infusion by primary system organ class, preferred term and Age 

Safety Set 

 

Time of onset: Within 8 weeks post CTL019 infusion,  Age: >=10 years to <18 years 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=18 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168a 

Deaths post CTL019 infusion by primary system organ class, preferred term and Age 

Safety Set 

 

Time of onset: Within 8 weeks post CTL019 infusion,  Age: >=18 years 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=17 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168a 

Deaths post CTL019 infusion by primary system organ class, preferred term and Age 

Safety Set 

 

Time of onset: >8 weeks to 1 year post CTL019 infusion,  Age: <10 years 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=28 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168a 

Deaths post CTL019 infusion by primary system organ class, preferred term and Age 

Safety Set 

 

Time of onset: >8 weeks to 1 year post CTL019 infusion,  Age: >=10 years to <18 years 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=18 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168a 

Deaths post CTL019 infusion by primary system organ class, preferred term and Age 

Safety Set 

 

Time of onset: >8 weeks to 1 year post CTL019 infusion,  Age: >=18 years 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=14 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168a 

Deaths post CTL019 infusion by primary system organ class, preferred term and Age 

Safety Set 

 

Time of onset: >1 year post CTL019 infusion,  Age: <10 years 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=9 

n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168a 

Deaths post CTL019 infusion by primary system organ class, preferred term and Age 

Safety Set 

 

Time of onset: >1 year post CTL019 infusion,  Age: >=10 years to <18 years 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=7 

n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168a 

Deaths post CTL019 infusion by primary system organ class, preferred term and Age 

Safety Set 

 

Time of onset: >1 year post CTL019 infusion,  Age: >=18 years 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=4 

n (%) 

Number of subjects who died 1 ( 25.0) 

  Other 1 ( 25.0) 

Psychiatric disorders 1 ( 25.0) 

  Completed suicide 1 ( 25.0) 

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168a 

Deaths post CTL019 infusion by primary system organ class, preferred term and Age 

Safety Set 

 

Time of onset: Any time post CTL019 infusion,  Age: <10 years 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=34 
n (%) 

Number of subjects who died 3 (  8.8) 

  Study indication 2 (  5.9) 

  Other 1 (  2.9) 

General disorders and administration site conditions 1 (  2.9) 

  Multiple organ dysfunction syndrome 1 (  2.9) 

Hepatobiliary disorders 1 (  2.9) 

  Hepatosplenomegaly 1 (  2.9) 

Immune system disorders 1 (  2.9) 

  Cytokine release syndrome 1 (  2.9) 

Metabolism and nutrition disorders 1 (  2.9) 

  Tumour lysis syndrome 1 (  2.9) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps) 1 (  2.9) 

  Leukaemia 1 (  2.9) 
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Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168a 

Deaths post CTL019 infusion by primary system organ class, preferred term and Age 

Safety Set 

 

Time of onset: Any time post CTL019 infusion,  Age: >=10 years to <18 years 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=18 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168a 

Deaths post CTL019 infusion by primary system organ class, preferred term and Age 

Safety Set 

 

Time of onset: Any time post CTL019 infusion,  Age: >=18 years 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=17 
n (%) 

Number of subjects who died 1 (  5.9) 

  Other 1 (  5.9) 

Psychiatric disorders 1 (  5.9) 

  Completed suicide 1 (  5.9) 

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168b 

Deaths post CTL019 infusion by primary system organ class, preferred term and Gender 

Safety Set 

 

Time of onset: Within 8 weeks post CTL019 infusion,  Gender: Male 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=41 
n (%) 

Number of subjects who died 2 (  4.9) 

  Study indication 2 (  4.9) 

Hepatobiliary disorders 1 (  2.4) 

  Hepatosplenomegaly 1 (  2.4) 

Immune system disorders 1 (  2.4) 

  Cytokine release syndrome 1 (  2.4) 

Metabolism and nutrition disorders 1 (  2.4) 

  Tumour lysis syndrome 1 (  2.4) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps) 1 (  2.4) 

  Leukaemia 1 (  2.4) 

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168b 

Deaths post CTL019 infusion by primary system organ class, preferred term and Gender 

Safety Set 

 

Time of onset: Within 8 weeks post CTL019 infusion,  Gender: Female 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=28 
n (%) 

Number of subjects who died 1 (  3.6) 

  Other 1 (  3.6) 

General disorders and administration site conditions 1 (  3.6) 

  Multiple organ dysfunction syndrome 1 (  3.6) 

 

 
Percentages are based on the number of subjects in the safety set (N). 
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Table 168b 

Deaths post CTL019 infusion by primary system organ class, preferred term and Gender 

Safety Set 

 

Time of onset: >8 weeks to 1 year post CTL019 infusion,  Gender: Male 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=38 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168b 

Deaths post CTL019 infusion by primary system organ class, preferred term and Gender 

Safety Set 

 

Time of onset: >8 weeks to 1 year post CTL019 infusion,  Gender: Female 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=22 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168b 

Deaths post CTL019 infusion by primary system organ class, preferred term and Gender 

Safety Set 

 

Time of onset: >1 year post CTL019 infusion,  Gender: Male 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=10 
n (%) 

Number of subjects who died 1 ( 10.0) 

  Other 1 ( 10.0) 

Psychiatric disorders 1 ( 10.0) 

  Completed suicide 1 ( 10.0) 

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168b 

Deaths post CTL019 infusion by primary system organ class, preferred term and Gender 

Safety Set 

 

Time of onset: >1 year post CTL019 infusion,  Gender: Female 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=10 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t168_gd_b2001x.sas@@/main/6 25JUN21:17:26                                        Final 

 
  



  

  

3733 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 168b 

Deaths post CTL019 infusion by primary system organ class, preferred term and Gender 

Safety Set 

 

Time of onset: Any time post CTL019 infusion,  Gender: Male 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=41 
n (%) 

Number of subjects who died 3 (  7.3) 

  Study indication 2 (  4.9) 

  Other 1 (  2.4) 

Hepatobiliary disorders 1 (  2.4) 

  Hepatosplenomegaly 1 (  2.4) 

Immune system disorders 1 (  2.4) 

  Cytokine release syndrome 1 (  2.4) 

Metabolism and nutrition disorders 1 (  2.4) 

  Tumour lysis syndrome 1 (  2.4) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps) 1 (  2.4) 

  Leukaemia 1 (  2.4) 

Psychiatric disorders 1 (  2.4) 

  Completed suicide 1 (  2.4) 
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Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168b 

Deaths post CTL019 infusion by primary system organ class, preferred term and Gender 

Safety Set 

 

Time of onset: Any time post CTL019 infusion,  Gender: Female 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=28 
n (%) 

Number of subjects who died 1 (  3.6) 

  Other 1 (  3.6) 

General disorders and administration site conditions 1 (  3.6) 

  Multiple organ dysfunction syndrome 1 (  3.6) 

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t168_gd_b2001x.sas@@/main/6 25JUN21:17:26                                        Final 

 



  

  

3736 

Tabl e 168c  => Deaths post CTL019 i nfusion by pri mar y system organ cl ass, pr eferred term and R esponse status at study entr y (Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                  
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 168c 

Deaths post CTL019 infusion by primary system organ class, preferred term and Response status at study entry 

Safety Set 

 

Time of onset: Within 8 weeks post CTL019 infusion,  Response status at study entry: Primary refractory 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=1 

n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168c 

Deaths post CTL019 infusion by primary system organ class, preferred term and Response status at study entry 

Safety Set 

 

Time of onset: Within 8 weeks post CTL019 infusion,  Response status at study entry: Relapsed disease 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=68 
n (%) 

Number of subjects who died 3 (  4.4) 

  Study indication 2 (  2.9) 

  Other 1 (  1.5) 

General disorders and administration site conditions 1 (  1.5) 

  Multiple organ dysfunction syndrome 1 (  1.5) 

Hepatobiliary disorders 1 (  1.5) 

  Hepatosplenomegaly 1 (  1.5) 

Immune system disorders 1 (  1.5) 

  Cytokine release syndrome 1 (  1.5) 

Metabolism and nutrition disorders 1 (  1.5) 

  Tumour lysis syndrome 1 (  1.5) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps) 1 (  1.5) 

  Leukaemia 1 (  1.5) 

 

 
Percentages are based on the number of subjects in the safety set (N). 
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Table 168c 

Deaths post CTL019 infusion by primary system organ class, preferred term and Response status at study entry 

Safety Set 

 

Time of onset: >8 weeks to 1 year post CTL019 infusion,  Response status at study entry: Primary refractory 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=1 

n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168c 

Deaths post CTL019 infusion by primary system organ class, preferred term and Response status at study entry 

Safety Set 

 

Time of onset: >8 weeks to 1 year post CTL019 infusion,  Response status at study entry: Relapsed disease 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=59 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168c 

Deaths post CTL019 infusion by primary system organ class, preferred term and Response status at study entry 

Safety Set 

 

Time of onset: >1 year post CTL019 infusion,  Response status at study entry: Primary refractory 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=0 

n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168c 

Deaths post CTL019 infusion by primary system organ class, preferred term and Response status at study entry 

Safety Set 

 

Time of onset: >1 year post CTL019 infusion,  Response status at study entry: Relapsed disease 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=20 
n (%) 

Number of subjects who died 1 (  5.0) 

  Other 1 (  5.0) 

Psychiatric disorders 1 (  5.0) 

  Completed suicide 1 (  5.0) 

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168c 

Deaths post CTL019 infusion by primary system organ class, preferred term and Response status at study entry 

Safety Set 

 

Time of onset: Any time post CTL019 infusion,  Response status at study entry: Primary refractory 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=1 

n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168c 

Deaths post CTL019 infusion by primary system organ class, preferred term and Response status at study entry 

Safety Set 

 

Time of onset: Any time post CTL019 infusion,  Response status at study entry: Relapsed disease 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=68 
n (%) 

Number of subjects who died 4 (  5.9) 

  Study indication 2 (  2.9) 

  Other 2 (  2.9) 

General disorders and administration site conditions 1 (  1.5) 

  Multiple organ dysfunction syndrome 1 (  1.5) 

Hepatobiliary disorders 1 (  1.5) 

  Hepatosplenomegaly 1 (  1.5) 

Immune system disorders 1 (  1.5) 

  Cytokine release syndrome 1 (  1.5) 

Metabolism and nutrition disorders 1 (  1.5) 

  Tumour lysis syndrome 1 (  1.5) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps) 1 (  1.5) 

  Leukaemia 1 (  1.5) 

Psychiatric disorders 1 (  1.5) 
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Time of onset: Any time post CTL019 infusion,  Response status at study entry: Relapsed disease 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=68 
n (%) 

  Completed suicide 1 (  1.5) 

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168d 

Deaths post CTL019 infusion by primary system organ class, preferred term and Region 

Safety Set 

 

Time of onset: Within 8 weeks post CTL019 infusion,  Region: Europe 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=48 
n (%) 

Number of subjects who died 1 (  2.1) 

  Other 1 (  2.1) 

General disorders and administration site conditions 1 (  2.1) 

  Multiple organ dysfunction syndrome 1 (  2.1) 

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168d 

Deaths post CTL019 infusion by primary system organ class, preferred term and Region 

Safety Set 

 

Time of onset: Within 8 weeks post CTL019 infusion,  Region: US 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=18 
n (%) 

Number of subjects who died 1 (  5.6) 

  Study indication 1 (  5.6) 

Hepatobiliary disorders 1 (  5.6) 

  Hepatosplenomegaly 1 (  5.6) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps) 1 (  5.6) 

  Leukaemia 1 (  5.6) 

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t168_gd_b2001x.sas@@/main/6 25JUN21:17:27                                        Final 

 
  



  

  

3750 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 168d 

Deaths post CTL019 infusion by primary system organ class, preferred term and Region 

Safety Set 

 

Time of onset: Within 8 weeks post CTL019 infusion,  Region: Rest of World 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=3 

n (%) 

Number of subjects who died 1 ( 33.3) 

  Study indication 1 ( 33.3) 

Immune system disorders 1 ( 33.3) 

  Cytokine release syndrome 1 ( 33.3) 

Metabolism and nutrition disorders 1 ( 33.3) 

  Tumour lysis syndrome 1 ( 33.3) 

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168d 

Deaths post CTL019 infusion by primary system organ class, preferred term and Region 

Safety Set 

 

Time of onset: >8 weeks to 1 year post CTL019 infusion,  Region: Europe 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=43 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168d 

Deaths post CTL019 infusion by primary system organ class, preferred term and Region 

Safety Set 

 

Time of onset: >8 weeks to 1 year post CTL019 infusion,  Region: US 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=15 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168d 

Deaths post CTL019 infusion by primary system organ class, preferred term and Region 

Safety Set 

 

Time of onset: >8 weeks to 1 year post CTL019 infusion,  Region: Rest of World 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=2 

n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t168_gd_b2001x.sas@@/main/6 25JUN21:17:27                                        Final 

 
  



  

  

3754 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 168d 

Deaths post CTL019 infusion by primary system organ class, preferred term and Region 

Safety Set 

 

Time of onset: >1 year post CTL019 infusion,  Region: Europe 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=18 
n (%) 

Number of subjects who died 1 (  5.6) 

  Other 1 (  5.6) 

Psychiatric disorders 1 (  5.6) 

  Completed suicide 1 (  5.6) 

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168d 

Deaths post CTL019 infusion by primary system organ class, preferred term and Region 

Safety Set 

 

Time of onset: >1 year post CTL019 infusion,  Region: US 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=0 

n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168d 

Deaths post CTL019 infusion by primary system organ class, preferred term and Region 

Safety Set 

 

Time of onset: >1 year post CTL019 infusion,  Region: Rest of World 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=2 

n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168d 

Deaths post CTL019 infusion by primary system organ class, preferred term and Region 

Safety Set 

 

Time of onset: Any time post CTL019 infusion,  Region: Europe 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=48 
n (%) 

Number of subjects who died 2 (  4.2) 

  Other 2 (  4.2) 

General disorders and administration site conditions 1 (  2.1) 

  Multiple organ dysfunction syndrome 1 (  2.1) 

Psychiatric disorders 1 (  2.1) 

  Completed suicide 1 (  2.1) 

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168d 

Deaths post CTL019 infusion by primary system organ class, preferred term and Region 

Safety Set 

 

Time of onset: Any time post CTL019 infusion,  Region: US 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=18 
n (%) 

Number of subjects who died 1 (  5.6) 

  Study indication 1 (  5.6) 

Hepatobiliary disorders 1 (  5.6) 

  Hepatosplenomegaly 1 (  5.6) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps) 1 (  5.6) 

  Leukaemia 1 (  5.6) 

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168d 

Deaths post CTL019 infusion by primary system organ class, preferred term and Region 

Safety Set 

 

Time of onset: Any time post CTL019 infusion,  Region: Rest of World 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=3 

n (%) 

Number of subjects who died 1 ( 33.3) 

  Study indication 1 ( 33.3) 

Immune system disorders 1 ( 33.3) 

  Cytokine release syndrome 1 ( 33.3) 

Metabolism and nutrition disorders 1 ( 33.3) 

  Tumour lysis syndrome 1 ( 33.3) 

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168e 

Deaths post CTL019 infusion by primary system organ class, preferred term and Prior SCT therapy 

Safety Set 

 

Time of onset: Within 8 weeks post CTL019 infusion,  Prior SCT therapy: Yes 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=42 
n (%) 

Number of subjects who died 1 (  2.4) 

  Other 1 (  2.4) 

General disorders and administration site conditions 1 (  2.4) 

  Multiple organ dysfunction syndrome 1 (  2.4) 

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168e 

Deaths post CTL019 infusion by primary system organ class, preferred term and Prior SCT therapy 

Safety Set 

 

Time of onset: Within 8 weeks post CTL019 infusion,  Prior SCT therapy: No 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=27 
n (%) 

Number of subjects who died 2 (  7.4) 

  Study indication 2 (  7.4) 

Hepatobiliary disorders 1 (  3.7) 

  Hepatosplenomegaly 1 (  3.7) 

Immune system disorders 1 (  3.7) 

  Cytokine release syndrome 1 (  3.7) 

Metabolism and nutrition disorders 1 (  3.7) 

  Tumour lysis syndrome 1 (  3.7) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps) 1 (  3.7) 

  Leukaemia 1 (  3.7) 

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168e 

Deaths post CTL019 infusion by primary system organ class, preferred term and Prior SCT therapy 

Safety Set 

 

Time of onset: >8 weeks to 1 year post CTL019 infusion,  Prior SCT therapy: Yes 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=38 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168e 

Deaths post CTL019 infusion by primary system organ class, preferred term and Prior SCT therapy 

Safety Set 

 

Time of onset: >8 weeks to 1 year post CTL019 infusion,  Prior SCT therapy: No 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=22 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168e 

Deaths post CTL019 infusion by primary system organ class, preferred term and Prior SCT therapy 

Safety Set 

 

Time of onset: >1 year post CTL019 infusion,  Prior SCT therapy: Yes 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=16 
n (%) 

Number of subjects who died 1 (  6.3) 

  Other 1 (  6.3) 

Psychiatric disorders 1 (  6.3) 

  Completed suicide 1 (  6.3) 

 

 
Percentages are based on the number of subjects in the safety set (N). 
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Table 168e 

Deaths post CTL019 infusion by primary system organ class, preferred term and Prior SCT therapy 

Safety Set 

 

Time of onset: >1 year post CTL019 infusion,  Prior SCT therapy: No 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=4 

n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168e 

Deaths post CTL019 infusion by primary system organ class, preferred term and Prior SCT therapy 

Safety Set 

 

Time of onset: Any time post CTL019 infusion,  Prior SCT therapy: Yes 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=42 
n (%) 

Number of subjects who died 2 (  4.8) 

  Other 2 (  4.8) 

General disorders and administration site conditions 1 (  2.4) 

  Multiple organ dysfunction syndrome 1 (  2.4) 

Psychiatric disorders 1 (  2.4) 

  Completed suicide 1 (  2.4) 

 

 
Percentages are based on the number of subjects in the safety set (N). 
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Table 168e 

Deaths post CTL019 infusion by primary system organ class, preferred term and Prior SCT therapy 

Safety Set 

 

Time of onset: Any time post CTL019 infusion,  Prior SCT therapy: No 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=27 
n (%) 

Number of subjects who died 2 (  7.4) 

  Study indication 2 (  7.4) 

Hepatobiliary disorders 1 (  3.7) 

  Hepatosplenomegaly 1 (  3.7) 

Immune system disorders 1 (  3.7) 

  Cytokine release syndrome 1 (  3.7) 

Metabolism and nutrition disorders 1 (  3.7) 

  Tumour lysis syndrome 1 (  3.7) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps) 1 (  3.7) 

  Leukaemia 1 (  3.7) 

 

 
Percentages are based on the number of subjects in the safety set (N). 
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Table 168f 

Deaths post CTL019 infusion by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Time of onset: Within 8 weeks post CTL019 infusion,  Baseline bone marrow tumor burden: Low 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=26 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168f 

Deaths post CTL019 infusion by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Time of onset: Within 8 weeks post CTL019 infusion,  Baseline bone marrow tumor burden: High 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=40 
n (%) 

Number of subjects who died 3 (  7.5) 

  Study indication 2 (  5.0) 

  Other 1 (  2.5) 

General disorders and administration site conditions 1 (  2.5) 

  Multiple organ dysfunction syndrome 1 (  2.5) 

Hepatobiliary disorders 1 (  2.5) 

  Hepatosplenomegaly 1 (  2.5) 

Immune system disorders 1 (  2.5) 

  Cytokine release syndrome 1 (  2.5) 

Metabolism and nutrition disorders 1 (  2.5) 

  Tumour lysis syndrome 1 (  2.5) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps) 1 (  2.5) 

  Leukaemia 1 (  2.5) 

 

 
Percentages are based on the number of subjects in the safety set (N). 
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Table 168f 

Deaths post CTL019 infusion by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Time of onset: Within 8 weeks post CTL019 infusion,  Baseline bone marrow tumor burden: Missing 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=3 

n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168f 

Deaths post CTL019 infusion by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Time of onset: >8 weeks to 1 year post CTL019 infusion,  Baseline bone marrow tumor burden: Low 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=24 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168f 

Deaths post CTL019 infusion by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Time of onset: >8 weeks to 1 year post CTL019 infusion,  Baseline bone marrow tumor burden: High 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=33 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168f 

Deaths post CTL019 infusion by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Time of onset: >8 weeks to 1 year post CTL019 infusion,  Baseline bone marrow tumor burden: Missing 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=3 

n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168f 

Deaths post CTL019 infusion by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Time of onset: >1 year post CTL019 infusion,  Baseline bone marrow tumor burden: Low 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=7 

n (%) 

Number of subjects who died 1 ( 14.3) 

  Other 1 ( 14.3) 

Psychiatric disorders 1 ( 14.3) 

  Completed suicide 1 ( 14.3) 

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168f 

Deaths post CTL019 infusion by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Time of onset: >1 year post CTL019 infusion,  Baseline bone marrow tumor burden: High 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=12 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168f 

Deaths post CTL019 infusion by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Time of onset: >1 year post CTL019 infusion,  Baseline bone marrow tumor burden: Missing 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=1 

n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168f 

Deaths post CTL019 infusion by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Time of onset: Any time post CTL019 infusion,  Baseline bone marrow tumor burden: Low 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=26 
n (%) 

Number of subjects who died 1 (  3.8) 

  Other 1 (  3.8) 

Psychiatric disorders 1 (  3.8) 

  Completed suicide 1 (  3.8) 

 

 
Percentages are based on the number of subjects in the safety set (N). 
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Table 168f 

Deaths post CTL019 infusion by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Time of onset: Any time post CTL019 infusion,  Baseline bone marrow tumor burden: High 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=40 
n (%) 

Number of subjects who died 3 (  7.5) 

  Study indication 2 (  5.0) 

  Other 1 (  2.5) 

General disorders and administration site conditions 1 (  2.5) 

  Multiple organ dysfunction syndrome 1 (  2.5) 

Hepatobiliary disorders 1 (  2.5) 

  Hepatosplenomegaly 1 (  2.5) 

Immune system disorders 1 (  2.5) 

  Cytokine release syndrome 1 (  2.5) 

Metabolism and nutrition disorders 1 (  2.5) 

  Tumour lysis syndrome 1 (  2.5) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps) 1 (  2.5) 

  Leukaemia 1 (  2.5) 
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Percentages are based on the number of subjects in the safety set (N). 
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Table 168f 

Deaths post CTL019 infusion by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Time of onset: Any time post CTL019 infusion,  Baseline bone marrow tumor burden: Missing 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=3 

n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168g 

Deaths post CTL019 infusion by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Time of onset: Within 8 weeks post CTL019 infusion,  Number of previous relapses: 0 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=6 

n (%) 

Number of subjects who died 1 ( 16.7) 

  Other 1 ( 16.7) 

General disorders and administration site conditions 1 ( 16.7) 

  Multiple organ dysfunction syndrome 1 ( 16.7) 

 

 
Percentages are based on the number of subjects in the safety set (N). 
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Table 168g 

Deaths post CTL019 infusion by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Time of onset: Within 8 weeks post CTL019 infusion,  Number of previous relapses: 1 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=30 
n (%) 

Number of subjects who died 1 (  3.3) 

  Study indication 1 (  3.3) 

Hepatobiliary disorders 1 (  3.3) 

  Hepatosplenomegaly 1 (  3.3) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps) 1 (  3.3) 

  Leukaemia 1 (  3.3) 

 

 
Percentages are based on the number of subjects in the safety set (N). 
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Table 168g 

Deaths post CTL019 infusion by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Time of onset: Within 8 weeks post CTL019 infusion,  Number of previous relapses: 2 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=21 
n (%) 

Number of subjects who died 1 (  4.8) 

  Study indication 1 (  4.8) 

Immune system disorders 1 (  4.8) 

  Cytokine release syndrome 1 (  4.8) 

Metabolism and nutrition disorders 1 (  4.8) 

  Tumour lysis syndrome 1 (  4.8) 

 

 
Percentages are based on the number of subjects in the safety set (N). 
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Table 168g 

Deaths post CTL019 infusion by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Time of onset: Within 8 weeks post CTL019 infusion,  Number of previous relapses: >=3 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=12 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168g 

Deaths post CTL019 infusion by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Time of onset: >8 weeks to 1 year post CTL019 infusion,  Number of previous relapses: 0 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=5 

n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168g 

Deaths post CTL019 infusion by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Time of onset: >8 weeks to 1 year post CTL019 infusion,  Number of previous relapses: 1 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=24 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168g 

Deaths post CTL019 infusion by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Time of onset: >8 weeks to 1 year post CTL019 infusion,  Number of previous relapses: 2 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=19 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168g 

Deaths post CTL019 infusion by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Time of onset: >8 weeks to 1 year post CTL019 infusion,  Number of previous relapses: >=3 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=12 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 
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Table 168g 

Deaths post CTL019 infusion by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Time of onset: >1 year post CTL019 infusion,  Number of previous relapses: 0 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=2 

n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168g 

Deaths post CTL019 infusion by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Time of onset: >1 year post CTL019 infusion,  Number of previous relapses: 1 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=8 

n (%) 

Number of subjects who died 1 ( 12.5) 

  Other 1 ( 12.5) 

Psychiatric disorders 1 ( 12.5) 

  Completed suicide 1 ( 12.5) 

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168g 

Deaths post CTL019 infusion by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Time of onset: >1 year post CTL019 infusion,  Number of previous relapses: 2 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=5 

n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168g 

Deaths post CTL019 infusion by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Time of onset: >1 year post CTL019 infusion,  Number of previous relapses: >=3 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=5 

n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 

MedDRA version 23.1. 
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Table 168g 

Deaths post CTL019 infusion by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Time of onset: Any time post CTL019 infusion,  Number of previous relapses: 0 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=6 

n (%) 

Number of subjects who died 1 ( 16.7) 

  Other 1 ( 16.7) 

General disorders and administration site conditions 1 ( 16.7) 

  Multiple organ dysfunction syndrome 1 ( 16.7) 

 

 
Percentages are based on the number of subjects in the safety set (N). 
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Table 168g 

Deaths post CTL019 infusion by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Time of onset: Any time post CTL019 infusion,  Number of previous relapses: 1 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=30 
n (%) 

Number of subjects who died 2 (  6.7) 

  Study indication 1 (  3.3) 

  Other 1 (  3.3) 

Hepatobiliary disorders 1 (  3.3) 

  Hepatosplenomegaly 1 (  3.3) 

Neoplasms benign, malignant and unspecified (incl cysts and polyps) 1 (  3.3) 

  Leukaemia 1 (  3.3) 

Psychiatric disorders 1 (  3.3) 

  Completed suicide 1 (  3.3) 

 

 
Percentages are based on the number of subjects in the safety set (N). 
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Table 168g 

Deaths post CTL019 infusion by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Time of onset: Any time post CTL019 infusion,  Number of previous relapses: 2 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=21 
n (%) 

Number of subjects who died 1 (  4.8) 

  Study indication 1 (  4.8) 

Immune system disorders 1 (  4.8) 

  Cytokine release syndrome 1 (  4.8) 

Metabolism and nutrition disorders 1 (  4.8) 

  Tumour lysis syndrome 1 (  4.8) 

 

 
Percentages are based on the number of subjects in the safety set (N). 
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Table 168g 

Deaths post CTL019 infusion by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Time of onset: Any time post CTL019 infusion,  Number of previous relapses: >=3 

Primary system organ class 
Primary reason (preferred term) 

All Patients 
N=12 
n (%) 

No records met the criteria  

 

 
Percentages are based on the number of subjects in the safety set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169a 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

34 (100) 6 (17.6) 3 (8.8 ) 8 (23.5) 17 (50.0) 

Blood and lymphatic system disorders      

  -Total 16 (47.1) 3 (8.8 ) 2 (5.9 ) 7 (20.6) 4 (11.8) 

  Anaemia 9 (26.5) 3 (8.8 ) 1 (2.9 ) 5 (14.7) 0 

  Neutropenia 6 (17.6) 0 0 2 (5.9 ) 4 (11.8) 

  Disseminated intravascular 
coagulation 

2 (5.9 ) 0 2 (5.9 ) 0 0 

  Febrile neutropenia 2 (5.9 ) 0 0 2 (5.9 ) 0 

Cardiac disorders      

  -Total 7 (20.6) 4 (11.8) 2 (5.9 ) 1 (2.9 ) 0 

  Sinus tachycardia 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Tachycardia 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 



  

  

3805 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus bradycardia 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Cardiac hypertrophy 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Left ventricular dysfunction 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Pericardial effusion 1 (2.9 ) 0 1 (2.9 ) 0 0 

Endocrine disorders      

  -Total 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Precocious puberty 1 (2.9 ) 1 (2.9 ) 0 0 0 

Eye disorders      

  -Total 3 (8.8 ) 1 (2.9 ) 2 (5.9 ) 0 0 

  Blepharospasm 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Diplopia 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Dry eye 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Ocular hypertension 1 (2.9 ) 0 1 (2.9 ) 0 0 

Gastrointestinal disorders      

  -Total 17 (50.0) 7 (20.6) 7 (20.6) 3 (8.8 ) 0 

  Diarrhoea 10 (29.4) 8 (23.5) 1 (2.9 ) 1 (2.9 ) 0 

  Vomiting 6 (17.6) 4 (11.8) 2 (5.9 ) 0 0 

  Abdominal pain 5 (14.7) 3 (8.8 ) 2 (5.9 ) 0 0 



  

  

3806 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nausea 4 (11.8) 0 4 (11.8) 0 0 

  Paraesthesia oral 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Abdominal distension 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Anal fissure 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Anal fistula 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Anal haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Hypoaesthesia oral 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Lip dry 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Lip haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Proctalgia 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Rectal ulcer 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Stomatitis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Upper gastrointestinal haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 18 (52.9) 8 (23.5) 6 (17.6) 3 (8.8 ) 1 (2.9 ) 

  Pyrexia 14 (41.2) 8 (23.5) 5 (14.7) 1 (2.9 ) 0 



  

  

3807 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Face oedema 4 (11.8) 4 (11.8) 0 0 0 

  Fatigue 3 (8.8 ) 1 (2.9 ) 2 (5.9 ) 0 0 

  Catheter site pain 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Drug withdrawal syndrome 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Localised oedema 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Mucosal inflammation 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Multiple organ dysfunction syndrome 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Non-cardiac chest pain 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Oedema peripheral 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Pain 1 (2.9 ) 1 (2.9 ) 0 0 0 

Hepatobiliary disorders      

  -Total 4 (11.8) 1 (2.9 ) 1 (2.9 ) 1 (2.9 ) 1 (2.9 ) 

  Cholestasis 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Gallbladder oedema 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Hepatic failure 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Hepatosplenomegaly 1 (2.9 ) 0 0 0 1 (2.9 ) 

Immune system disorders      

  -Total 28 (82.4) 5 (14.7) 10 (29.4) 5 (14.7) 8 (23.5) 



  

  

3808 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cytokine release syndrome 25 (73.5) 7 (20.6) 6 (17.6) 4 (11.8) 8 (23.5) 

  Hypogammaglobulinaemia 12 (35.3) 3 (8.8 ) 8 (23.5) 1 (2.9 ) 0 

  Allergy to immunoglobulin therapy 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Atopy 1 (2.9 ) 1 (2.9 ) 0 0 0 

Infections and infestations      

  -Total 11 (32.4) 2 (5.9 ) 4 (11.8) 4 (11.8) 1 (2.9 ) 

  Bronchopulmonary aspergillosis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Candida infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Cellulitis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Device related infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Helminthic infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Influenza 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Meningitis aseptic 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Nail infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Parotitis 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Pneumonia 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Pneumonia viral 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Rash pustular 1 (2.9 ) 1 (2.9 ) 0 0 0 



  

  

3809 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory tract infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Sepsis 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Sinusitis 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Upper respiratory tract infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Urinary tract infection viral 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Vascular device infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Viral upper respiratory tract infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 5 (14.7) 1 (2.9 ) 4 (11.8) 0 0 

  Allergic transfusion reaction 2 (5.9 ) 0 2 (5.9 ) 0 0 

  Contusion 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Fall 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Infusion related reaction 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Post procedural haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Stoma site erythema 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Stoma site haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Subcutaneous haematoma 1 (2.9 ) 1 (2.9 ) 0 0 0 



  

  

3810 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Transfusion reaction 1 (2.9 ) 1 (2.9 ) 0 0 0 

Investigations      

  -Total 21 (61.8) 2 (5.9 ) 2 (5.9 ) 6 (17.6) 11 (32.4) 

  White blood cell count decreased 9 (26.5) 0 2 (5.9 ) 3 (8.8 ) 4 (11.8) 

  Neutrophil count decreased 7 (20.6) 1 (2.9 ) 0 1 (2.9 ) 5 (14.7) 

  Platelet count decreased 5 (14.7) 1 (2.9 ) 1 (2.9 ) 1 (2.9 ) 2 (5.9 ) 

  Blood fibrinogen decreased 4 (11.8) 0 1 (2.9 ) 3 (8.8 ) 0 

  Aspartate aminotransferase 
increased 

3 (8.8 ) 1 (2.9 ) 1 (2.9 ) 1 (2.9 ) 0 

  Alanine aminotransferase increased 2 (5.9 ) 1 (2.9 ) 0 1 (2.9 ) 0 

  Blood bilirubin increased 2 (5.9 ) 0 0 1 (2.9 ) 1 (2.9 ) 

  Lymphocyte count decreased 2 (5.9 ) 0 0 2 (5.9 ) 0 

  Prothrombin time prolonged 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (2.9 ) 1 (2.9 ) 0 0 0 

  Ammonia increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Blood alkaline phosphatase 
increased 

1 (2.9 ) 1 (2.9 ) 0 0 0 



  

  

3811 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood creatine phosphokinase 
increased 

1 (2.9 ) 0 0 0 1 (2.9 ) 

  Blood creatinine increased 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Blood magnesium increased 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Blood urea decreased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Blood urine present 1 (2.9 ) 0 1 (2.9 ) 0 0 

  C-reactive protein increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Chest x-ray abnormal 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Haemoglobin decreased 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Heart sounds abnormal 1 (2.9 ) 1 (2.9 ) 0 0 0 

  International normalised ratio 
increased 

1 (2.9 ) 1 (2.9 ) 0 0 0 

  Lipase increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Serum ferritin increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 18 (52.9) 6 (17.6) 3 (8.8 ) 7 (20.6) 2 (5.9 ) 

  Hypokalaemia 11 (32.4) 4 (11.8) 1 (2.9 ) 6 (17.6) 0 

  Hypophosphataemia 7 (20.6) 4 (11.8) 1 (2.9 ) 2 (5.9 ) 0 

  Hypoalbuminaemia 4 (11.8) 1 (2.9 ) 3 (8.8 ) 0 0 



  

  

3812 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypocalcaemia 4 (11.8) 0 0 2 (5.9 ) 2 (5.9 ) 

  Decreased appetite 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

  Hypomagnesaemia 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Dehydration 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Fluid overload 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Hypernatraemia 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Hyperuricaemia 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Hyponatraemia 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Tumour lysis syndrome 1 (2.9 ) 0 0 0 1 (2.9 ) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 8 (23.5) 4 (11.8) 3 (8.8 ) 1 (2.9 ) 0 

  Myalgia 4 (11.8) 4 (11.8) 0 0 0 

  Pain in extremity 4 (11.8) 2 (5.9 ) 2 (5.9 ) 0 0 

  Muscular weakness 2 (5.9 ) 0 1 (2.9 ) 1 (2.9 ) 0 

  Bone pain 1 (2.9 ) 0 1 (2.9 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (2.9 ) 0 0 0 1 (2.9 ) 



  

  

3813 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Leukaemia 1 (2.9 ) 0 0 0 1 (2.9 ) 

Nervous system disorders      

  -Total 11 (32.4) 6 (17.6) 2 (5.9 ) 3 (8.8 ) 0 

  Headache 6 (17.6) 5 (14.7) 1 (2.9 ) 0 0 

  Seizure 3 (8.8 ) 0 1 (2.9 ) 2 (5.9 ) 0 

  Tremor 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Depressed level of consciousness 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Dysgeusia 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Encephalopathy 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Lethargy 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Nervous system disorder 1 (2.9 ) 0 1 (2.9 ) 0 0 

Psychiatric disorders      

  -Total 9 (26.5) 4 (11.8) 4 (11.8) 1 (2.9 ) 0 

  Agitation 3 (8.8 ) 0 2 (5.9 ) 1 (2.9 ) 0 

  Anxiety 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

  Confusional state 2 (5.9 ) 0 1 (2.9 ) 1 (2.9 ) 0 

  Insomnia 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Irritability 2 (5.9 ) 2 (5.9 ) 0 0 0 



  

  

3814 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Delirium 1 (2.9 ) 0 1 (2.9 ) 0 0 

Renal and urinary disorders      

  -Total 7 (20.6) 2 (5.9 ) 3 (8.8 ) 1 (2.9 ) 1 (2.9 ) 

  Acute kidney injury 3 (8.8 ) 0 1 (2.9 ) 1 (2.9 ) 1 (2.9 ) 

  Haematuria 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Dysuria 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Polyuria 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Proteinuria 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Urinary incontinence 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Urinary tract disorder 1 (2.9 ) 0 1 (2.9 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Scrotal oedema 1 (2.9 ) 1 (2.9 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 12 (35.3) 5 (14.7) 3 (8.8 ) 3 (8.8 ) 1 (2.9 ) 

  Cough 5 (14.7) 3 (8.8 ) 2 (5.9 ) 0 0 

  Hypoxia 5 (14.7) 1 (2.9 ) 1 (2.9 ) 2 (5.9 ) 1 (2.9 ) 



  

  

3815 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Epistaxis 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Oropharyngeal pain 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Apnoea 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Pleural effusion 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Rhinorrhoea 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Tachypnoea 1 (2.9 ) 1 (2.9 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 14 (41.2) 12 (35.3) 1 (2.9 ) 1 (2.9 ) 0 

  Rash 5 (14.7) 4 (11.8) 0 1 (2.9 ) 0 

  Erythema 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

  Pruritus 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Dry skin 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Papule 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Hangnail 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Skin exfoliation 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Skin lesion 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Urticaria 1 (2.9 ) 1 (2.9 ) 0 0 0 



  

  

3816 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders      

  -Total 8 (23.5) 5 (14.7) 2 (5.9 ) 1 (2.9 ) 0 

  Hypertension 4 (11.8) 3 (8.8 ) 1 (2.9 ) 0 0 

  Hypotension 3 (8.8 ) 2 (5.9 ) 0 1 (2.9 ) 0 

  Lymphoedema 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Venous thrombosis limb 1 (2.9 ) 0 1 (2.9 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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3818 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169a 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

18 (100) 1 (5.6 ) 4 (22.2) 5 (27.8) 8 (44.4) 

Blood and lymphatic system disorders      

  -Total 10 (55.6) 0 2 (11.1) 6 (33.3) 2 (11.1) 

  Anaemia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Febrile neutropenia 2 (11.1) 0 0 2 (11.1) 0 

  Neutropenia 2 (11.1) 0 0 0 2 (11.1) 

  Thrombocytopenia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Coagulation factor deficiency 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Leukopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pancytopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Cardiac disorders      



  

  

3819 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Tachycardia 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Bradycardia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Cardiac discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sinus bradycardia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Talipes 1 (5.6 ) 1 (5.6 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Vertigo 1 (5.6 ) 0 0 1 (5.6 ) 0 

Eye disorders      

  -Total 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Amaurosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Conjunctival haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Optic atrophy 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vitreous opacities 1 (5.6 ) 1 (5.6 ) 0 0 0 

Gastrointestinal disorders      



  

  

3820 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 9 (50.0) 4 (22.2) 3 (16.7) 2 (11.1) 0 

  Nausea 5 (27.8) 1 (5.6 ) 3 (16.7) 1 (5.6 ) 0 

  Vomiting 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Diarrhoea 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Abdominal pain upper 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Constipation 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyspepsia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gastrointestinal pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gingival swelling 1 (5.6 ) 0 1 (5.6 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 11 (61.1) 6 (33.3) 3 (16.7) 2 (11.1) 0 

  Pyrexia 4 (22.2) 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 

  Pain 2 (11.1) 0 2 (11.1) 0 0 

  Asthenia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Catheter site erythema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Catheter site pruritus 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Face oedema 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Fatigue 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

3821 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Localised oedema 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Oedema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Oedema peripheral 1 (5.6 ) 1 (5.6 ) 0 0 0 

Hepatobiliary disorders      

  -Total 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Hepatic steatosis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hepatocellular injury 1 (5.6 ) 0 0 1 (5.6 ) 0 

Immune system disorders      

  -Total 13 (72.2) 3 (16.7) 4 (22.2) 3 (16.7) 3 (16.7) 

  Cytokine release syndrome 12 (66.7) 3 (16.7) 3 (16.7) 3 (16.7) 3 (16.7) 

  Haemophagocytic 
lymphohistiocytosis 

3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Hypogammaglobulinaemia 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

Infections and infestations      

  -Total 6 (33.3) 0 4 (22.2) 2 (11.1) 0 

  Bacterial infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Eye infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Paronychia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Sepsis 1 (5.6 ) 0 0 1 (5.6 ) 0 



  

  

3822 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Systemic infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vulvitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (16.7) 0 2 (11.1) 1 (5.6 ) 0 

  Femoral neck fracture 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Periorbital haematoma 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Procedural pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Thermal burn 1 (5.6 ) 0 1 (5.6 ) 0 0 

Investigations      

  -Total 8 (44.4) 0 4 (22.2) 1 (5.6 ) 3 (16.7) 

  Neutrophil count decreased 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Immunoglobulins decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Platelet count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  White blood cell count decreased 2 (11.1) 0 0 0 2 (11.1) 

  Alanine aminotransferase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Antithrombin iii decreased 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

3823 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspartate aminotransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood bilirubin increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood chloride increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood potassium decreased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood uric acid increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  C-reactive protein increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lymphocyte count decreased 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Protein total decreased 1 (5.6 ) 0 1 (5.6 ) 0 0 

Metabolism and nutrition disorders      

  -Total 8 (44.4) 3 (16.7) 4 (22.2) 1 (5.6 ) 0 

  Decreased appetite 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Hypoalbuminaemia 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Hyperglycaemia 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Hypocalcaemia 2 (11.1) 0 2 (11.1) 0 0 

  Dehydration 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

3824 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperkalaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hyperuricaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypokalaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hyponatraemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypophosphataemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vitamin d deficiency 1 (5.6 ) 1 (5.6 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 5 (27.8) 3 (16.7) 1 (5.6 ) 1 (5.6 ) 0 

  Arthralgia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Back pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Joint stiffness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Myalgia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Osteonecrosis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Osteopenia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Nervous system disorders      

  -Total 9 (50.0) 1 (5.6 ) 7 (38.9) 1 (5.6 ) 0 

  Headache 5 (27.8) 0 4 (22.2) 1 (5.6 ) 0 

  Intention tremor 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 



  

  

3825 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Seizure 2 (11.1) 0 2 (11.1) 0 0 

  Cerebral atrophy 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Neurological decompensation 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Tremor 1 (5.6 ) 0 1 (5.6 ) 0 0 

Psychiatric disorders      

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Delirium 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Disorientation 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hallucination 1 (5.6 ) 0 1 (5.6 ) 0 0 

Renal and urinary disorders      

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Dysuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Polyuria 1 (5.6 ) 0 1 (5.6 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Cough 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypoxia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Increased upper airway secretion 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

3826 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oropharyngeal pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Petechiae 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Pruritus 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Rash 2 (11.1) 2 (11.1) 0 0 0 

  Dermatitis acneiform 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Skin discolouration 1 (5.6 ) 1 (5.6 ) 0 0 0 

Vascular disorders      

  -Total 6 (33.3) 1 (5.6 ) 0 5 (27.8) 0 

  Hypertension 3 (16.7) 0 0 3 (16.7) 0 

  Hot flush 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypotension 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Jugular vein thrombosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Vascular occlusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 



  

  

3827 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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3828 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169a 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

17 (100) 0 5 (29.4) 7 (41.2) 5 (29.4) 

Blood and lymphatic system disorders      

  -Total 8 (47.1) 3 (17.6) 2 (11.8) 2 (11.8) 1 (5.9 ) 

  Anaemia 2 (11.8) 2 (11.8) 0 0 0 

  Thrombocytopenia 2 (11.8) 0 0 1 (5.9 ) 1 (5.9 ) 

  B-cell aplasia 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Bone marrow failure 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Disseminated intravascular 
coagulation 

1 (5.9 ) 0 0 1 (5.9 ) 0 

  Febrile neutropenia 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Splenomegaly 1 (5.9 ) 1 (5.9 ) 0 0 0 



  

  

3829 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Cardiac disorders      

  -Total 3 (17.6) 2 (11.8) 0 1 (5.9 ) 0 

  Tachycardia 2 (11.8) 2 (11.8) 0 0 0 

  Left ventricular dysfunction 1 (5.9 ) 0 0 1 (5.9 ) 0 

Eye disorders      

  -Total 2 (11.8) 2 (11.8) 0 0 0 

  Dry eye 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Vision blurred 1 (5.9 ) 1 (5.9 ) 0 0 0 

Gastrointestinal disorders      

  -Total 8 (47.1) 2 (11.8) 6 (35.3) 0 0 

  Abdominal pain upper 2 (11.8) 0 2 (11.8) 0 0 

  Constipation 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Diarrhoea 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Nausea 2 (11.8) 0 2 (11.8) 0 0 

  Abdominal pain 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Anal incontinence 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Gingival bleeding 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Rectal haemorrhage 1 (5.9 ) 0 1 (5.9 ) 0 0 



  

  

3830 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

     

  -Total 8 (47.1) 2 (11.8) 4 (23.5) 2 (11.8) 0 

  Pyrexia 7 (41.2) 3 (17.6) 2 (11.8) 2 (11.8) 0 

  Fatigue 3 (17.6) 2 (11.8) 1 (5.9 ) 0 0 

  Catheter site haemorrhage 2 (11.8) 1 (5.9 ) 0 1 (5.9 ) 0 

  Oedema peripheral 2 (11.8) 2 (11.8) 0 0 0 

  Asthenia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Chills 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Pain 1 (5.9 ) 0 0 1 (5.9 ) 0 

Immune system disorders      

  -Total 11 (64.7) 3 (17.6) 4 (23.5) 2 (11.8) 2 (11.8) 

  Cytokine release syndrome 9 (52.9) 2 (11.8) 3 (17.6) 2 (11.8) 2 (11.8) 

  Allergy to immunoglobulin therapy 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Drug hypersensitivity 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Hypogammaglobulinaemia 1 (5.9 ) 0 1 (5.9 ) 0 0 

Infections and infestations      

  -Total 9 (52.9) 0 5 (29.4) 3 (17.6) 1 (5.9 ) 



  

  

3831 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspergillus infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Candida infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Cellulitis orbital 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Central nervous system infection 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Cerebral fungal infection 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Cystitis 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Device related infection 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Herpes zoster 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Nasopharyngitis 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Oral fungal infection 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Pseudomembranous colitis 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Respiratory syncytial virus infection 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Vascular device infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

Investigations      

  -Total 10 (58.8) 3 (17.6) 3 (17.6) 3 (17.6) 1 (5.9 ) 

  Blood creatinine increased 2 (11.8) 2 (11.8) 0 0 0 

  Immunoglobulins decreased 2 (11.8) 0 1 (5.9 ) 0 1 (5.9 ) 



  

  

3832 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased 2 (11.8) 0 1 (5.9 ) 1 (5.9 ) 0 

  Aspartate aminotransferase 
increased 

1 (5.9 ) 1 (5.9 ) 0 0 0 

  Blood alkaline phosphatase 
increased 

1 (5.9 ) 1 (5.9 ) 0 0 0 

  Blood fibrinogen decreased 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Blood fibrinogen increased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Blood urea increased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Clostridium test positive 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Fungal test positive 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Gamma-glutamyltransferase 
increased 

1 (5.9 ) 0 1 (5.9 ) 0 0 

  Monocyte count decreased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Neutrophil count decreased 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Prothrombin time prolonged 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Serum ferritin increased 1 (5.9 ) 1 (5.9 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 5 (29.4) 3 (17.6) 1 (5.9 ) 1 (5.9 ) 0 

  Hypokalaemia 3 (17.6) 3 (17.6) 0 0 0 



  

  

3833 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperphosphataemia 2 (11.8) 2 (11.8) 0 0 0 

  Dehydration 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Fluid retention 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Hypercalcaemia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Hypocalcaemia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Hypomagnesaemia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Hypophosphataemia 1 (5.9 ) 1 (5.9 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 5 (29.4) 2 (11.8) 2 (11.8) 1 (5.9 ) 0 

  Arthralgia 3 (17.6) 1 (5.9 ) 2 (11.8) 0 0 

  Bone pain 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Joint effusion 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Muscular weakness 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Myalgia 1 (5.9 ) 1 (5.9 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (11.8) 0 0 1 (5.9 ) 1 (5.9 ) 



  

  

3834 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.9 ) 0 0 0 1 (5.9 ) 

  Neoplasm progression 1 (5.9 ) 0 0 1 (5.9 ) 0 

Nervous system disorders      

  -Total 7 (41.2) 2 (11.8) 2 (11.8) 2 (11.8) 1 (5.9 ) 

  Somnolence 2 (11.8) 0 0 2 (11.8) 0 

  Dizziness 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Dyskinesia 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Encephalopathy 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Head discomfort 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Headache 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Hyperkinesia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Neuralgia 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Seizure 1 (5.9 ) 1 (5.9 ) 0 0 0 

Product issues      

  -Total 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Device occlusion 1 (5.9 ) 0 1 (5.9 ) 0 0 

Psychiatric disorders      



  

  

3835 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 4 (23.5) 2 (11.8) 2 (11.8) 0 0 

  Insomnia 2 (11.8) 0 2 (11.8) 0 0 

  Anxiety 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Disorientation 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Initial insomnia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Restlessness 1 (5.9 ) 0 1 (5.9 ) 0 0 

Renal and urinary disorders      

  -Total 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Chromaturia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Renal impairment 1 (5.9 ) 0 1 (5.9 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 5 (29.4) 1 (5.9 ) 3 (17.6) 1 (5.9 ) 0 

  Hypoxia 2 (11.8) 0 2 (11.8) 0 0 

  Tachypnoea 2 (11.8) 2 (11.8) 0 0 0 

  Dyspnoea 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Epistaxis 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Lung disorder 1 (5.9 ) 0 0 1 (5.9 ) 0 



  

  

3836 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pleural effusion 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Rhinorrhoea 1 (5.9 ) 1 (5.9 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 6 (35.3) 4 (23.5) 2 (11.8) 0 0 

  Erythema 2 (11.8) 2 (11.8) 0 0 0 

  Petechiae 2 (11.8) 2 (11.8) 0 0 0 

  Rash 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Acne 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Decubitus ulcer 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Dry skin 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Ingrowing nail 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Pruritus 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Urticaria 1 (5.9 ) 0 1 (5.9 ) 0 0 

Vascular disorders      

  -Total 4 (23.5) 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 

  Hypotension 2 (11.8) 2 (11.8) 0 0 0 

  Capillary leak syndrome 1 (5.9 ) 0 0 1 (5.9 ) 0 



  

  

3837 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pallor 1 (5.9 ) 0 1 (5.9 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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3838 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169a 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

22 (78.6) 4 (14.3) 6 (21.4) 7 (25.0) 5 (17.9) 

Blood and lymphatic system disorders      

  -Total 8 (28.6) 2 (7.1 ) 3 (10.7) 3 (10.7) 0 

  Anaemia 5 (17.9) 1 (3.6 ) 2 (7.1 ) 2 (7.1 ) 0 

  Febrile neutropenia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Leukocytosis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Lymphopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Neutropenia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Thrombocytopenia 1 (3.6 ) 0 1 (3.6 ) 0 0 

Cardiac disorders      

  -Total 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Sinus tachycardia 2 (7.1 ) 2 (7.1 ) 0 0 0 



  

  

3839 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus bradycardia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Tachycardia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Ear pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

Endocrine disorders      

  -Total 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Hypothyroidism 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (3.6 ) 1 (3.6 ) 0 0 0 

Eye disorders      

  -Total 4 (14.3) 3 (10.7) 1 (3.6 ) 0 0 

  Eye pain 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Blepharitis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Blindness unilateral 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Eye pruritus 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Ocular hyperaemia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Visual impairment 1 (3.6 ) 1 (3.6 ) 0 0 0 

Gastrointestinal disorders      



  

  

3840 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 9 (32.1) 5 (17.9) 4 (14.3) 0 0 

  Constipation 4 (14.3) 3 (10.7) 1 (3.6 ) 0 0 

  Vomiting 4 (14.3) 2 (7.1 ) 2 (7.1 ) 0 0 

  Abdominal pain 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 0 

  Abdominal distension 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Diarrhoea 2 (7.1 ) 0 2 (7.1 ) 0 0 

  Stomatitis 2 (7.1 ) 0 2 (7.1 ) 0 0 

  Abdominal pain lower 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Abdominal pain upper 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Dental caries 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Gastrointestinal motility disorder 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Gingival bleeding 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Nausea 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Oral pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Periodontal disease 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Proctalgia 1 (3.6 ) 0 1 (3.6 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 8 (28.6) 4 (14.3) 3 (10.7) 1 (3.6 ) 0 



  

  

3841 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 7 (25.0) 3 (10.7) 3 (10.7) 1 (3.6 ) 0 

  Axillary pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Chills 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Face oedema 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Facial pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Fatigue 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Gait disturbance 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Generalised oedema 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Localised oedema 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Malaise 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Non-cardiac chest pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

Immune system disorders      

  -Total 6 (21.4) 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 

  Hypogammaglobulinaemia 3 (10.7) 1 (3.6 ) 1 (3.6 ) 1 (3.6 ) 0 

  Allergy to immunoglobulin therapy 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Drug hypersensitivity 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

Infections and infestations      

  -Total 17 (60.7) 5 (17.9) 7 (25.0) 5 (17.9) 0 



  

  

3842 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Upper respiratory tract infection 5 (17.9) 2 (7.1 ) 3 (10.7) 0 0 

  Nasopharyngitis 4 (14.3) 3 (10.7) 1 (3.6 ) 0 0 

  Gastroenteritis 3 (10.7) 3 (10.7) 0 0 0 

  Rash pustular 3 (10.7) 3 (10.7) 0 0 0 

  Rhinitis 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Alternaria infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Aspergillus infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Bacterial infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Body tinea 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Bronchitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Candida infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Catheter site infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Cellulitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Conjunctivitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Conjunctivitis viral 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Device related infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Enterococcal infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Enterovirus infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Folliculitis 1 (3.6 ) 1 (3.6 ) 0 0 0 



  

  

3843 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastrointestinal infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Herpes zoster 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Impetigo 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Laryngitis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Meningitis aseptic 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Molluscum contagiosum 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Mucosal infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Oral herpes 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Otitis externa 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Otitis media 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Otitis media acute 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Parainfluenzae virus infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Paronychia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Periorbital cellulitis 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Pharyngitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pneumonia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Rhinovirus infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Sinusitis 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Skin infection 1 (3.6 ) 1 (3.6 ) 0 0 0 



  

  

3844 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tinea pedis 1 (3.6 ) 0 1 (3.6 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (14.3) 2 (7.1 ) 2 (7.1 ) 0 0 

  Contusion 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Fall 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Infusion related reaction 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Skin abrasion 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Splinter 1 (3.6 ) 1 (3.6 ) 0 0 0 

Investigations      

  -Total 10 (35.7) 1 (3.6 ) 3 (10.7) 2 (7.1 ) 4 (14.3) 

  Platelet count decreased 5 (17.9) 2 (7.1 ) 1 (3.6 ) 0 2 (7.1 ) 

  Alanine aminotransferase increased 3 (10.7) 0 1 (3.6 ) 1 (3.6 ) 1 (3.6 ) 

  Aspartate aminotransferase 
increased 

3 (10.7) 1 (3.6 ) 0 1 (3.6 ) 1 (3.6 ) 

  Neutrophil count decreased 3 (10.7) 0 0 1 (3.6 ) 2 (7.1 ) 

  White blood cell count decreased 3 (10.7) 1 (3.6 ) 0 1 (3.6 ) 1 (3.6 ) 

  Blood alkaline phosphatase 
increased 

1 (3.6 ) 1 (3.6 ) 0 0 0 



  

  

3845 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gamma-glutamyltransferase 
increased 

1 (3.6 ) 0 1 (3.6 ) 0 0 

  Weight decreased 1 (3.6 ) 0 1 (3.6 ) 0 0 

Metabolism and nutrition disorders      

  -Total 5 (17.9) 4 (14.3) 0 1 (3.6 ) 0 

  Decreased appetite 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Hyperglycaemia 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

  Hyperkalaemia 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Hyperuricaemia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Hypokalaemia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Hypomagnesaemia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Hypophosphataemia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 5 (17.9) 1 (3.6 ) 4 (14.3) 0 0 

  Arthralgia 4 (14.3) 0 4 (14.3) 0 0 

  Back pain 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Pain in extremity 2 (7.1 ) 0 2 (7.1 ) 0 0 

  Muscular weakness 1 (3.6 ) 1 (3.6 ) 0 0 0 



  

  

3846 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neck pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Osteopenia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (3.6 ) 0 0 0 1 (3.6 ) 

  B precursor type acute leukaemia 1 (3.6 ) 0 0 0 1 (3.6 ) 

Nervous system disorders      

  -Total 7 (25.0) 3 (10.7) 4 (14.3) 0 0 

  Headache 5 (17.9) 4 (14.3) 1 (3.6 ) 0 0 

  Dizziness 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Dysarthria 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Facial paralysis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hemiparesis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Intracranial pressure increased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Lethargy 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Neuropathy peripheral 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Subdural hygroma 1 (3.6 ) 0 1 (3.6 ) 0 0 

Psychiatric disorders      

  -Total 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 0 



  

  

3847 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Agitation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Anxiety 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Insomnia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Renal and urinary disorders      

  -Total 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

  Haematuria 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

  Proteinuria 1 (3.6 ) 0 1 (3.6 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Perineal pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Vulvovaginal pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 8 (28.6) 6 (21.4) 1 (3.6 ) 1 (3.6 ) 0 

  Cough 6 (21.4) 6 (21.4) 0 0 0 

  Epistaxis 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 0 

  Nasal congestion 3 (10.7) 3 (10.7) 0 0 0 

  Dyspnoea 1 (3.6 ) 0 1 (3.6 ) 0 0 



  

  

3848 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoxia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Nasal septum perforation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Oropharyngeal pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Productive cough 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Rhinalgia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Rhinorrhoea 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Rhonchi 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Sinus pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Tachypnoea 1 (3.6 ) 0 1 (3.6 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 8 (28.6) 7 (25.0) 1 (3.6 ) 0 0 

  Eczema 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Petechiae 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Pruritus 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Rash 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Alopecia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Dermatitis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Dermatitis bullous 1 (3.6 ) 1 (3.6 ) 0 0 0 



  

  

3849 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dry skin 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Skin ulcer 1 (3.6 ) 1 (3.6 ) 0 0 0 

Vascular disorders      

  -Total 4 (14.3) 2 (7.1 ) 2 (7.1 ) 0 0 

  Pallor 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Embolism 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Flushing 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Hypertension 1 (3.6 ) 0 1 (3.6 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:22                                        Final 

 
  



  

  

3850 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169a 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

12 (66.7) 3 (16.7) 1 (5.6 ) 6 (33.3) 2 (11.1) 

Blood and lymphatic system disorders      

  -Total 2 (11.1) 0 0 2 (11.1) 0 

  Anaemia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Thrombocytopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Cardiac disorders      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Tachycardia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Eye disorders      

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Astigmatism 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Conjunctivitis allergic 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

3851 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypermetropia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 6 (33.3) 4 (22.2) 2 (11.1) 0 0 

  Nausea 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Abdominal pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Constipation 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Diarrhoea 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vomiting 1 (5.6 ) 1 (5.6 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 5 (27.8) 2 (11.1) 3 (16.7) 0 0 

  Pyrexia 4 (22.2) 1 (5.6 ) 3 (16.7) 0 0 

  Chills 1 (5.6 ) 1 (5.6 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hepatotoxicity 1 (5.6 ) 0 1 (5.6 ) 0 0 

Immune system disorders      

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypogammaglobulinaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

3852 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

  -Total 11 (61.1) 4 (22.2) 2 (11.1) 4 (22.2) 1 (5.6 ) 

  Nasopharyngitis 4 (22.2) 4 (22.2) 0 0 0 

  Rhinitis 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Herpes zoster 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Atypical pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Device related infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Enterovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Otitis externa 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Otitis media 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Tooth infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Viral upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Ligament sprain 1 (5.6 ) 0 1 (5.6 ) 0 0 

Investigations      



  

  

3853 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 6 (33.3) 2 (11.1) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 

  White blood cell count decreased 3 (16.7) 1 (5.6 ) 0 1 (5.6 ) 1 (5.6 ) 

  Lymphocyte count decreased 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Neutrophil count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Platelet count decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Activated partial thromboplastin time 
prolonged 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Alanine aminotransferase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Aspartate aminotransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Cytomegalovirus test positive 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Immunoglobulins decreased 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Lymph node palpable 1 (5.6 ) 0 1 (5.6 ) 0 0 

Metabolism and nutrition disorders      

  -Total 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Dehydration 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypercalcaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyperuricaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

3854 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypomagnesaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lactic acidosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Arthralgia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Back pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Bone pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Neck pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pain in extremity 1 (5.6 ) 1 (5.6 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 0 0 1 (5.6 ) 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Ovarian failure 1 (5.6 ) 0 0 1 (5.6 ) 0 



  

  

3855 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 5 (27.8) 1 (5.6 ) 3 (16.7) 1 (5.6 ) 0 

  Cough 2 (11.1) 0 2 (11.1) 0 0 

  Epistaxis 2 (11.1) 2 (11.1) 0 0 0 

  Oropharyngeal pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Dyspnoea 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Nasal congestion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pharyngeal erythema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pulmonary granuloma 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Stridor 1 (5.6 ) 0 1 (5.6 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Dry skin 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Ingrowing nail 1 (5.6 ) 0 1 (5.6 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 



  

  

3856 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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3857 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169a 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

14 (100) 2 (14.3) 5 (35.7) 6 (42.9) 1 (7.1 ) 

Blood and lymphatic system disorders      

  -Total 3 (21.4) 0 1 (7.1 ) 2 (14.3) 0 

  Thrombocytopenia 2 (14.3) 0 1 (7.1 ) 1 (7.1 ) 0 

  B-cell aplasia 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Neutropenia 1 (7.1 ) 0 1 (7.1 ) 0 0 

Eye disorders      

  -Total 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Lacrimation increased 1 (7.1 ) 1 (7.1 ) 0 0 0 

Gastrointestinal disorders      

  -Total 2 (14.3) 0 2 (14.3) 0 0 

  Abdominal pain 1 (7.1 ) 0 1 (7.1 ) 0 0 



  

  

3858 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Constipation 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Diarrhoea 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Nausea 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Toothache 1 (7.1 ) 1 (7.1 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 5 (35.7) 2 (14.3) 3 (21.4) 0 0 

  Pyrexia 3 (21.4) 0 3 (21.4) 0 0 

  Catheter site erythema 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Chills 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Gait disturbance 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Oedema peripheral 1 (7.1 ) 0 1 (7.1 ) 0 0 

Immune system disorders      

  -Total 2 (14.3) 1 (7.1 ) 1 (7.1 ) 0 0 

  Cytokine release syndrome 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Hypogammaglobulinaemia 1 (7.1 ) 1 (7.1 ) 0 0 0 

Infections and infestations      

  -Total 7 (50.0) 0 3 (21.4) 4 (28.6) 0 

  Bronchitis 1 (7.1 ) 1 (7.1 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Central nervous system infection 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Escherichia urinary tract infection 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Herpes zoster 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Influenza 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Oral herpes 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Pneumonia haemophilus 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Respiratory syncytial virus infection 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Septic shock 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Sinusitis 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Tonsillitis 1 (7.1 ) 0 0 1 (7.1 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Procedural pain 1 (7.1 ) 0 1 (7.1 ) 0 0 

Investigations      

  -Total 4 (28.6) 2 (14.3) 1 (7.1 ) 1 (7.1 ) 0 

  Alanine aminotransferase increased 2 (14.3) 2 (14.3) 0 0 0 

  Aspartate aminotransferase 
increased 

2 (14.3) 2 (14.3) 0 0 0 



  

  

3860 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Chlamydia test positive 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Neutrophil count decreased 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Platelet count decreased 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Vitamin d decreased 1 (7.1 ) 1 (7.1 ) 0 0 0 

  White blood cell count decreased 1 (7.1 ) 0 0 1 (7.1 ) 0 

Metabolism and nutrition disorders      

  -Total 3 (21.4) 0 3 (21.4) 0 0 

  Hypomagnesaemia 2 (14.3) 1 (7.1 ) 1 (7.1 ) 0 0 

  Hyperferritinaemia 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Hypoalbuminaemia 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Hypocalcaemia 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Hypokalaemia 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Hypophosphataemia 1 (7.1 ) 0 1 (7.1 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 4 (28.6) 2 (14.3) 2 (14.3) 0 0 

  Back pain 2 (14.3) 2 (14.3) 0 0 0 

  Arthralgia 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Osteoporosis 1 (7.1 ) 0 1 (7.1 ) 0 0 



  

  

3861 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain in extremity 1 (7.1 ) 0 1 (7.1 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (7.1 ) 0 0 0 1 (7.1 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (7.1 ) 0 0 0 1 (7.1 ) 

Nervous system disorders      

  -Total 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Neuralgia 1 (7.1 ) 0 1 (7.1 ) 0 0 

Psychiatric disorders      

  -Total 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Confusional state 1 (7.1 ) 1 (7.1 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 2 (14.3) 2 (14.3) 0 0 0 

  Metrorrhagia 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Vulvovaginal dryness 1 (7.1 ) 1 (7.1 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (14.3) 2 (14.3) 0 0 0 



  

  

3862 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cough 2 (14.3) 2 (14.3) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 4 (28.6) 2 (14.3) 2 (14.3) 0 0 

  Eczema 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Erythema 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Hangnail 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Ingrowing nail 1 (7.1 ) 0 1 (7.1 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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3863 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169a 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Age: <10 years 

 
All patients 

N=9 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (33.3) 1 (11.1) 0 2 (22.2) 0 

Eye disorders      

  -Total 1 (11.1) 0 0 1 (11.1) 0 

  Keratitis 1 (11.1) 0 0 1 (11.1) 0 

Infections and infestations      

  -Total 1 (11.1) 1 (11.1) 0 0 0 

  Rhinitis 1 (11.1) 1 (11.1) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (11.1) 0 0 1 (11.1) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (11.1) 0 0 1 (11.1) 0 



  

  

3864 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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3865 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169a 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (28.6) 1 (14.3) 1 (14.3) 0 0 

Infections and infestations      

  -Total 1 (14.3) 0 1 (14.3) 0 0 

  Infection 1 (14.3) 0 1 (14.3) 0 0 

Investigations      

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Lymphocyte count decreased 1 (14.3) 1 (14.3) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 



  

  

3866 
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3867 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169a 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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3868 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169a 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

34 (100) 3 (8.8 ) 3 (8.8 ) 9 (26.5) 19 (55.9) 

Blood and lymphatic system disorders      

  -Total 18 (52.9) 2 (5.9 ) 4 (11.8) 8 (23.5) 4 (11.8) 

  Anaemia 10 (29.4) 2 (5.9 ) 2 (5.9 ) 6 (17.6) 0 

  Neutropenia 7 (20.6) 1 (2.9 ) 0 2 (5.9 ) 4 (11.8) 

  Febrile neutropenia 3 (8.8 ) 1 (2.9 ) 0 2 (5.9 ) 0 

  Disseminated intravascular 
coagulation 

2 (5.9 ) 0 2 (5.9 ) 0 0 

  Leukocytosis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Lymphopenia 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Thrombocytopenia 1 (2.9 ) 0 1 (2.9 ) 0 0 



  

  

3869 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Cardiac disorders      

  -Total 7 (20.6) 4 (11.8) 2 (5.9 ) 1 (2.9 ) 0 

  Sinus tachycardia 4 (11.8) 4 (11.8) 0 0 0 

  Tachycardia 4 (11.8) 3 (8.8 ) 1 (2.9 ) 0 0 

  Sinus bradycardia 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Cardiac hypertrophy 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Left ventricular dysfunction 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Pericardial effusion 1 (2.9 ) 0 1 (2.9 ) 0 0 

Ear and labyrinth disorders      

  -Total 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Ear pain 1 (2.9 ) 1 (2.9 ) 0 0 0 

Endocrine disorders      

  -Total 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Hypothyroidism 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (2.9 ) 1 (2.9 ) 0 0 0 

  Precocious puberty 1 (2.9 ) 1 (2.9 ) 0 0 0 

Eye disorders      



  

  

3870 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 6 (17.6) 2 (5.9 ) 3 (8.8 ) 1 (2.9 ) 0 

  Eye pain 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Blepharitis 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Blepharospasm 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Blindness unilateral 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Diplopia 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Dry eye 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Eye pruritus 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Keratitis 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Ocular hyperaemia 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Ocular hypertension 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Visual impairment 1 (2.9 ) 1 (2.9 ) 0 0 0 

Gastrointestinal disorders      

  -Total 20 (58.8) 8 (23.5) 9 (26.5) 3 (8.8 ) 0 

  Diarrhoea 10 (29.4) 7 (20.6) 2 (5.9 ) 1 (2.9 ) 0 

  Vomiting 8 (23.5) 4 (11.8) 4 (11.8) 0 0 

  Abdominal pain 5 (14.7) 2 (5.9 ) 3 (8.8 ) 0 0 

  Nausea 5 (14.7) 0 5 (14.7) 0 0 



  

  

3871 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Constipation 4 (11.8) 3 (8.8 ) 1 (2.9 ) 0 0 

  Abdominal distension 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

  Stomatitis 3 (8.8 ) 0 3 (8.8 ) 0 0 

  Paraesthesia oral 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Proctalgia 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Abdominal pain lower 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Abdominal pain upper 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Anal fissure 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Anal fistula 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Anal haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Dental caries 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Gastrointestinal motility disorder 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Gingival bleeding 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Hypoaesthesia oral 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Lip dry 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Lip haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Oral pain 1 (2.9 ) 0 1 (2.9 ) 0 0 



  

  

3872 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Periodontal disease 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Rectal ulcer 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Upper gastrointestinal haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 21 (61.8) 10 (29.4) 6 (17.6) 4 (11.8) 1 (2.9 ) 

  Pyrexia 18 (52.9) 9 (26.5) 7 (20.6) 2 (5.9 ) 0 

  Face oedema 5 (14.7) 5 (14.7) 0 0 0 

  Fatigue 3 (8.8 ) 1 (2.9 ) 2 (5.9 ) 0 0 

  Catheter site pain 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Localised oedema 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Non-cardiac chest pain 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Pain 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Axillary pain 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Chills 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Drug withdrawal syndrome 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Facial pain 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Gait disturbance 1 (2.9 ) 1 (2.9 ) 0 0 0 



  

  

3873 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Generalised oedema 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Malaise 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Mucosal inflammation 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Multiple organ dysfunction syndrome 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Oedema peripheral 1 (2.9 ) 1 (2.9 ) 0 0 0 

Hepatobiliary disorders      

  -Total 4 (11.8) 1 (2.9 ) 1 (2.9 ) 1 (2.9 ) 1 (2.9 ) 

  Cholestasis 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Gallbladder oedema 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Hepatic failure 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Hepatosplenomegaly 1 (2.9 ) 0 0 0 1 (2.9 ) 

Immune system disorders      

  -Total 29 (85.3) 4 (11.8) 11 (32.4) 6 (17.6) 8 (23.5) 

  Cytokine release syndrome 25 (73.5) 7 (20.6) 6 (17.6) 4 (11.8) 8 (23.5) 

  Hypogammaglobulinaemia 15 (44.1) 4 (11.8) 9 (26.5) 2 (5.9 ) 0 

  Allergy to immunoglobulin therapy 3 (8.8 ) 1 (2.9 ) 2 (5.9 ) 0 0 

  Drug hypersensitivity 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Atopy 1 (2.9 ) 1 (2.9 ) 0 0 0 



  

  

3874 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

  -Total 22 (64.7) 4 (11.8) 10 (29.4) 7 (20.6) 1 (2.9 ) 

  Upper respiratory tract infection 6 (17.6) 2 (5.9 ) 4 (11.8) 0 0 

  Nasopharyngitis 4 (11.8) 3 (8.8 ) 1 (2.9 ) 0 0 

  Gastroenteritis 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Rash pustular 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Candida infection 2 (5.9 ) 1 (2.9 ) 0 1 (2.9 ) 0 

  Cellulitis 2 (5.9 ) 0 2 (5.9 ) 0 0 

  Device related infection 2 (5.9 ) 0 1 (2.9 ) 1 (2.9 ) 0 

  Pneumonia 2 (5.9 ) 0 0 2 (5.9 ) 0 

  Rhinitis 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Sinusitis 2 (5.9 ) 0 0 2 (5.9 ) 0 

  Alternaria infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Aspergillus infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Bacterial infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Body tinea 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Bronchitis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Bronchopulmonary aspergillosis 1 (2.9 ) 0 1 (2.9 ) 0 0 



  

  

3875 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Catheter site infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Conjunctivitis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Conjunctivitis viral 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Enterococcal infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Enterovirus infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Folliculitis 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Gastrointestinal infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Helminthic infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Herpes zoster 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Impetigo 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Influenza 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Laryngitis 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Meningitis aseptic 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Molluscum contagiosum 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Mucosal infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Nail infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Oral herpes 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Otitis externa 1 (2.9 ) 1 (2.9 ) 0 0 0 



  

  

3876 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Otitis media 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Otitis media acute 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Parainfluenzae virus infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Paronychia 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Parotitis 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Periorbital cellulitis 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Pharyngitis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Pneumonia viral 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Respiratory tract infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Rhinovirus infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Sepsis 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Skin infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Tinea pedis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Urinary tract infection viral 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Vascular device infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Viral upper respiratory tract infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

Injury, poisoning and procedural 
complications 

     



  

  

3877 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 8 (23.5) 3 (8.8 ) 5 (14.7) 0 0 

  Contusion 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Allergic transfusion reaction 2 (5.9 ) 0 2 (5.9 ) 0 0 

  Fall 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Infusion related reaction 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Post procedural haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Skin abrasion 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Splinter 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Stoma site erythema 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Stoma site haemorrhage 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Subcutaneous haematoma 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Transfusion reaction 1 (2.9 ) 1 (2.9 ) 0 0 0 

Investigations      

  -Total 21 (61.8) 2 (5.9 ) 1 (2.9 ) 6 (17.6) 12 (35.3) 

  White blood cell count decreased 10 (29.4) 0 2 (5.9 ) 3 (8.8 ) 5 (14.7) 

  Neutrophil count decreased 7 (20.6) 1 (2.9 ) 0 1 (2.9 ) 5 (14.7) 

  Platelet count decreased 6 (17.6) 1 (2.9 ) 1 (2.9 ) 0 4 (11.8) 



  

  

3878 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspartate aminotransferase 
increased 

5 (14.7) 1 (2.9 ) 1 (2.9 ) 2 (5.9 ) 1 (2.9 ) 

  Alanine aminotransferase increased 4 (11.8) 0 1 (2.9 ) 2 (5.9 ) 1 (2.9 ) 

  Blood fibrinogen decreased 4 (11.8) 0 1 (2.9 ) 3 (8.8 ) 0 

  Blood bilirubin increased 2 (5.9 ) 0 0 1 (2.9 ) 1 (2.9 ) 

  Lymphocyte count decreased 2 (5.9 ) 0 0 2 (5.9 ) 0 

  Prothrombin time prolonged 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (2.9 ) 1 (2.9 ) 0 0 0 

  Ammonia increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Blood alkaline phosphatase 
increased 

1 (2.9 ) 1 (2.9 ) 0 0 0 

  Blood creatine phosphokinase 
increased 

1 (2.9 ) 0 0 0 1 (2.9 ) 

  Blood creatinine increased 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Blood magnesium increased 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Blood urea decreased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Blood urine present 1 (2.9 ) 0 1 (2.9 ) 0 0 

  C-reactive protein increased 1 (2.9 ) 1 (2.9 ) 0 0 0 



  

  

3879 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Chest x-ray abnormal 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Gamma-glutamyltransferase 
increased 

1 (2.9 ) 0 1 (2.9 ) 0 0 

  Haemoglobin decreased 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Heart sounds abnormal 1 (2.9 ) 1 (2.9 ) 0 0 0 

  International normalised ratio 
increased 

1 (2.9 ) 1 (2.9 ) 0 0 0 

  Lipase increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Serum ferritin increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Weight decreased 1 (2.9 ) 0 1 (2.9 ) 0 0 

Metabolism and nutrition disorders      

  -Total 19 (55.9) 7 (20.6) 2 (5.9 ) 8 (23.5) 2 (5.9 ) 

  Hypokalaemia 11 (32.4) 3 (8.8 ) 1 (2.9 ) 7 (20.6) 0 

  Hypophosphataemia 7 (20.6) 4 (11.8) 1 (2.9 ) 2 (5.9 ) 0 

  Decreased appetite 5 (14.7) 4 (11.8) 1 (2.9 ) 0 0 

  Hypoalbuminaemia 4 (11.8) 1 (2.9 ) 3 (8.8 ) 0 0 

  Hypocalcaemia 4 (11.8) 0 0 2 (5.9 ) 2 (5.9 ) 

  Hypomagnesaemia 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Hyperglycaemia 2 (5.9 ) 1 (2.9 ) 0 1 (2.9 ) 0 



  

  

3880 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperkalaemia 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Hyperuricaemia 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Dehydration 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Fluid overload 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Hypernatraemia 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Hyponatraemia 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Tumour lysis syndrome 1 (2.9 ) 0 0 0 1 (2.9 ) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 9 (26.5) 3 (8.8 ) 5 (14.7) 1 (2.9 ) 0 

  Pain in extremity 5 (14.7) 2 (5.9 ) 3 (8.8 ) 0 0 

  Arthralgia 4 (11.8) 0 4 (11.8) 0 0 

  Myalgia 4 (11.8) 4 (11.8) 0 0 0 

  Back pain 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Muscular weakness 2 (5.9 ) 0 1 (2.9 ) 1 (2.9 ) 0 

  Bone pain 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Neck pain 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Osteopenia 1 (2.9 ) 1 (2.9 ) 0 0 0 



  

  

3881 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 3 (8.8 ) 0 0 1 (2.9 ) 2 (5.9 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (2.9 ) 0 0 1 (2.9 ) 0 

  B precursor type acute leukaemia 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Leukaemia 1 (2.9 ) 0 0 0 1 (2.9 ) 

Nervous system disorders      

  -Total 15 (44.1) 6 (17.6) 6 (17.6) 3 (8.8 ) 0 

  Headache 10 (29.4) 8 (23.5) 2 (5.9 ) 0 0 

  Seizure 3 (8.8 ) 0 1 (2.9 ) 2 (5.9 ) 0 

  Tremor 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Lethargy 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Depressed level of consciousness 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Dizziness 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Dysarthria 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Dysgeusia 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Encephalopathy 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Facial paralysis 1 (2.9 ) 0 1 (2.9 ) 0 0 



  

  

3882 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hemiparesis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Intracranial pressure increased 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Nervous system disorder 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Neuropathy peripheral 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Subdural hygroma 1 (2.9 ) 0 1 (2.9 ) 0 0 

Psychiatric disorders      

  -Total 10 (29.4) 5 (14.7) 4 (11.8) 1 (2.9 ) 0 

  Agitation 3 (8.8 ) 0 2 (5.9 ) 1 (2.9 ) 0 

  Anxiety 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

  Insomnia 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

  Confusional state 2 (5.9 ) 0 1 (2.9 ) 1 (2.9 ) 0 

  Irritability 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Delirium 1 (2.9 ) 0 1 (2.9 ) 0 0 

Renal and urinary disorders      

  -Total 9 (26.5) 3 (8.8 ) 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 

  Haematuria 4 (11.8) 3 (8.8 ) 0 1 (2.9 ) 0 

  Acute kidney injury 3 (8.8 ) 0 1 (2.9 ) 1 (2.9 ) 1 (2.9 ) 

  Proteinuria 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 



  

  

3883 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dysuria 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Polyuria 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Urinary incontinence 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Urinary tract disorder 1 (2.9 ) 0 1 (2.9 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Perineal pain 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Scrotal oedema 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Vulvovaginal pain 1 (2.9 ) 0 1 (2.9 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 15 (44.1) 7 (20.6) 3 (8.8 ) 4 (11.8) 1 (2.9 ) 

  Cough 10 (29.4) 8 (23.5) 2 (5.9 ) 0 0 

  Epistaxis 5 (14.7) 3 (8.8 ) 2 (5.9 ) 0 0 

  Hypoxia 5 (14.7) 1 (2.9 ) 0 3 (8.8 ) 1 (2.9 ) 

  Nasal congestion 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Oropharyngeal pain 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

  Rhinorrhoea 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 



  

  

3884 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Apnoea 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Dyspnoea 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Nasal septum perforation 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Pleural effusion 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Productive cough 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Rhinalgia 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Rhonchi 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Sinus pain 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Tachypnoea 1 (2.9 ) 0 1 (2.9 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 17 (50.0) 14 (41.2) 2 (5.9 ) 1 (2.9 ) 0 

  Rash 6 (17.6) 4 (11.8) 1 (2.9 ) 1 (2.9 ) 0 

  Pruritus 5 (14.7) 5 (14.7) 0 0 0 

  Dry skin 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Erythema 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 0 0 

  Eczema 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Papule 2 (5.9 ) 2 (5.9 ) 0 0 0 



  

  

3885 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Petechiae 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Alopecia 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Dermatitis 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Dermatitis bullous 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Hangnail 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Skin exfoliation 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Skin lesion 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Skin ulcer 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Urticaria 1 (2.9 ) 1 (2.9 ) 0 0 0 

Vascular disorders      

  -Total 11 (32.4) 6 (17.6) 4 (11.8) 1 (2.9 ) 0 

  Hypertension 5 (14.7) 3 (8.8 ) 2 (5.9 ) 0 0 

  Hypotension 3 (8.8 ) 2 (5.9 ) 0 1 (2.9 ) 0 

  Pallor 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Embolism 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Flushing 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Lymphoedema 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Venous thrombosis limb 1 (2.9 ) 0 1 (2.9 ) 0 0 



  

  

3886 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:22                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169a 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

18 (100) 0 1 (5.6 ) 8 (44.4) 9 (50.0) 

Blood and lymphatic system disorders      

  -Total 10 (55.6) 0 1 (5.6 ) 7 (38.9) 2 (11.1) 

  Anaemia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Febrile neutropenia 2 (11.1) 0 0 2 (11.1) 0 

  Neutropenia 2 (11.1) 0 0 0 2 (11.1) 

  Thrombocytopenia 2 (11.1) 0 0 2 (11.1) 0 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Coagulation factor deficiency 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Leukopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pancytopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Cardiac disorders      



  

  

3888 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Tachycardia 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Bradycardia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Cardiac discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sinus bradycardia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Talipes 1 (5.6 ) 1 (5.6 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Vertigo 1 (5.6 ) 0 0 1 (5.6 ) 0 

Eye disorders      

  -Total 4 (22.2) 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 

  Amaurosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Astigmatism 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Conjunctival haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Conjunctivitis allergic 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypermetropia 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

3889 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Optic atrophy 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vitreous opacities 1 (5.6 ) 1 (5.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 13 (72.2) 7 (38.9) 4 (22.2) 2 (11.1) 0 

  Nausea 8 (44.4) 3 (16.7) 4 (22.2) 1 (5.6 ) 0 

  Vomiting 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Diarrhoea 4 (22.2) 3 (16.7) 0 1 (5.6 ) 0 

  Abdominal pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Abdominal pain upper 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Constipation 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyspepsia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gastrointestinal pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gingival swelling 1 (5.6 ) 0 1 (5.6 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 13 (72.2) 6 (33.3) 5 (27.8) 2 (11.1) 0 

  Pyrexia 6 (33.3) 2 (11.1) 3 (16.7) 1 (5.6 ) 0 

  Pain 2 (11.1) 0 2 (11.1) 0 0 

  Asthenia 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

3890 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Catheter site erythema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Catheter site pruritus 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Chills 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Face oedema 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Fatigue 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Localised oedema 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Oedema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Oedema peripheral 1 (5.6 ) 1 (5.6 ) 0 0 0 

Hepatobiliary disorders      

  -Total 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Hepatic steatosis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hepatocellular injury 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Hepatotoxicity 1 (5.6 ) 0 1 (5.6 ) 0 0 

Immune system disorders      

  -Total 13 (72.2) 2 (11.1) 5 (27.8) 3 (16.7) 3 (16.7) 

  Cytokine release syndrome 12 (66.7) 3 (16.7) 3 (16.7) 3 (16.7) 3 (16.7) 

  Hypogammaglobulinaemia 4 (22.2) 1 (5.6 ) 3 (16.7) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 



  

  

3891 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

  -Total 12 (66.7) 2 (11.1) 4 (22.2) 5 (27.8) 1 (5.6 ) 

  Nasopharyngitis 4 (22.2) 4 (22.2) 0 0 0 

  Rhinitis 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Herpes zoster 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Sepsis 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Atypical pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Bacterial infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Device related infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Enterovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Eye infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Otitis externa 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Otitis media 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Paronychia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Systemic infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Tooth infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

3892 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Viral upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vulvitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (16.7) 0 2 (11.1) 1 (5.6 ) 0 

  Femoral neck fracture 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Ligament sprain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Periorbital haematoma 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Procedural pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Thermal burn 1 (5.6 ) 0 1 (5.6 ) 0 0 

Investigations      

  -Total 8 (44.4) 0 3 (16.7) 2 (11.1) 3 (16.7) 

  Immunoglobulins decreased 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Lymphocyte count decreased 3 (16.7) 1 (5.6 ) 0 2 (11.1) 0 

  Neutrophil count decreased 3 (16.7) 0 0 0 3 (16.7) 

  White blood cell count decreased 3 (16.7) 1 (5.6 ) 0 0 2 (11.1) 

  Platelet count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Activated partial thromboplastin time 
prolonged 

1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

3893 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alanine aminotransferase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Antithrombin iii decreased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Aspartate aminotransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood bilirubin increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood chloride increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood potassium decreased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood uric acid increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  C-reactive protein increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Cytomegalovirus test positive 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lymph node palpable 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Protein total decreased 1 (5.6 ) 0 1 (5.6 ) 0 0 

Metabolism and nutrition disorders      

  -Total 8 (44.4) 3 (16.7) 3 (16.7) 2 (11.1) 0 

  Decreased appetite 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Hypoalbuminaemia 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 



  

  

3894 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperglycaemia 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Hyperuricaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hypocalcaemia 2 (11.1) 0 2 (11.1) 0 0 

  Dehydration 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypercalcaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyperkalaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypokalaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypomagnesaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyponatraemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypophosphataemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lactic acidosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Vitamin d deficiency 1 (5.6 ) 1 (5.6 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 7 (38.9) 3 (16.7) 2 (11.1) 2 (11.1) 0 

  Arthralgia 2 (11.1) 0 0 2 (11.1) 0 

  Back pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Bone pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Joint stiffness 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

3895 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Myalgia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Neck pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Osteonecrosis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Osteopenia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pain in extremity 1 (5.6 ) 1 (5.6 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 0 0 1 (5.6 ) 0 

Nervous system disorders      

  -Total 9 (50.0) 1 (5.6 ) 7 (38.9) 1 (5.6 ) 0 

  Headache 5 (27.8) 0 4 (22.2) 1 (5.6 ) 0 

  Intention tremor 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Seizure 2 (11.1) 0 2 (11.1) 0 0 

  Cerebral atrophy 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Neurological decompensation 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Tremor 1 (5.6 ) 0 1 (5.6 ) 0 0 

Psychiatric disorders      



  

  

3896 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Delirium 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Disorientation 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hallucination 1 (5.6 ) 0 1 (5.6 ) 0 0 

Renal and urinary disorders      

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Dysuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Polyuria 1 (5.6 ) 0 1 (5.6 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Ovarian failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 6 (33.3) 2 (11.1) 3 (16.7) 1 (5.6 ) 0 

  Oropharyngeal pain 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Cough 2 (11.1) 0 2 (11.1) 0 0 

  Epistaxis 2 (11.1) 2 (11.1) 0 0 0 

  Dyspnoea 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

3897 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoxia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Increased upper airway secretion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Nasal congestion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pharyngeal erythema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pulmonary granuloma 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Stridor 1 (5.6 ) 0 1 (5.6 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 6 (33.3) 3 (16.7) 3 (16.7) 0 0 

  Petechiae 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Pruritus 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Rash 2 (11.1) 2 (11.1) 0 0 0 

  Dermatitis acneiform 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dry skin 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Ingrowing nail 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Skin discolouration 1 (5.6 ) 1 (5.6 ) 0 0 0 

Vascular disorders      

  -Total 6 (33.3) 1 (5.6 ) 0 5 (27.8) 0 

  Hypertension 3 (16.7) 0 0 3 (16.7) 0 



  

  

3898 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hot flush 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypotension 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Jugular vein thrombosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Vascular occlusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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3899 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169a 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

17 (100) 0 3 (17.6) 9 (52.9) 5 (29.4) 

Blood and lymphatic system disorders      

  -Total 10 (58.8) 3 (17.6) 3 (17.6) 3 (17.6) 1 (5.9 ) 

  Thrombocytopenia 3 (17.6) 0 1 (5.9 ) 1 (5.9 ) 1 (5.9 ) 

  Anaemia 2 (11.8) 2 (11.8) 0 0 0 

  B-cell aplasia 2 (11.8) 0 1 (5.9 ) 1 (5.9 ) 0 

  Bone marrow failure 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Disseminated intravascular 
coagulation 

1 (5.9 ) 0 0 1 (5.9 ) 0 

  Febrile neutropenia 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Neutropenia 1 (5.9 ) 0 1 (5.9 ) 0 0 



  

  

3900 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Splenomegaly 1 (5.9 ) 1 (5.9 ) 0 0 0 

Cardiac disorders      

  -Total 3 (17.6) 2 (11.8) 0 1 (5.9 ) 0 

  Tachycardia 2 (11.8) 2 (11.8) 0 0 0 

  Left ventricular dysfunction 1 (5.9 ) 0 0 1 (5.9 ) 0 

Eye disorders      

  -Total 2 (11.8) 2 (11.8) 0 0 0 

  Dry eye 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Lacrimation increased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Vision blurred 1 (5.9 ) 1 (5.9 ) 0 0 0 

Gastrointestinal disorders      

  -Total 9 (52.9) 2 (11.8) 7 (41.2) 0 0 

  Diarrhoea 3 (17.6) 1 (5.9 ) 2 (11.8) 0 0 

  Nausea 3 (17.6) 1 (5.9 ) 2 (11.8) 0 0 

  Abdominal pain 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Abdominal pain upper 2 (11.8) 0 2 (11.8) 0 0 

  Constipation 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Anal incontinence 1 (5.9 ) 1 (5.9 ) 0 0 0 



  

  

3901 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gingival bleeding 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Rectal haemorrhage 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Toothache 1 (5.9 ) 1 (5.9 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 11 (64.7) 3 (17.6) 6 (35.3) 2 (11.8) 0 

  Pyrexia 9 (52.9) 3 (17.6) 4 (23.5) 2 (11.8) 0 

  Fatigue 3 (17.6) 2 (11.8) 1 (5.9 ) 0 0 

  Oedema peripheral 3 (17.6) 2 (11.8) 1 (5.9 ) 0 0 

  Catheter site haemorrhage 2 (11.8) 1 (5.9 ) 0 1 (5.9 ) 0 

  Chills 2 (11.8) 0 2 (11.8) 0 0 

  Asthenia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Catheter site erythema 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Gait disturbance 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Pain 1 (5.9 ) 0 0 1 (5.9 ) 0 

Immune system disorders      

  -Total 12 (70.6) 3 (17.6) 5 (29.4) 2 (11.8) 2 (11.8) 

  Cytokine release syndrome 10 (58.8) 2 (11.8) 4 (23.5) 2 (11.8) 2 (11.8) 



  

  

3902 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypogammaglobulinaemia 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Allergy to immunoglobulin therapy 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Drug hypersensitivity 1 (5.9 ) 0 1 (5.9 ) 0 0 

Infections and infestations      

  -Total 11 (64.7) 0 4 (23.5) 6 (35.3) 1 (5.9 ) 

  Herpes zoster 2 (11.8) 0 2 (11.8) 0 0 

  Respiratory syncytial virus infection 2 (11.8) 0 1 (5.9 ) 1 (5.9 ) 0 

  Aspergillus infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Bronchitis 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Candida infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Cellulitis orbital 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Central nervous system infection 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Cerebral fungal infection 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Cystitis 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Device related infection 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Escherichia urinary tract infection 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Influenza 1 (5.9 ) 0 0 1 (5.9 ) 0 



  

  

3903 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nasopharyngitis 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Oral fungal infection 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Oral herpes 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Pneumonia haemophilus 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Pseudomembranous colitis 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Septic shock 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Sinusitis 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Tonsillitis 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Vascular device infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Procedural pain 1 (5.9 ) 0 1 (5.9 ) 0 0 

Investigations      

  -Total 10 (58.8) 2 (11.8) 4 (23.5) 3 (17.6) 1 (5.9 ) 

  Alanine aminotransferase increased 2 (11.8) 2 (11.8) 0 0 0 

  Aspartate aminotransferase 
increased 

2 (11.8) 2 (11.8) 0 0 0 

  Blood creatinine increased 2 (11.8) 2 (11.8) 0 0 0 



  

  

3904 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Immunoglobulins decreased 2 (11.8) 0 1 (5.9 ) 0 1 (5.9 ) 

  Platelet count decreased 2 (11.8) 0 1 (5.9 ) 1 (5.9 ) 0 

  Blood alkaline phosphatase 
increased 

1 (5.9 ) 1 (5.9 ) 0 0 0 

  Blood fibrinogen decreased 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Blood fibrinogen increased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Blood urea increased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Chlamydia test positive 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Clostridium test positive 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Fungal test positive 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Gamma-glutamyltransferase 
increased 

1 (5.9 ) 0 1 (5.9 ) 0 0 

  Monocyte count decreased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Neutrophil count decreased 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Prothrombin time prolonged 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Serum ferritin increased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Vitamin d decreased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  White blood cell count decreased 1 (5.9 ) 0 0 1 (5.9 ) 0 

Metabolism and nutrition disorders      



  

  

3905 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 7 (41.2) 2 (11.8) 4 (23.5) 1 (5.9 ) 0 

  Hypokalaemia 3 (17.6) 3 (17.6) 0 0 0 

  Hypomagnesaemia 3 (17.6) 2 (11.8) 1 (5.9 ) 0 0 

  Hyperphosphataemia 2 (11.8) 2 (11.8) 0 0 0 

  Hypocalcaemia 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Hypophosphataemia 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Dehydration 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Fluid retention 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Hypercalcaemia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Hyperferritinaemia 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Hypoalbuminaemia 1 (5.9 ) 1 (5.9 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 7 (41.2) 2 (11.8) 4 (23.5) 1 (5.9 ) 0 

  Arthralgia 3 (17.6) 1 (5.9 ) 2 (11.8) 0 0 

  Back pain 2 (11.8) 2 (11.8) 0 0 0 

  Bone pain 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Joint effusion 1 (5.9 ) 0 0 1 (5.9 ) 0 



  

  

3906 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Muscular weakness 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Myalgia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Osteoporosis 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Pain in extremity 1 (5.9 ) 0 1 (5.9 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 3 (17.6) 0 0 1 (5.9 ) 2 (11.8) 

  Acute lymphocytic leukaemia 
recurrent 

2 (11.8) 0 0 0 2 (11.8) 

  Neoplasm progression 1 (5.9 ) 0 0 1 (5.9 ) 0 

Nervous system disorders      

  -Total 7 (41.2) 2 (11.8) 2 (11.8) 2 (11.8) 1 (5.9 ) 

  Neuralgia 2 (11.8) 0 2 (11.8) 0 0 

  Somnolence 2 (11.8) 0 0 2 (11.8) 0 

  Dizziness 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Dyskinesia 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Encephalopathy 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Head discomfort 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Headache 1 (5.9 ) 0 1 (5.9 ) 0 0 



  

  

3907 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperkinesia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Seizure 1 (5.9 ) 1 (5.9 ) 0 0 0 

Product issues      

  -Total 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Device occlusion 1 (5.9 ) 0 1 (5.9 ) 0 0 

Psychiatric disorders      

  -Total 4 (23.5) 2 (11.8) 2 (11.8) 0 0 

  Insomnia 2 (11.8) 0 2 (11.8) 0 0 

  Anxiety 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Confusional state 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Disorientation 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Initial insomnia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Restlessness 1 (5.9 ) 0 1 (5.9 ) 0 0 

Renal and urinary disorders      

  -Total 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Chromaturia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Renal impairment 1 (5.9 ) 0 1 (5.9 ) 0 0 



  

  

3908 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Reproductive system and breast 
disorders 

     

  -Total 2 (11.8) 2 (11.8) 0 0 0 

  Metrorrhagia 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Vulvovaginal dryness 1 (5.9 ) 1 (5.9 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 6 (35.3) 2 (11.8) 3 (17.6) 1 (5.9 ) 0 

  Cough 2 (11.8) 2 (11.8) 0 0 0 

  Hypoxia 2 (11.8) 0 2 (11.8) 0 0 

  Tachypnoea 2 (11.8) 2 (11.8) 0 0 0 

  Dyspnoea 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Epistaxis 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Lung disorder 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Pleural effusion 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Rhinorrhoea 1 (5.9 ) 1 (5.9 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 9 (52.9) 5 (29.4) 4 (23.5) 0 0 



  

  

3909 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Erythema 3 (17.6) 3 (17.6) 0 0 0 

  Ingrowing nail 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Petechiae 2 (11.8) 2 (11.8) 0 0 0 

  Rash 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Acne 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Decubitus ulcer 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Dry skin 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Eczema 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Hangnail 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Pruritus 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Urticaria 1 (5.9 ) 0 1 (5.9 ) 0 0 

Vascular disorders      

  -Total 4 (23.5) 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 

  Hypotension 2 (11.8) 2 (11.8) 0 0 0 

  Capillary leak syndrome 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Pallor 1 (5.9 ) 0 1 (5.9 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 



  

  

3910 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 169b => Adverse events (not disease related) post CTL019 i nfusion, regar dless  of study drug r elati onshi p, by pri mar y sys tem organ cl ass, pr eferred term, maxi mum CTC grade and Gender (Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                 
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169b 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

41 (100) 2 (4.9 ) 10 (24.4) 7 (17.1) 22 (53.7) 

Blood and lymphatic system disorders      

  -Total 22 (53.7) 3 (7.3 ) 5 (12.2) 9 (22.0) 5 (12.2) 

  Anaemia 10 (24.4) 3 (7.3 ) 2 (4.9 ) 5 (12.2) 0 

  Febrile neutropenia 4 (9.8 ) 0 1 (2.4 ) 3 (7.3 ) 0 

  Neutropenia 4 (9.8 ) 0 0 0 4 (9.8 ) 

  Thrombocytopenia 3 (7.3 ) 0 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 

  Disseminated intravascular 
coagulation 

2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Bone marrow failure 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Coagulation factor deficiency 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Leukopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 



  

  

3912 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Cardiac disorders      

  -Total 9 (22.0) 5 (12.2) 2 (4.9 ) 2 (4.9 ) 0 

  Tachycardia 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 0 0 

  Left ventricular dysfunction 2 (4.9 ) 0 0 2 (4.9 ) 0 

  Sinus bradycardia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Sinus tachycardia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Bradycardia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Cardiac discomfort 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Pericardial effusion 1 (2.4 ) 0 1 (2.4 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Talipes 1 (2.4 ) 1 (2.4 ) 0 0 0 

Eye disorders      

  -Total 4 (9.8 ) 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 

  Amaurosis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Blepharospasm 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Diplopia 1 (2.4 ) 0 1 (2.4 ) 0 0 



  

  

3913 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dry eye 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Optic atrophy 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Vitreous opacities 1 (2.4 ) 1 (2.4 ) 0 0 0 

Gastrointestinal disorders      

  -Total 20 (48.8) 5 (12.2) 12 (29.3) 3 (7.3 ) 0 

  Diarrhoea 9 (22.0) 6 (14.6) 2 (4.9 ) 1 (2.4 ) 0 

  Nausea 7 (17.1) 0 7 (17.1) 0 0 

  Vomiting 5 (12.2) 3 (7.3 ) 2 (4.9 ) 0 0 

  Abdominal pain 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 0 

  Abdominal pain upper 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Constipation 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Paraesthesia oral 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Abdominal distension 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Anal fissure 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Anal fistula 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Anal haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Anal incontinence 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dyspepsia 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

3914 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastrointestinal haemorrhage 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Gastrointestinal pain 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Gingival bleeding 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Gingival swelling 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hypoaesthesia oral 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lip dry 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lip haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Proctalgia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Rectal haemorrhage 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Rectal ulcer 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Upper gastrointestinal haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 22 (53.7) 9 (22.0) 10 (24.4) 3 (7.3 ) 0 

  Pyrexia 14 (34.1) 6 (14.6) 6 (14.6) 2 (4.9 ) 0 

  Face oedema 4 (9.8 ) 3 (7.3 ) 0 1 (2.4 ) 0 

  Fatigue 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 0 0 

  Oedema peripheral 3 (7.3 ) 3 (7.3 ) 0 0 0 



  

  

3915 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain 3 (7.3 ) 1 (2.4 ) 2 (4.9 ) 0 0 

  Asthenia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Catheter site pain 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Localised oedema 2 (4.9 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Catheter site erythema 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Catheter site haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Catheter site pruritus 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Chills 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Non-cardiac chest pain 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Oedema 1 (2.4 ) 0 1 (2.4 ) 0 0 

Hepatobiliary disorders      

  -Total 5 (12.2) 2 (4.9 ) 0 2 (4.9 ) 1 (2.4 ) 

  Cholestasis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Gallbladder oedema 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hepatic steatosis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hepatocellular injury 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Hepatosplenomegaly 1 (2.4 ) 0 0 0 1 (2.4 ) 

Immune system disorders      



  

  

3916 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 32 (78.0) 7 (17.1) 10 (24.4) 6 (14.6) 9 (22.0) 

  Cytokine release syndrome 29 (70.7) 7 (17.1) 7 (17.1) 6 (14.6) 9 (22.0) 

  Hypogammaglobulinaemia 8 (19.5) 1 (2.4 ) 7 (17.1) 0 0 

  Allergy to immunoglobulin therapy 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Atopy 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Drug hypersensitivity 1 (2.4 ) 0 1 (2.4 ) 0 0 

Infections and infestations      

  -Total 15 (36.6) 1 (2.4 ) 8 (19.5) 4 (9.8 ) 2 (4.9 ) 

  Candida infection 2 (4.9 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Device related infection 2 (4.9 ) 0 2 (4.9 ) 0 0 

  Sepsis 2 (4.9 ) 0 0 1 (2.4 ) 1 (2.4 ) 

  Aspergillus infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Bacterial infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Cellulitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Central nervous system infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Cerebral fungal infection 1 (2.4 ) 0 0 0 1 (2.4 ) 



  

  

3917 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Eye infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Helminthic infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Herpes zoster 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Nasopharyngitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Oral fungal infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Paronychia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Respiratory syncytial virus infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Respiratory tract infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Systemic infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Upper respiratory tract infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Urinary tract infection viral 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Vascular device infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 7 (17.1) 1 (2.4 ) 5 (12.2) 1 (2.4 ) 0 

  Allergic transfusion reaction 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Contusion 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

3918 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fall 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Femoral neck fracture 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Infusion related reaction 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Periorbital haematoma 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Post procedural haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Procedural pain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Stoma site erythema 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Stoma site haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Subcutaneous haematoma 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Thermal burn 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Transfusion reaction 1 (2.4 ) 1 (2.4 ) 0 0 0 

Investigations      

  -Total 25 (61.0) 3 (7.3 ) 8 (19.5) 4 (9.8 ) 10 (24.4) 

  Neutrophil count decreased 7 (17.1) 1 (2.4 ) 0 1 (2.4 ) 5 (12.2) 

  White blood cell count decreased 7 (17.1) 0 2 (4.9 ) 1 (2.4 ) 4 (9.8 ) 

  Platelet count decreased 6 (14.6) 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 3 (7.3 ) 

  Aspartate aminotransferase 
increased 

4 (9.8 ) 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 



  

  

3919 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Immunoglobulins decreased 4 (9.8 ) 0 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

  Blood fibrinogen decreased 3 (7.3 ) 0 1 (2.4 ) 2 (4.9 ) 0 

  Alanine aminotransferase increased 2 (4.9 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Blood alkaline phosphatase 
increased 

2 (4.9 ) 2 (4.9 ) 0 0 0 

  Blood bilirubin increased 2 (4.9 ) 0 1 (2.4 ) 0 1 (2.4 ) 

  Blood creatinine increased 2 (4.9 ) 2 (4.9 ) 0 0 0 

  C-reactive protein increased 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Prothrombin time prolonged 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Serum ferritin increased 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Ammonia increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Antithrombin iii decreased 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Blood chloride increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood potassium decreased 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Blood urea decreased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood urea increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood uric acid increased 1 (2.4 ) 0 1 (2.4 ) 0 0 



  

  

3920 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood urine present 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (2.4 ) 1 (2.4 ) 0 0 0 

  Fungal test positive 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Gamma-glutamyltransferase 
increased 

1 (2.4 ) 0 1 (2.4 ) 0 0 

  Haemoglobin decreased 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Heart sounds abnormal 1 (2.4 ) 1 (2.4 ) 0 0 0 

  International normalised ratio 
increased 

1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lipase increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lymphocyte count decreased 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Protein total decreased 1 (2.4 ) 0 1 (2.4 ) 0 0 

Metabolism and nutrition disorders      

  -Total 22 (53.7) 11 (26.8) 6 (14.6) 4 (9.8 ) 1 (2.4 ) 

  Hypokalaemia 10 (24.4) 5 (12.2) 1 (2.4 ) 4 (9.8 ) 0 

  Hypoalbuminaemia 6 (14.6) 2 (4.9 ) 3 (7.3 ) 1 (2.4 ) 0 

  Hypophosphataemia 6 (14.6) 4 (9.8 ) 1 (2.4 ) 1 (2.4 ) 0 

  Decreased appetite 5 (12.2) 4 (9.8 ) 0 1 (2.4 ) 0 



  

  

3921 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypocalcaemia 4 (9.8 ) 1 (2.4 ) 2 (4.9 ) 0 1 (2.4 ) 

  Hypomagnesaemia 3 (7.3 ) 3 (7.3 ) 0 0 0 

  Hyperglycaemia 2 (4.9 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Hyperphosphataemia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Hyperuricaemia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Dehydration 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Fluid retention 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hypercalcaemia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hyperkalaemia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hyponatraemia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Tumour lysis syndrome 1 (2.4 ) 0 0 0 1 (2.4 ) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 12 (29.3) 5 (12.2) 6 (14.6) 1 (2.4 ) 0 

  Arthralgia 3 (7.3 ) 0 2 (4.9 ) 1 (2.4 ) 0 

  Myalgia 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

  Pain in extremity 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

  Bone pain 2 (4.9 ) 0 2 (4.9 ) 0 0 



  

  

3922 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Muscular weakness 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Back pain 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Joint stiffness 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Osteonecrosis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Osteopenia 1 (2.4 ) 1 (2.4 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 3 (7.3 ) 0 0 1 (2.4 ) 2 (4.9 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (2.4 ) 0 0 0 1 (2.4 ) 

  Leukaemia 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Neoplasm progression 1 (2.4 ) 0 0 1 (2.4 ) 0 

Nervous system disorders      

  -Total 17 (41.5) 4 (9.8 ) 9 (22.0) 4 (9.8 ) 0 

  Headache 6 (14.6) 2 (4.9 ) 4 (9.8 ) 0 0 

  Seizure 5 (12.2) 1 (2.4 ) 2 (4.9 ) 2 (4.9 ) 0 

  Tremor 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

  Intention tremor 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Cerebral atrophy 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

3923 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Depressed level of consciousness 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Dysgeusia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dyskinesia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Encephalopathy 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Hyperkinesia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lethargy 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Nervous system disorder 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Neuralgia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Neurological decompensation 1 (2.4 ) 0 1 (2.4 ) 0 0 

Product issues      

  -Total 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Device occlusion 1 (2.4 ) 0 1 (2.4 ) 0 0 

Psychiatric disorders      

  -Total 7 (17.1) 3 (7.3 ) 3 (7.3 ) 1 (2.4 ) 0 

  Agitation 2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Confusional state 2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Delirium 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Anxiety 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

3924 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Disorientation 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Initial insomnia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Insomnia 1 (2.4 ) 0 1 (2.4 ) 0 0 

Renal and urinary disorders      

  -Total 9 (22.0) 3 (7.3 ) 4 (9.8 ) 1 (2.4 ) 1 (2.4 ) 

  Acute kidney injury 3 (7.3 ) 0 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 

  Dysuria 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Haematuria 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Polyuria 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Chromaturia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Proteinuria 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Urinary tract disorder 1 (2.4 ) 0 1 (2.4 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Scrotal oedema 1 (2.4 ) 1 (2.4 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 10 (24.4) 2 (4.9 ) 3 (7.3 ) 4 (9.8 ) 1 (2.4 ) 



  

  

3925 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoxia 5 (12.2) 0 2 (4.9 ) 2 (4.9 ) 1 (2.4 ) 

  Cough 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Epistaxis 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Oropharyngeal pain 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Tachypnoea 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Apnoea 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Dyspnoea 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lung disorder 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pleural effusion 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Rhinorrhoea 1 (2.4 ) 1 (2.4 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 16 (39.0) 12 (29.3) 4 (9.8 ) 0 0 

  Pruritus 5 (12.2) 4 (9.8 ) 1 (2.4 ) 0 0 

  Petechiae 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 0 

  Rash 4 (9.8 ) 4 (9.8 ) 0 0 0 

  Dry skin 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

  Erythema 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 



  

  

3926 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urticaria 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Acne 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dermatitis acneiform 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hangnail 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Ingrowing nail 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Papule 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Skin discolouration 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Skin exfoliation 1 (2.4 ) 1 (2.4 ) 0 0 0 

Vascular disorders      

  -Total 13 (31.7) 3 (7.3 ) 3 (7.3 ) 7 (17.1) 0 

  Hypertension 5 (12.2) 1 (2.4 ) 1 (2.4 ) 3 (7.3 ) 0 

  Hypotension 3 (7.3 ) 1 (2.4 ) 0 2 (4.9 ) 0 

  Capillary leak syndrome 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Hot flush 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Jugular vein thrombosis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Lymphoedema 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Pallor 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Vascular occlusion 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

3927 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Venous thrombosis limb 1 (2.4 ) 0 1 (2.4 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:22                                        Final 
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3929 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169b 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

28 (100) 5 (17.9) 2 (7.1 ) 13 (46.4) 8 (28.6) 

Blood and lymphatic system disorders      

  -Total 12 (42.9) 3 (10.7) 1 (3.6 ) 6 (21.4) 2 (7.1 ) 

  Neutropenia 4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 

  Anaemia 3 (10.7) 2 (7.1 ) 0 1 (3.6 ) 0 

  B-cell aplasia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Bone marrow failure 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Disseminated intravascular 
coagulation 

1 (3.6 ) 0 1 (3.6 ) 0 0 

  Febrile neutropenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Pancytopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Splenomegaly 1 (3.6 ) 1 (3.6 ) 0 0 0 



  

  

3930 

Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Thrombocytopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

Cardiac disorders      

  -Total 6 (21.4) 5 (17.9) 1 (3.6 ) 0 0 

  Tachycardia 4 (14.3) 4 (14.3) 0 0 0 

  Cardiac hypertrophy 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Sinus bradycardia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Sinus tachycardia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Vertigo 1 (3.6 ) 0 0 1 (3.6 ) 0 

Endocrine disorders      

  -Total 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Precocious puberty 1 (3.6 ) 1 (3.6 ) 0 0 0 

Eye disorders      

  -Total 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 0 

  Conjunctival haemorrhage 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Dry eye 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Ocular hypertension 1 (3.6 ) 0 1 (3.6 ) 0 0 



  

  

3931 

Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vision blurred 1 (3.6 ) 1 (3.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 14 (50.0) 8 (28.6) 4 (14.3) 2 (7.1 ) 0 

  Diarrhoea 6 (21.4) 5 (17.9) 0 1 (3.6 ) 0 

  Vomiting 5 (17.9) 4 (14.3) 1 (3.6 ) 0 0 

  Nausea 4 (14.3) 1 (3.6 ) 2 (7.1 ) 1 (3.6 ) 0 

  Abdominal pain 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Abdominal pain upper 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Constipation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Stomatitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 15 (53.6) 7 (25.0) 3 (10.7) 4 (14.3) 1 (3.6 ) 

  Pyrexia 11 (39.3) 7 (25.0) 2 (7.1 ) 2 (7.1 ) 0 

  Fatigue 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 

  Catheter site haemorrhage 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Drug withdrawal syndrome 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Face oedema 1 (3.6 ) 1 (3.6 ) 0 0 0 



  

  

3932 

Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Mucosal inflammation 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Multiple organ dysfunction syndrome 1 (3.6 ) 0 0 0 1 (3.6 ) 

  Oedema peripheral 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Pain 1 (3.6 ) 0 0 1 (3.6 ) 0 

Hepatobiliary disorders      

  -Total 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hepatic failure 1 (3.6 ) 0 1 (3.6 ) 0 0 

Immune system disorders      

  -Total 20 (71.4) 4 (14.3) 8 (28.6) 4 (14.3) 4 (14.3) 

  Cytokine release syndrome 17 (60.7) 5 (17.9) 5 (17.9) 3 (10.7) 4 (14.3) 

  Hypogammaglobulinaemia 8 (28.6) 3 (10.7) 4 (14.3) 1 (3.6 ) 0 

  Allergy to immunoglobulin therapy 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.6 ) 0 0 1 (3.6 ) 0 

Infections and infestations      

  -Total 11 (39.3) 1 (3.6 ) 5 (17.9) 5 (17.9) 0 

  Bronchopulmonary aspergillosis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Cellulitis orbital 1 (3.6 ) 0 0 1 (3.6 ) 0 



  

  

3933 

Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cystitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Influenza 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Meningitis aseptic 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Nail infection 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Parotitis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Pneumonia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Pneumonia viral 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pseudomembranous colitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Rash pustular 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Sinusitis 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Upper respiratory tract infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Vascular device infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Viral upper respiratory tract infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Vulvitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Allergic transfusion reaction 1 (3.6 ) 0 1 (3.6 ) 0 0 
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Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations      

  -Total 14 (50.0) 2 (7.1 ) 1 (3.6 ) 6 (21.4) 5 (17.9) 

  Neutrophil count decreased 4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 

  White blood cell count decreased 4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 

  Platelet count decreased 3 (10.7) 0 1 (3.6 ) 2 (7.1 ) 0 

  Blood fibrinogen decreased 2 (7.1 ) 0 1 (3.6 ) 1 (3.6 ) 0 

  Lymphocyte count decreased 2 (7.1 ) 0 0 2 (7.1 ) 0 

  Activated partial thromboplastin time 
prolonged 

1 (3.6 ) 1 (3.6 ) 0 0 0 

  Alanine aminotransferase increased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Aspartate aminotransferase 
increased 

1 (3.6 ) 1 (3.6 ) 0 0 0 

  Blood bilirubin increased 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Blood creatine phosphokinase 
increased 

1 (3.6 ) 0 0 0 1 (3.6 ) 

  Blood creatinine increased 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Blood fibrinogen increased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Blood magnesium increased 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Chest x-ray abnormal 1 (3.6 ) 1 (3.6 ) 0 0 0 
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Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Clostridium test positive 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Monocyte count decreased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Prothrombin time prolonged 1 (3.6 ) 1 (3.6 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 9 (32.1) 1 (3.6 ) 2 (7.1 ) 5 (17.9) 1 (3.6 ) 

  Hypokalaemia 5 (17.9) 2 (7.1 ) 1 (3.6 ) 2 (7.1 ) 0 

  Hypocalcaemia 3 (10.7) 0 0 2 (7.1 ) 1 (3.6 ) 

  Hypophosphataemia 3 (10.7) 2 (7.1 ) 0 1 (3.6 ) 0 

  Dehydration 2 (7.1 ) 0 0 2 (7.1 ) 0 

  Decreased appetite 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Fluid overload 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hypernatraemia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hypoalbuminaemia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hyponatraemia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Vitamin d deficiency 1 (3.6 ) 1 (3.6 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 6 (21.4) 4 (14.3) 0 2 (7.1 ) 0 
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Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Myalgia 3 (10.7) 3 (10.7) 0 0 0 

  Arthralgia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Joint effusion 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Muscular weakness 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Pain in extremity 1 (3.6 ) 0 1 (3.6 ) 0 0 

Nervous system disorders      

  -Total 10 (35.7) 5 (17.9) 2 (7.1 ) 2 (7.1 ) 1 (3.6 ) 

  Headache 6 (21.4) 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 

  Somnolence 2 (7.1 ) 0 0 2 (7.1 ) 0 

  Dizziness 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Encephalopathy 1 (3.6 ) 0 0 0 1 (3.6 ) 

  Head discomfort 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Seizure 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Tremor 1 (3.6 ) 1 (3.6 ) 0 0 0 

Psychiatric disorders      

  -Total 8 (28.6) 4 (14.3) 4 (14.3) 0 0 

  Anxiety 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 

  Insomnia 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 
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Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Irritability 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Agitation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Disorientation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hallucination 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Restlessness 1 (3.6 ) 0 1 (3.6 ) 0 0 

Renal and urinary disorders      

  -Total 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Renal impairment 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Urinary incontinence 1 (3.6 ) 1 (3.6 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 10 (35.7) 6 (21.4) 3 (10.7) 1 (3.6 ) 0 

  Cough 4 (14.3) 2 (7.1 ) 2 (7.1 ) 0 0 

  Hypoxia 3 (10.7) 1 (3.6 ) 1 (3.6 ) 1 (3.6 ) 0 

  Epistaxis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Increased upper airway secretion 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Oropharyngeal pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Pleural effusion 1 (3.6 ) 0 1 (3.6 ) 0 0 
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Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rhinorrhoea 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Tachypnoea 1 (3.6 ) 1 (3.6 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 9 (32.1) 7 (25.0) 1 (3.6 ) 1 (3.6 ) 0 

  Rash 5 (17.9) 3 (10.7) 1 (3.6 ) 1 (3.6 ) 0 

  Erythema 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Decubitus ulcer 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Papule 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Pruritus 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Skin lesion 1 (3.6 ) 1 (3.6 ) 0 0 0 

Vascular disorders      

  -Total 5 (17.9) 5 (17.9) 0 0 0 

  Hypotension 3 (10.7) 3 (10.7) 0 0 0 

  Hypertension 2 (7.1 ) 2 (7.1 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 
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grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169b 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

33 (86.8) 8 (21.1) 7 (18.4) 12 (31.6) 6 (15.8) 

Blood and lymphatic system disorders      

  -Total 10 (26.3) 2 (5.3 ) 3 (7.9 ) 5 (13.2) 0 

  Anaemia 4 (10.5) 1 (2.6 ) 1 (2.6 ) 2 (5.3 ) 0 

  Thrombocytopenia 4 (10.5) 0 2 (5.3 ) 2 (5.3 ) 0 

  Neutropenia 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  B-cell aplasia 1 (2.6 ) 0 0 1 (2.6 ) 0 

Cardiac disorders      

  -Total 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Tachycardia 1 (2.6 ) 1 (2.6 ) 0 0 0 

Eye disorders      

  -Total 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Astigmatism 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Blindness unilateral 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Conjunctivitis allergic 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Eye pain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Hypermetropia 1 (2.6 ) 1 (2.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 11 (28.9) 7 (18.4) 4 (10.5) 0 0 

  Nausea 5 (13.2) 3 (7.9 ) 2 (5.3 ) 0 0 

  Diarrhoea 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 0 0 

  Vomiting 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 

  Abdominal pain 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Constipation 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Abdominal distension 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Abdominal pain lower 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Gastrointestinal motility disorder 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Toothache 1 (2.6 ) 1 (2.6 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 10 (26.3) 5 (13.2) 4 (10.5) 1 (2.6 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 7 (18.4) 2 (5.3 ) 4 (10.5) 1 (2.6 ) 0 

  Chills 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Gait disturbance 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Axillary pain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Catheter site erythema 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Fatigue 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Pain 1 (2.6 ) 1 (2.6 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Hepatotoxicity 1 (2.6 ) 0 1 (2.6 ) 0 0 

Immune system disorders      

  -Total 4 (10.5) 2 (5.3 ) 2 (5.3 ) 0 0 

  Allergy to immunoglobulin therapy 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Hypogammaglobulinaemia 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

Infections and infestations      

  -Total 22 (57.9) 6 (15.8) 6 (15.8) 9 (23.7) 1 (2.6 ) 

  Herpes zoster 4 (10.5) 0 3 (7.9 ) 1 (2.6 ) 0 

  Nasopharyngitis 4 (10.5) 4 (10.5) 0 0 0 

  Bronchitis 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Device related infection 2 (5.3 ) 0 0 2 (5.3 ) 0 

  Gastroenteritis 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Otitis media 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Rhinitis 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Atypical pneumonia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Cellulitis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Central nervous system infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Conjunctivitis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Enterovirus infection 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Folliculitis 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Gastrointestinal infection 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Impetigo 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Influenza 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Laryngitis 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Molluscum contagiosum 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Oral herpes 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Otitis externa 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Otitis media acute 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Pneumonia 1 (2.6 ) 0 0 1 (2.6 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia haemophilus 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Rash pustular 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Respiratory syncytial virus infection 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Sepsis 1 (2.6 ) 0 0 0 1 (2.6 ) 

  Skin infection 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Tinea pedis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Tonsillitis 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Tooth infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Upper respiratory tract infection 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Viral upper respiratory tract infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 0 0 

  Contusion 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Fall 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Infusion related reaction 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Ligament sprain 1 (2.6 ) 0 1 (2.6 ) 0 0 

Investigations      

  -Total 14 (36.8) 4 (10.5) 4 (10.5) 3 (7.9 ) 3 (7.9 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased 6 (15.8) 2 (5.3 ) 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 

  Alanine aminotransferase increased 4 (10.5) 1 (2.6 ) 1 (2.6 ) 1 (2.6 ) 1 (2.6 ) 

  Aspartate aminotransferase 
increased 

4 (10.5) 2 (5.3 ) 0 1 (2.6 ) 1 (2.6 ) 

  White blood cell count decreased 4 (10.5) 1 (2.6 ) 0 1 (2.6 ) 2 (5.3 ) 

  Neutrophil count decreased 3 (7.9 ) 0 0 1 (2.6 ) 2 (5.3 ) 

  Activated partial thromboplastin time 
prolonged 

1 (2.6 ) 1 (2.6 ) 0 0 0 

  Blood alkaline phosphatase 
increased 

1 (2.6 ) 1 (2.6 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (2.6 ) 1 (2.6 ) 0 0 0 

  Chlamydia test positive 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Cytomegalovirus test positive 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Gamma-glutamyltransferase 
increased 

1 (2.6 ) 0 1 (2.6 ) 0 0 

  Immunoglobulins decreased 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Lymph node palpable 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Lymphocyte count decreased 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Vitamin d decreased 1 (2.6 ) 1 (2.6 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders      

  -Total 6 (15.8) 2 (5.3 ) 3 (7.9 ) 1 (2.6 ) 0 

  Hyperuricaemia 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Hypomagnesaemia 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Decreased appetite 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Dehydration 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Hypercalcaemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hyperferritinaemia 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Hyperkalaemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hypoalbuminaemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hypocalcaemia 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Hypokalaemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hypophosphataemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Lactic acidosis 1 (2.6 ) 0 0 1 (2.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 8 (21.1) 4 (10.5) 3 (7.9 ) 1 (2.6 ) 0 

  Arthralgia 4 (10.5) 1 (2.6 ) 2 (5.3 ) 1 (2.6 ) 0 

  Back pain 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bone pain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Neck pain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Osteopenia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Pain in extremity 1 (2.6 ) 1 (2.6 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 3 (7.9 ) 0 0 1 (2.6 ) 2 (5.3 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (5.3 ) 0 0 1 (2.6 ) 1 (2.6 ) 

  B precursor type acute leukaemia 1 (2.6 ) 0 0 0 1 (2.6 ) 

Nervous system disorders      

  -Total 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Dizziness 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Headache 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hemiparesis 1 (2.6 ) 0 1 (2.6 ) 0 0 

Psychiatric disorders      

  -Total 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Confusional state 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Insomnia 1 (2.6 ) 1 (2.6 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 11 (28.9) 8 (21.1) 2 (5.3 ) 1 (2.6 ) 0 

  Cough 8 (21.1) 6 (15.8) 2 (5.3 ) 0 0 

  Epistaxis 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Nasal congestion 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Oropharyngeal pain 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Dyspnoea 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Pulmonary granuloma 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Rhonchi 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Stridor 1 (2.6 ) 0 1 (2.6 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 8 (21.1) 5 (13.2) 3 (7.9 ) 0 0 

  Eczema 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Ingrowing nail 2 (5.3 ) 0 2 (5.3 ) 0 0 

  Alopecia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Dermatitis 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Dry skin 1 (2.6 ) 1 (2.6 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Erythema 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Petechiae 1 (2.6 ) 1 (2.6 ) 0 0 0 

Vascular disorders      

  -Total 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Pallor 1 (2.6 ) 1 (2.6 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:22                                        Final 

 
  



  

  

3950 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169b 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

15 (68.2) 1 (4.5 ) 5 (22.7) 7 (31.8) 2 (9.1 ) 

Blood and lymphatic system disorders      

  -Total 3 (13.6) 0 1 (4.5 ) 2 (9.1 ) 0 

  Anaemia 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Febrile neutropenia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Leukocytosis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Lymphopenia 1 (4.5 ) 0 0 1 (4.5 ) 0 

Cardiac disorders      

  -Total 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Sinus tachycardia 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Sinus bradycardia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Tachycardia 1 (4.5 ) 1 (4.5 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Ear and labyrinth disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ear pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

Endocrine disorders      

  -Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Hypothyroidism 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (4.5 ) 1 (4.5 ) 0 0 0 

Eye disorders      

  -Total 4 (18.2) 4 (18.2) 0 0 0 

  Blepharitis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Eye pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Eye pruritus 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Lacrimation increased 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ocular hyperaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Visual impairment 1 (4.5 ) 1 (4.5 ) 0 0 0 

Gastrointestinal disorders      

  -Total 6 (27.3) 2 (9.1 ) 4 (18.2) 0 0 

  Constipation 4 (18.2) 2 (9.1 ) 2 (9.1 ) 0 0 



  

  

3952 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal pain 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Stomatitis 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Vomiting 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Abdominal distension 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Abdominal pain upper 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Dental caries 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Diarrhoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Gingival bleeding 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Nausea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oral pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Periodontal disease 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Proctalgia 1 (4.5 ) 0 1 (4.5 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 8 (36.4) 3 (13.6) 5 (22.7) 0 0 

  Pyrexia 7 (31.8) 2 (9.1 ) 5 (22.7) 0 0 

  Chills 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Face oedema 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Facial pain 1 (4.5 ) 0 1 (4.5 ) 0 0 



  

  

3953 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Generalised oedema 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Localised oedema 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Malaise 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Non-cardiac chest pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oedema peripheral 1 (4.5 ) 0 1 (4.5 ) 0 0 

Immune system disorders      

  -Total 5 (22.7) 2 (9.1 ) 2 (9.1 ) 1 (4.5 ) 0 

  Hypogammaglobulinaemia 3 (13.6) 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 0 

  Drug hypersensitivity 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Cytokine release syndrome 1 (4.5 ) 0 1 (4.5 ) 0 0 

Infections and infestations      

  -Total 13 (59.1) 3 (13.6) 6 (27.3) 4 (18.2) 0 

  Nasopharyngitis 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Upper respiratory tract infection 4 (18.2) 1 (4.5 ) 3 (13.6) 0 0 

  Rhinitis 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Rash pustular 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Sinusitis 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Alternaria infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Aspergillus infection 1 (4.5 ) 0 0 1 (4.5 ) 0 



  

  

3954 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacterial infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Body tinea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Candida infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Catheter site infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Conjunctivitis viral 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Enterococcal infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterovirus infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Escherichia urinary tract infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Gastroenteritis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Meningitis aseptic 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Mucosal infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oral herpes 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Otitis externa 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Parainfluenzae virus infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Paronychia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Periorbital cellulitis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Pharyngitis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pneumonia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Rhinovirus infection 1 (4.5 ) 0 1 (4.5 ) 0 0 



  

  

3955 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Septic shock 1 (4.5 ) 0 0 1 (4.5 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Contusion 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Procedural pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Skin abrasion 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Splinter 1 (4.5 ) 1 (4.5 ) 0 0 0 

Investigations      

  -Total 6 (27.3) 1 (4.5 ) 1 (4.5 ) 2 (9.1 ) 2 (9.1 ) 

  Neutrophil count decreased 3 (13.6) 0 0 2 (9.1 ) 1 (4.5 ) 

  White blood cell count decreased 3 (13.6) 1 (4.5 ) 0 2 (9.1 ) 0 

  Alanine aminotransferase increased 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Aspartate aminotransferase 
increased 

2 (9.1 ) 2 (9.1 ) 0 0 0 

  Platelet count decreased 2 (9.1 ) 1 (4.5 ) 0 0 1 (4.5 ) 

  Lymphocyte count decreased 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Weight decreased 1 (4.5 ) 0 1 (4.5 ) 0 0 

Metabolism and nutrition disorders      



  

  

3956 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 4 (18.2) 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 

  Hyperglycaemia 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Hypomagnesaemia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Decreased appetite 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hyperkalaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hypokalaemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Hypophosphataemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 4 (18.2) 0 4 (18.2) 0 0 

  Pain in extremity 3 (13.6) 0 3 (13.6) 0 0 

  Arthralgia 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Back pain 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Muscular weakness 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Neck pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Osteoporosis 1 (4.5 ) 0 1 (4.5 ) 0 0 

Nervous system disorders      

  -Total 6 (27.3) 2 (9.1 ) 4 (18.2) 0 0 

  Headache 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 



  

  

3957 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dysarthria 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Facial paralysis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Intracranial pressure increased 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Lethargy 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Neuralgia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Neuropathy peripheral 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Subdural hygroma 1 (4.5 ) 0 1 (4.5 ) 0 0 

Psychiatric disorders      

  -Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Agitation 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Anxiety 1 (4.5 ) 1 (4.5 ) 0 0 0 

Renal and urinary disorders      

  -Total 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Haematuria 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Proteinuria 1 (4.5 ) 0 1 (4.5 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 4 (18.2) 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 

  Metrorrhagia 1 (4.5 ) 1 (4.5 ) 0 0 0 



  

  

3958 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ovarian failure 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Perineal pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Vulvovaginal dryness 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Vulvovaginal pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 4 (18.2) 1 (4.5 ) 2 (9.1 ) 1 (4.5 ) 0 

  Epistaxis 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Cough 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Nasal congestion 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Dyspnoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hypoxia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Nasal septum perforation 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oropharyngeal pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pharyngeal erythema 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Productive cough 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rhinalgia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rhinorrhoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Sinus pain 1 (4.5 ) 1 (4.5 ) 0 0 0 



  

  

3959 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachypnoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 6 (27.3) 5 (22.7) 1 (4.5 ) 0 0 

  Pruritus 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Rash 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Dermatitis bullous 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Dry skin 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Eczema 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hangnail 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Petechiae 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Skin ulcer 1 (4.5 ) 1 (4.5 ) 0 0 0 

Vascular disorders      

  -Total 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Embolism 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Flushing 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hypertension 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pallor 1 (4.5 ) 1 (4.5 ) 0 0 0 

 

 



  

  

3960 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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3961 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169b 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Gender: Male 

 
All patients 

N=10 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (10.0) 0 0 1 (10.0) 0 

Eye disorders      

  -Total 1 (10.0) 0 0 1 (10.0) 0 

  Keratitis 1 (10.0) 0 0 1 (10.0) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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3963 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169b 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Gender: Female 

 
All patients 

N=10 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

4 (40.0) 2 (20.0) 1 (10.0) 1 (10.0) 0 

Infections and infestations      

  -Total 2 (20.0) 1 (10.0) 1 (10.0) 0 0 

  Infection 1 (10.0) 0 1 (10.0) 0 0 

  Rhinitis 1 (10.0) 1 (10.0) 0 0 0 

Investigations      

  -Total 1 (10.0) 1 (10.0) 0 0 0 

  Lymphocyte count decreased 1 (10.0) 1 (10.0) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (10.0) 0 0 1 (10.0) 0 



  

  

3964 

Timing: >1 year post-CTL019 infusion, Gender: Female 

 
All patients 

N=10 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 
recurrent 

1 (10.0) 0 0 1 (10.0) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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3965 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169b 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

41 (100) 0 4 (9.8 ) 12 (29.3) 25 (61.0) 

Blood and lymphatic system disorders      

  -Total 25 (61.0) 2 (4.9 ) 7 (17.1) 11 (26.8) 5 (12.2) 

  Anaemia 10 (24.4) 2 (4.9 ) 3 (7.3 ) 5 (12.2) 0 

  Neutropenia 6 (14.6) 1 (2.4 ) 1 (2.4 ) 0 4 (9.8 ) 

  Thrombocytopenia 5 (12.2) 0 2 (4.9 ) 2 (4.9 ) 1 (2.4 ) 

  Febrile neutropenia 4 (9.8 ) 0 1 (2.4 ) 3 (7.3 ) 0 

  Disseminated intravascular 
coagulation 

2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  B-cell aplasia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Bone marrow failure 1 (2.4 ) 0 0 1 (2.4 ) 0 



  

  

3966 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Coagulation factor deficiency 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Leukopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

Cardiac disorders      

  -Total 9 (22.0) 5 (12.2) 2 (4.9 ) 2 (4.9 ) 0 

  Tachycardia 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 0 0 

  Left ventricular dysfunction 2 (4.9 ) 0 0 2 (4.9 ) 0 

  Sinus bradycardia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Sinus tachycardia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Bradycardia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Cardiac discomfort 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Pericardial effusion 1 (2.4 ) 0 1 (2.4 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Talipes 1 (2.4 ) 1 (2.4 ) 0 0 0 

Eye disorders      

  -Total 7 (17.1) 2 (4.9 ) 3 (7.3 ) 2 (4.9 ) 0 

  Amaurosis 1 (2.4 ) 0 0 1 (2.4 ) 0 



  

  

3967 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Astigmatism 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blepharospasm 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blindness unilateral 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Conjunctivitis allergic 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Diplopia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Dry eye 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Eye pain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hypermetropia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Keratitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Optic atrophy 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Vitreous opacities 1 (2.4 ) 1 (2.4 ) 0 0 0 

Gastrointestinal disorders      

  -Total 27 (65.9) 10 (24.4) 14 (34.1) 3 (7.3 ) 0 

  Diarrhoea 11 (26.8) 6 (14.6) 4 (9.8 ) 1 (2.4 ) 0 

  Nausea 11 (26.8) 3 (7.3 ) 8 (19.5) 0 0 

  Vomiting 7 (17.1) 4 (9.8 ) 3 (7.3 ) 0 0 

  Abdominal pain 5 (12.2) 4 (9.8 ) 1 (2.4 ) 0 0 

  Constipation 3 (7.3 ) 3 (7.3 ) 0 0 0 



  

  

3968 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal distension 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Abdominal pain upper 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Paraesthesia oral 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Abdominal pain lower 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Anal fissure 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Anal fistula 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Anal haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Anal incontinence 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dyspepsia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Gastrointestinal motility disorder 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Gastrointestinal pain 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Gingival bleeding 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Gingival swelling 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hypoaesthesia oral 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lip dry 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lip haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Proctalgia 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

3969 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rectal haemorrhage 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Rectal ulcer 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Toothache 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Upper gastrointestinal haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 27 (65.9) 11 (26.8) 12 (29.3) 4 (9.8 ) 0 

  Pyrexia 19 (46.3) 7 (17.1) 9 (22.0) 3 (7.3 ) 0 

  Face oedema 4 (9.8 ) 3 (7.3 ) 0 1 (2.4 ) 0 

  Fatigue 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 0 0 

  Pain 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 0 0 

  Chills 3 (7.3 ) 1 (2.4 ) 2 (4.9 ) 0 0 

  Oedema peripheral 3 (7.3 ) 3 (7.3 ) 0 0 0 

  Asthenia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Catheter site erythema 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Catheter site pain 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Gait disturbance 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Localised oedema 2 (4.9 ) 1 (2.4 ) 0 1 (2.4 ) 0 



  

  

3970 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Axillary pain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Catheter site haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Catheter site pruritus 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Non-cardiac chest pain 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Oedema 1 (2.4 ) 0 1 (2.4 ) 0 0 

Hepatobiliary disorders      

  -Total 6 (14.6) 2 (4.9 ) 1 (2.4 ) 2 (4.9 ) 1 (2.4 ) 

  Cholestasis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Gallbladder oedema 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hepatic steatosis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hepatocellular injury 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Hepatosplenomegaly 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Hepatotoxicity 1 (2.4 ) 0 1 (2.4 ) 0 0 

Immune system disorders      

  -Total 32 (78.0) 6 (14.6) 11 (26.8) 6 (14.6) 9 (22.0) 

  Cytokine release syndrome 29 (70.7) 7 (17.1) 7 (17.1) 6 (14.6) 9 (22.0) 

  Hypogammaglobulinaemia 10 (24.4) 2 (4.9 ) 8 (19.5) 0 0 

  Allergy to immunoglobulin therapy 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haemophagocytic 
lymphohistiocytosis 

2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Atopy 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Drug hypersensitivity 1 (2.4 ) 0 1 (2.4 ) 0 0 

Infections and infestations      

  -Total 28 (68.3) 4 (9.8 ) 9 (22.0) 12 (29.3) 3 (7.3 ) 

  Herpes zoster 5 (12.2) 0 4 (9.8 ) 1 (2.4 ) 0 

  Nasopharyngitis 5 (12.2) 5 (12.2) 0 0 0 

  Device related infection 4 (9.8 ) 0 2 (4.9 ) 2 (4.9 ) 0 

  Sepsis 3 (7.3 ) 0 0 1 (2.4 ) 2 (4.9 ) 

  Bronchitis 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Candida infection 2 (4.9 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Cellulitis 2 (4.9 ) 0 2 (4.9 ) 0 0 

  Gastroenteritis 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Otitis media 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Respiratory syncytial virus infection 2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Rhinitis 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Upper respiratory tract infection 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 



  

  

3972 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspergillus infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Atypical pneumonia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Bacterial infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Central nervous system infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Cerebral fungal infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Conjunctivitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Enterovirus infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Eye infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Folliculitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Gastrointestinal infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Helminthic infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Impetigo 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Influenza 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Laryngitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Molluscum contagiosum 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Oral fungal infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Oral herpes 1 (2.4 ) 0 1 (2.4 ) 0 0 



  

  

3973 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Otitis externa 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Otitis media acute 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Paronychia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Pneumonia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pneumonia haemophilus 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Rash pustular 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Respiratory tract infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Skin infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Systemic infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Tinea pedis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Tonsillitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Tooth infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Urinary tract infection viral 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Vascular device infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Viral upper respiratory tract infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 8 (19.5) 2 (4.9 ) 5 (12.2) 1 (2.4 ) 0 



  

  

3974 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Contusion 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Fall 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Allergic transfusion reaction 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Femoral neck fracture 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Infusion related reaction 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Ligament sprain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Periorbital haematoma 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Post procedural haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Procedural pain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Stoma site erythema 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Stoma site haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Subcutaneous haematoma 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Thermal burn 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Transfusion reaction 1 (2.4 ) 1 (2.4 ) 0 0 0 

Investigations      

  -Total 25 (61.0) 2 (4.9 ) 7 (17.1) 5 (12.2) 11 (26.8) 

  White blood cell count decreased 8 (19.5) 0 2 (4.9 ) 1 (2.4 ) 5 (12.2) 

  Neutrophil count decreased 7 (17.1) 1 (2.4 ) 0 0 6 (14.6) 



  

  

3975 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased 7 (17.1) 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 4 (9.8 ) 

  Aspartate aminotransferase 
increased 

6 (14.6) 2 (4.9 ) 1 (2.4 ) 2 (4.9 ) 1 (2.4 ) 

  Alanine aminotransferase increased 5 (12.2) 1 (2.4 ) 1 (2.4 ) 2 (4.9 ) 1 (2.4 ) 

  Immunoglobulins decreased 5 (12.2) 0 2 (4.9 ) 2 (4.9 ) 1 (2.4 ) 

  Blood fibrinogen decreased 3 (7.3 ) 0 1 (2.4 ) 2 (4.9 ) 0 

  Blood alkaline phosphatase 
increased 

2 (4.9 ) 2 (4.9 ) 0 0 0 

  Blood bilirubin increased 2 (4.9 ) 0 1 (2.4 ) 0 1 (2.4 ) 

  Blood creatinine increased 2 (4.9 ) 2 (4.9 ) 0 0 0 

  C-reactive protein increased 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Gamma-glutamyltransferase 
increased 

2 (4.9 ) 0 2 (4.9 ) 0 0 

  Lymphocyte count decreased 2 (4.9 ) 0 0 2 (4.9 ) 0 

  Prothrombin time prolonged 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Serum ferritin increased 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (2.4 ) 1 (2.4 ) 0 0 0 

  Ammonia increased 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

3976 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Antithrombin iii decreased 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Blood chloride increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood potassium decreased 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Blood urea decreased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood urea increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood uric acid increased 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Blood urine present 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Chlamydia test positive 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Cytomegalovirus test positive 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (2.4 ) 1 (2.4 ) 0 0 0 

  Fungal test positive 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Haemoglobin decreased 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Heart sounds abnormal 1 (2.4 ) 1 (2.4 ) 0 0 0 

  International normalised ratio 
increased 

1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lipase increased 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

3977 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymph node palpable 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Protein total decreased 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Vitamin d decreased 1 (2.4 ) 1 (2.4 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 23 (56.1) 10 (24.4) 7 (17.1) 5 (12.2) 1 (2.4 ) 

  Hypokalaemia 10 (24.4) 5 (12.2) 1 (2.4 ) 4 (9.8 ) 0 

  Hypoalbuminaemia 7 (17.1) 3 (7.3 ) 3 (7.3 ) 1 (2.4 ) 0 

  Decreased appetite 6 (14.6) 5 (12.2) 0 1 (2.4 ) 0 

  Hypophosphataemia 6 (14.6) 4 (9.8 ) 1 (2.4 ) 1 (2.4 ) 0 

  Hypocalcaemia 5 (12.2) 1 (2.4 ) 3 (7.3 ) 0 1 (2.4 ) 

  Hypomagnesaemia 5 (12.2) 5 (12.2) 0 0 0 

  Hyperuricaemia 4 (9.8 ) 4 (9.8 ) 0 0 0 

  Hypercalcaemia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Hyperglycaemia 2 (4.9 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Hyperkalaemia 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Hyperphosphataemia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Dehydration 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Fluid retention 1 (2.4 ) 0 1 (2.4 ) 0 0 



  

  

3978 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperferritinaemia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hyponatraemia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Lactic acidosis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Tumour lysis syndrome 1 (2.4 ) 0 0 0 1 (2.4 ) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 15 (36.6) 5 (12.2) 8 (19.5) 2 (4.9 ) 0 

  Arthralgia 6 (14.6) 0 4 (9.8 ) 2 (4.9 ) 0 

  Back pain 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 0 

  Pain in extremity 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 0 

  Bone pain 3 (7.3 ) 0 3 (7.3 ) 0 0 

  Myalgia 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

  Muscular weakness 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Osteopenia 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Joint stiffness 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Neck pain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Osteonecrosis 1 (2.4 ) 1 (2.4 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     



  

  

3979 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 6 (14.6) 0 0 2 (4.9 ) 4 (9.8 ) 

  Acute lymphocytic leukaemia 
recurrent 

3 (7.3 ) 0 0 1 (2.4 ) 2 (4.9 ) 

  B precursor type acute leukaemia 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Leukaemia 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Neoplasm progression 1 (2.4 ) 0 0 1 (2.4 ) 0 

Nervous system disorders      

  -Total 17 (41.5) 3 (7.3 ) 10 (24.4) 4 (9.8 ) 0 

  Headache 7 (17.1) 3 (7.3 ) 4 (9.8 ) 0 0 

  Seizure 5 (12.2) 1 (2.4 ) 2 (4.9 ) 2 (4.9 ) 0 

  Tremor 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

  Intention tremor 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Cerebral atrophy 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Depressed level of consciousness 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Dizziness 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dysgeusia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dyskinesia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Encephalopathy 1 (2.4 ) 0 0 1 (2.4 ) 0 



  

  

3980 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hemiparesis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hyperkinesia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lethargy 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Nervous system disorder 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Neuralgia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Neurological decompensation 1 (2.4 ) 0 1 (2.4 ) 0 0 

Product issues      

  -Total 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Device occlusion 1 (2.4 ) 0 1 (2.4 ) 0 0 

Psychiatric disorders      

  -Total 8 (19.5) 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 

  Confusional state 3 (7.3 ) 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 0 

  Agitation 2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Delirium 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Insomnia 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Anxiety 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Disorientation 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Initial insomnia 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

3981 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Renal and urinary disorders      

  -Total 9 (22.0) 3 (7.3 ) 4 (9.8 ) 1 (2.4 ) 1 (2.4 ) 

  Acute kidney injury 3 (7.3 ) 0 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 

  Dysuria 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Haematuria 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Polyuria 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Chromaturia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Proteinuria 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Urinary tract disorder 1 (2.4 ) 0 1 (2.4 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Scrotal oedema 1 (2.4 ) 1 (2.4 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 15 (36.6) 5 (12.2) 5 (12.2) 4 (9.8 ) 1 (2.4 ) 

  Cough 9 (22.0) 7 (17.1) 2 (4.9 ) 0 0 

  Hypoxia 5 (12.2) 0 2 (4.9 ) 2 (4.9 ) 1 (2.4 ) 

  Epistaxis 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 0 



  

  

3982 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oropharyngeal pain 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 0 0 

  Dyspnoea 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Nasal congestion 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Tachypnoea 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Apnoea 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Lung disorder 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pleural effusion 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Pulmonary granuloma 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Rhinorrhoea 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Rhonchi 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Stridor 1 (2.4 ) 0 1 (2.4 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 21 (51.2) 14 (34.1) 7 (17.1) 0 0 

  Petechiae 5 (12.2) 4 (9.8 ) 1 (2.4 ) 0 0 

  Pruritus 5 (12.2) 4 (9.8 ) 1 (2.4 ) 0 0 

  Dry skin 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 0 

  Erythema 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 0 0 



  

  

3983 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash 4 (9.8 ) 4 (9.8 ) 0 0 0 

  Ingrowing nail 3 (7.3 ) 1 (2.4 ) 2 (4.9 ) 0 0 

  Eczema 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Urticaria 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Acne 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Alopecia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dermatitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dermatitis acneiform 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hangnail 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Papule 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Skin discolouration 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Skin exfoliation 1 (2.4 ) 1 (2.4 ) 0 0 0 

Vascular disorders      

  -Total 14 (34.1) 4 (9.8 ) 3 (7.3 ) 7 (17.1) 0 

  Hypertension 5 (12.2) 1 (2.4 ) 1 (2.4 ) 3 (7.3 ) 0 

  Hypotension 3 (7.3 ) 1 (2.4 ) 0 2 (4.9 ) 0 

  Pallor 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Capillary leak syndrome 1 (2.4 ) 0 0 1 (2.4 ) 0 



  

  

3984 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hot flush 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Jugular vein thrombosis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Lymphoedema 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Vascular occlusion 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Venous thrombosis limb 1 (2.4 ) 0 1 (2.4 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:22                                        Final 

 
  



  

  

3985 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169b 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

28 (100) 3 (10.7) 3 (10.7) 14 (50.0) 8 (28.6) 

Blood and lymphatic system disorders      

  -Total 13 (46.4) 3 (10.7) 1 (3.6 ) 7 (25.0) 2 (7.1 ) 

  Anaemia 4 (14.3) 2 (7.1 ) 0 2 (7.1 ) 0 

  Neutropenia 4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 

  Febrile neutropenia 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

  B-cell aplasia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Bone marrow failure 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Disseminated intravascular 
coagulation 

1 (3.6 ) 0 1 (3.6 ) 0 0 

  Leukocytosis 1 (3.6 ) 0 1 (3.6 ) 0 0 



  

  

3986 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Pancytopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Splenomegaly 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Thrombocytopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

Cardiac disorders      

  -Total 6 (21.4) 5 (17.9) 1 (3.6 ) 0 0 

  Tachycardia 5 (17.9) 5 (17.9) 0 0 0 

  Sinus tachycardia 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Cardiac hypertrophy 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Sinus bradycardia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

  Ear pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Vertigo 1 (3.6 ) 0 0 1 (3.6 ) 0 

Endocrine disorders      

  -Total 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Hypothyroidism 1 (3.6 ) 0 1 (3.6 ) 0 0 



  

  

3987 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Inappropriate antidiuretic hormone 
secretion 

1 (3.6 ) 1 (3.6 ) 0 0 0 

  Precocious puberty 1 (3.6 ) 1 (3.6 ) 0 0 0 

Eye disorders      

  -Total 5 (17.9) 4 (14.3) 1 (3.6 ) 0 0 

  Blepharitis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Conjunctival haemorrhage 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Dry eye 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Eye pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Eye pruritus 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Lacrimation increased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Ocular hyperaemia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Ocular hypertension 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Vision blurred 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Visual impairment 1 (3.6 ) 1 (3.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 15 (53.6) 7 (25.0) 6 (21.4) 2 (7.1 ) 0 

  Diarrhoea 6 (21.4) 5 (17.9) 0 1 (3.6 ) 0 



  

  

3988 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vomiting 6 (21.4) 4 (14.3) 2 (7.1 ) 0 0 

  Nausea 5 (17.9) 1 (3.6 ) 3 (10.7) 1 (3.6 ) 0 

  Constipation 4 (14.3) 2 (7.1 ) 2 (7.1 ) 0 0 

  Abdominal pain 3 (10.7) 0 3 (10.7) 0 0 

  Stomatitis 3 (10.7) 0 3 (10.7) 0 0 

  Abdominal pain upper 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Abdominal distension 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Dental caries 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Gingival bleeding 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Oral pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Periodontal disease 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Proctalgia 1 (3.6 ) 0 1 (3.6 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 18 (64.3) 8 (28.6) 5 (17.9) 4 (14.3) 1 (3.6 ) 

  Pyrexia 14 (50.0) 7 (25.0) 5 (17.9) 2 (7.1 ) 0 

  Fatigue 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 

  Face oedema 2 (7.1 ) 2 (7.1 ) 0 0 0 



  

  

3989 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oedema peripheral 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Catheter site haemorrhage 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Chills 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Drug withdrawal syndrome 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Facial pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Generalised oedema 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Localised oedema 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Malaise 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Mucosal inflammation 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Multiple organ dysfunction syndrome 1 (3.6 ) 0 0 0 1 (3.6 ) 

  Non-cardiac chest pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pain 1 (3.6 ) 0 0 1 (3.6 ) 0 

Hepatobiliary disorders      

  -Total 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hepatic failure 1 (3.6 ) 0 1 (3.6 ) 0 0 

Immune system disorders      

  -Total 22 (78.6) 3 (10.7) 10 (35.7) 5 (17.9) 4 (14.3) 

  Cytokine release syndrome 18 (64.3) 5 (17.9) 6 (21.4) 3 (10.7) 4 (14.3) 



  

  

3990 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypogammaglobulinaemia 11 (39.3) 4 (14.3) 5 (17.9) 2 (7.1 ) 0 

  Drug hypersensitivity 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Allergy to immunoglobulin therapy 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.6 ) 0 0 1 (3.6 ) 0 

Infections and infestations      

  -Total 17 (60.7) 2 (7.1 ) 9 (32.1) 6 (21.4) 0 

  Upper respiratory tract infection 5 (17.9) 1 (3.6 ) 4 (14.3) 0 0 

  Nasopharyngitis 4 (14.3) 3 (10.7) 1 (3.6 ) 0 0 

  Rhinitis 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 0 

  Sinusitis 3 (10.7) 0 1 (3.6 ) 2 (7.1 ) 0 

  Pneumonia 2 (7.1 ) 0 0 2 (7.1 ) 0 

  Rash pustular 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Alternaria infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Aspergillus infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Bacterial infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Body tinea 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Bronchopulmonary aspergillosis 1 (3.6 ) 0 1 (3.6 ) 0 0 



  

  

3991 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Candida infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Catheter site infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Cellulitis orbital 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Conjunctivitis viral 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Cystitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Enterococcal infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Enterovirus infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Escherichia urinary tract infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Gastroenteritis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Influenza 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Meningitis aseptic 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Mucosal infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Nail infection 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Oral herpes 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Otitis externa 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Parainfluenzae virus infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Paronychia 1 (3.6 ) 0 1 (3.6 ) 0 0 



  

  

3992 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Parotitis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Periorbital cellulitis 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Pharyngitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pneumonia viral 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pseudomembranous colitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Rhinovirus infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Septic shock 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Vascular device infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Viral upper respiratory tract infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Vulvitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (14.3) 1 (3.6 ) 3 (10.7) 0 0 

  Allergic transfusion reaction 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Contusion 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Procedural pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Skin abrasion 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Splinter 1 (3.6 ) 1 (3.6 ) 0 0 0 



  

  

3993 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations      

  -Total 14 (50.0) 2 (7.1 ) 1 (3.6 ) 6 (21.4) 5 (17.9) 

  White blood cell count decreased 6 (21.4) 1 (3.6 ) 0 3 (10.7) 2 (7.1 ) 

  Neutrophil count decreased 4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 

  Lymphocyte count decreased 3 (10.7) 1 (3.6 ) 0 2 (7.1 ) 0 

  Platelet count decreased 3 (10.7) 0 1 (3.6 ) 1 (3.6 ) 1 (3.6 ) 

  Alanine aminotransferase increased 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Aspartate aminotransferase 
increased 

2 (7.1 ) 2 (7.1 ) 0 0 0 

  Blood fibrinogen decreased 2 (7.1 ) 0 1 (3.6 ) 1 (3.6 ) 0 

  Activated partial thromboplastin time 
prolonged 

1 (3.6 ) 1 (3.6 ) 0 0 0 

  Blood bilirubin increased 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Blood creatine phosphokinase 
increased 

1 (3.6 ) 0 0 0 1 (3.6 ) 

  Blood creatinine increased 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Blood fibrinogen increased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Blood magnesium increased 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Chest x-ray abnormal 1 (3.6 ) 1 (3.6 ) 0 0 0 



  

  

3994 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Clostridium test positive 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Monocyte count decreased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Prothrombin time prolonged 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Weight decreased 1 (3.6 ) 0 1 (3.6 ) 0 0 

Metabolism and nutrition disorders      

  -Total 11 (39.3) 2 (7.1 ) 2 (7.1 ) 6 (21.4) 1 (3.6 ) 

  Hypokalaemia 5 (17.9) 1 (3.6 ) 1 (3.6 ) 3 (10.7) 0 

  Hypophosphataemia 4 (14.3) 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 

  Hypocalcaemia 3 (10.7) 0 0 2 (7.1 ) 1 (3.6 ) 

  Decreased appetite 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Dehydration 2 (7.1 ) 0 0 2 (7.1 ) 0 

  Hyperglycaemia 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

  Hypomagnesaemia 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Fluid overload 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hyperkalaemia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Hypernatraemia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hypoalbuminaemia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hyponatraemia 1 (3.6 ) 0 0 1 (3.6 ) 0 



  

  

3995 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vitamin d deficiency 1 (3.6 ) 1 (3.6 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 8 (28.6) 3 (10.7) 3 (10.7) 2 (7.1 ) 0 

  Arthralgia 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 

  Myalgia 3 (10.7) 3 (10.7) 0 0 0 

  Pain in extremity 3 (10.7) 0 3 (10.7) 0 0 

  Back pain 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Joint effusion 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Muscular weakness 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Neck pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Osteoporosis 1 (3.6 ) 0 1 (3.6 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.6 ) 0 0 1 (3.6 ) 0 

Nervous system disorders      

  -Total 14 (50.0) 6 (21.4) 5 (17.9) 2 (7.1 ) 1 (3.6 ) 



  

  

3996 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Headache 9 (32.1) 5 (17.9) 3 (10.7) 1 (3.6 ) 0 

  Somnolence 2 (7.1 ) 0 0 2 (7.1 ) 0 

  Dizziness 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Dysarthria 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Encephalopathy 1 (3.6 ) 0 0 0 1 (3.6 ) 

  Facial paralysis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Head discomfort 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Intracranial pressure increased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Lethargy 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Neuralgia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Neuropathy peripheral 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Seizure 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Subdural hygroma 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Tremor 1 (3.6 ) 1 (3.6 ) 0 0 0 

Psychiatric disorders      

  -Total 8 (28.6) 4 (14.3) 4 (14.3) 0 0 

  Anxiety 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 

  Insomnia 3 (10.7) 1 (3.6 ) 2 (7.1 ) 0 0 



  

  

3997 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Irritability 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Agitation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Disorientation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hallucination 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Restlessness 1 (3.6 ) 0 1 (3.6 ) 0 0 

Renal and urinary disorders      

  -Total 4 (14.3) 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 

  Haematuria 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

  Proteinuria 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Renal impairment 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Urinary incontinence 1 (3.6 ) 1 (3.6 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 4 (14.3) 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 

  Metrorrhagia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Ovarian failure 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Perineal pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Vulvovaginal dryness 1 (3.6 ) 1 (3.6 ) 0 0 0 



  

  

3998 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vulvovaginal pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 12 (42.9) 6 (21.4) 4 (14.3) 2 (7.1 ) 0 

  Cough 5 (17.9) 3 (10.7) 2 (7.1 ) 0 0 

  Epistaxis 4 (14.3) 3 (10.7) 1 (3.6 ) 0 0 

  Hypoxia 3 (10.7) 1 (3.6 ) 0 2 (7.1 ) 0 

  Nasal congestion 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Oropharyngeal pain 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Rhinorrhoea 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Dyspnoea 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Increased upper airway secretion 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Nasal septum perforation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pharyngeal erythema 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pleural effusion 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Productive cough 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Rhinalgia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Sinus pain 1 (3.6 ) 1 (3.6 ) 0 0 0 



  

  

3999 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachypnoea 1 (3.6 ) 0 1 (3.6 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 11 (39.3) 8 (28.6) 2 (7.1 ) 1 (3.6 ) 0 

  Rash 6 (21.4) 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 

  Pruritus 3 (10.7) 3 (10.7) 0 0 0 

  Erythema 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Decubitus ulcer 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Dermatitis bullous 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Dry skin 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Eczema 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Hangnail 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Papule 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Petechiae 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Skin lesion 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Skin ulcer 1 (3.6 ) 1 (3.6 ) 0 0 0 

Vascular disorders      

  -Total 7 (25.0) 5 (17.9) 2 (7.1 ) 0 0 



  

  

4000 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypertension 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 0 

  Hypotension 3 (10.7) 3 (10.7) 0 0 0 

  Embolism 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Flushing 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Pallor 1 (3.6 ) 1 (3.6 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:22                                        Final 

 



  

  

4001 

Tabl e 169c  => Adverse events ( not disease rel ated) post CTL019 infusi on, reg ardl ess of study dr ug rel ationship, by primar y system organ class, preferred ter m, maxi mum CTC gr ade and R esponse s tatus  at study entr y (Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                         
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169c 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: within 8 weeks post infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 0 1 (100) 0 

Gastrointestinal disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Dyspepsia 1 (100) 1 (100) 0 0 0 

  Vomiting 1 (100) 0 1 (100) 0 0 

Immune system disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Cytokine release syndrome 1 (100) 0 0 1 (100) 0 

Infections and infestations      

  -Total 1 (100) 0 1 (100) 0 0 

  Paronychia 1 (100) 0 1 (100) 0 0 

Investigations      



  

  

4002 

Timing: within 8 weeks post infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (100) 0 1 (100) 0 0 

  Immunoglobulins decreased 1 (100) 0 1 (100) 0 0 

Metabolism and nutrition disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Hypokalaemia 1 (100) 0 1 (100) 0 0 

  Hyponatraemia 1 (100) 0 1 (100) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (100) 1 (100) 0 0 0 

  Rash 1 (100) 1 (100) 0 0 0 

Vascular disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Hypertension 1 (100) 0 0 1 (100) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:22                                        Final 



  

  

4003 

 
  



  

  

4004 

 



  

  

4005 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169c 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

68 (100) 7 (10.3) 12 (17.6) 19 (27.9) 30 (44.1) 

Blood and lymphatic system disorders      

  -Total 34 (50.0) 6 (8.8 ) 6 (8.8 ) 15 (22.1) 7 (10.3) 

  Anaemia 13 (19.1) 5 (7.4 ) 2 (2.9 ) 6 (8.8 ) 0 

  Neutropenia 8 (11.8) 0 0 2 (2.9 ) 6 (8.8 ) 

  Febrile neutropenia 5 (7.4 ) 0 1 (1.5 ) 4 (5.9 ) 0 

  Thrombocytopenia 4 (5.9 ) 0 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 

  Disseminated intravascular 
coagulation 

3 (4.4 ) 0 2 (2.9 ) 1 (1.5 ) 0 

  Bone marrow failure 2 (2.9 ) 0 0 2 (2.9 ) 0 

  B-cell aplasia 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Coagulation factor deficiency 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Leukopenia 1 (1.5 ) 0 0 1 (1.5 ) 0 



  

  

4006 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pancytopenia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Splenomegaly 1 (1.5 ) 1 (1.5 ) 0 0 0 

Cardiac disorders      

  -Total 15 (22.1) 10 (14.7) 3 (4.4 ) 2 (2.9 ) 0 

  Tachycardia 8 (11.8) 6 (8.8 ) 2 (2.9 ) 0 0 

  Sinus bradycardia 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Sinus tachycardia 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Left ventricular dysfunction 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Bradycardia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Cardiac discomfort 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Cardiac hypertrophy 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Pericardial effusion 1 (1.5 ) 0 1 (1.5 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Talipes 1 (1.5 ) 1 (1.5 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Vertigo 1 (1.5 ) 0 0 1 (1.5 ) 0 



  

  

4007 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Endocrine disorders      

  -Total 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Precocious puberty 1 (1.5 ) 1 (1.5 ) 0 0 0 

Eye disorders      

  -Total 7 (10.3) 4 (5.9 ) 2 (2.9 ) 1 (1.5 ) 0 

  Dry eye 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Amaurosis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Blepharospasm 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Conjunctival haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Diplopia 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Ocular hypertension 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Optic atrophy 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Vision blurred 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Vitreous opacities 1 (1.5 ) 1 (1.5 ) 0 0 0 

Gastrointestinal disorders      

  -Total 33 (48.5) 13 (19.1) 15 (22.1) 5 (7.4 ) 0 

  Diarrhoea 15 (22.1) 11 (16.2) 2 (2.9 ) 2 (2.9 ) 0 

  Nausea 11 (16.2) 1 (1.5 ) 9 (13.2) 1 (1.5 ) 0 

  Vomiting 9 (13.2) 7 (10.3) 2 (2.9 ) 0 0 



  

  

4008 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal pain 6 (8.8 ) 4 (5.9 ) 2 (2.9 ) 0 0 

  Abdominal pain upper 3 (4.4 ) 1 (1.5 ) 2 (2.9 ) 0 0 

  Constipation 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Paraesthesia oral 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Abdominal distension 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Anal fissure 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Anal fistula 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Anal haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Anal incontinence 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Gastrointestinal pain 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Gingival bleeding 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Gingival swelling 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hypoaesthesia oral 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Lip dry 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Lip haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Proctalgia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Rectal haemorrhage 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Rectal ulcer 1 (1.5 ) 0 0 1 (1.5 ) 0 



  

  

4009 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Stomatitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Upper gastrointestinal haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 37 (54.4) 16 (23.5) 13 (19.1) 7 (10.3) 1 (1.5 ) 

  Pyrexia 25 (36.8) 13 (19.1) 8 (11.8) 4 (5.9 ) 0 

  Fatigue 7 (10.3) 3 (4.4 ) 4 (5.9 ) 0 0 

  Face oedema 5 (7.4 ) 4 (5.9 ) 0 1 (1.5 ) 0 

  Oedema peripheral 4 (5.9 ) 4 (5.9 ) 0 0 0 

  Pain 4 (5.9 ) 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 0 

  Asthenia 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Catheter site haemorrhage 2 (2.9 ) 1 (1.5 ) 0 1 (1.5 ) 0 

  Catheter site pain 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Localised oedema 2 (2.9 ) 1 (1.5 ) 0 1 (1.5 ) 0 

  Catheter site erythema 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Catheter site pruritus 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Chills 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Drug withdrawal syndrome 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Mucosal inflammation 1 (1.5 ) 0 0 1 (1.5 ) 0 



  

  

4010 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Multiple organ dysfunction syndrome 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Non-cardiac chest pain 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Oedema 1 (1.5 ) 0 1 (1.5 ) 0 0 

Hepatobiliary disorders      

  -Total 6 (8.8 ) 2 (2.9 ) 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 

  Cholestasis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Gallbladder oedema 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Hepatic failure 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hepatic steatosis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Hepatocellular injury 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Hepatosplenomegaly 1 (1.5 ) 0 0 0 1 (1.5 ) 

Immune system disorders      

  -Total 51 (75.0) 11 (16.2) 18 (26.5) 9 (13.2) 13 (19.1) 

  Cytokine release syndrome 45 (66.2) 12 (17.6) 12 (17.6) 8 (11.8) 13 (19.1) 

  Hypogammaglobulinaemia 16 (23.5) 4 (5.9 ) 11 (16.2) 1 (1.5 ) 0 

  Allergy to immunoglobulin therapy 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

3 (4.4 ) 0 1 (1.5 ) 2 (2.9 ) 0 

  Atopy 1 (1.5 ) 1 (1.5 ) 0 0 0 



  

  

4011 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Drug hypersensitivity 1 (1.5 ) 0 1 (1.5 ) 0 0 

Infections and infestations      

  -Total 25 (36.8) 2 (2.9 ) 12 (17.6) 9 (13.2) 2 (2.9 ) 

  Candida infection 2 (2.9 ) 1 (1.5 ) 0 1 (1.5 ) 0 

  Device related infection 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Sepsis 2 (2.9 ) 0 0 1 (1.5 ) 1 (1.5 ) 

  Upper respiratory tract infection 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Vascular device infection 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Aspergillus infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Bacterial infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Bronchopulmonary aspergillosis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Cellulitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Cellulitis orbital 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Central nervous system infection 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Cerebral fungal infection 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Cystitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Eye infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Helminthic infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Herpes zoster 1 (1.5 ) 0 1 (1.5 ) 0 0 



  

  

4012 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Influenza 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Meningitis aseptic 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Nail infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Nasopharyngitis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Oral fungal infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Parotitis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Pneumonia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Pneumonia viral 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Pseudomembranous colitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Rash pustular 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Respiratory syncytial virus infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Respiratory tract infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Sinusitis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Systemic infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Urinary tract infection viral 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Viral upper respiratory tract infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Vulvitis 1 (1.5 ) 0 1 (1.5 ) 0 0 



  

  

4013 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural 
complications 

     

  -Total 8 (11.8) 1 (1.5 ) 6 (8.8 ) 1 (1.5 ) 0 

  Allergic transfusion reaction 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Contusion 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Fall 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Femoral neck fracture 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Infusion related reaction 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Periorbital haematoma 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Post procedural haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Procedural pain 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Stoma site erythema 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Stoma site haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Subcutaneous haematoma 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Thermal burn 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Transfusion reaction 1 (1.5 ) 1 (1.5 ) 0 0 0 

Investigations      

  -Total 38 (55.9) 5 (7.4 ) 8 (11.8) 10 (14.7) 15 (22.1) 

  Neutrophil count decreased 11 (16.2) 1 (1.5 ) 0 3 (4.4 ) 7 (10.3) 



  

  

4014 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 11 (16.2) 0 2 (2.9 ) 3 (4.4 ) 6 (8.8 ) 

  Platelet count decreased 9 (13.2) 1 (1.5 ) 2 (2.9 ) 3 (4.4 ) 3 (4.4 ) 

  Aspartate aminotransferase 
increased 

5 (7.4 ) 3 (4.4 ) 1 (1.5 ) 1 (1.5 ) 0 

  Blood fibrinogen decreased 5 (7.4 ) 0 2 (2.9 ) 3 (4.4 ) 0 

  Alanine aminotransferase increased 3 (4.4 ) 2 (2.9 ) 0 1 (1.5 ) 0 

  Blood bilirubin increased 3 (4.4 ) 0 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 

  Blood creatinine increased 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Immunoglobulins decreased 3 (4.4 ) 0 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 

  Lymphocyte count decreased 3 (4.4 ) 0 0 3 (4.4 ) 0 

  Prothrombin time prolonged 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Blood alkaline phosphatase 
increased 

2 (2.9 ) 2 (2.9 ) 0 0 0 

  C-reactive protein increased 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Serum ferritin increased 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (1.5 ) 1 (1.5 ) 0 0 0 

  Ammonia increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Antithrombin iii decreased 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Blood chloride increased 1 (1.5 ) 1 (1.5 ) 0 0 0 



  

  

4015 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood creatine phosphokinase 
increased 

1 (1.5 ) 0 0 0 1 (1.5 ) 

  Blood fibrinogen increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blood magnesium increased 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Blood potassium decreased 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Blood urea decreased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blood urea increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blood uric acid increased 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Blood urine present 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Chest x-ray abnormal 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Clostridium test positive 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (1.5 ) 1 (1.5 ) 0 0 0 

  Fungal test positive 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Gamma-glutamyltransferase 
increased 

1 (1.5 ) 0 1 (1.5 ) 0 0 

  Haemoglobin decreased 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Heart sounds abnormal 1 (1.5 ) 1 (1.5 ) 0 0 0 



  

  

4016 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  International normalised ratio 
increased 

1 (1.5 ) 1 (1.5 ) 0 0 0 

  Lipase increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Monocyte count decreased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Protein total decreased 1 (1.5 ) 0 1 (1.5 ) 0 0 

Metabolism and nutrition disorders      

  -Total 30 (44.1) 12 (17.6) 7 (10.3) 9 (13.2) 2 (2.9 ) 

  Hypokalaemia 14 (20.6) 7 (10.3) 1 (1.5 ) 6 (8.8 ) 0 

  Hypophosphataemia 9 (13.2) 6 (8.8 ) 1 (1.5 ) 2 (2.9 ) 0 

  Hypoalbuminaemia 7 (10.3) 2 (2.9 ) 4 (5.9 ) 1 (1.5 ) 0 

  Hypocalcaemia 7 (10.3) 1 (1.5 ) 2 (2.9 ) 2 (2.9 ) 2 (2.9 ) 

  Decreased appetite 6 (8.8 ) 4 (5.9 ) 1 (1.5 ) 1 (1.5 ) 0 

  Dehydration 3 (4.4 ) 0 1 (1.5 ) 2 (2.9 ) 0 

  Hypomagnesaemia 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Hyperglycaemia 2 (2.9 ) 1 (1.5 ) 0 1 (1.5 ) 0 

  Hyperphosphataemia 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Hyperuricaemia 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Fluid overload 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Fluid retention 1 (1.5 ) 0 1 (1.5 ) 0 0 



  

  

4017 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypercalcaemia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Hyperkalaemia 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hypernatraemia 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hyponatraemia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Tumour lysis syndrome 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Vitamin d deficiency 1 (1.5 ) 1 (1.5 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 18 (26.5) 9 (13.2) 6 (8.8 ) 3 (4.4 ) 0 

  Myalgia 6 (8.8 ) 5 (7.4 ) 1 (1.5 ) 0 0 

  Arthralgia 4 (5.9 ) 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 0 

  Pain in extremity 4 (5.9 ) 2 (2.9 ) 2 (2.9 ) 0 0 

  Muscular weakness 3 (4.4 ) 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 0 

  Bone pain 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Back pain 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Joint effusion 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Joint stiffness 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Osteonecrosis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Osteopenia 1 (1.5 ) 1 (1.5 ) 0 0 0 



  

  

4018 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 3 (4.4 ) 0 0 1 (1.5 ) 2 (2.9 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (1.5 ) 0 0 0 1 (1.5 ) 

  Leukaemia 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Neoplasm progression 1 (1.5 ) 0 0 1 (1.5 ) 0 

Nervous system disorders      

  -Total 27 (39.7) 9 (13.2) 11 (16.2) 6 (8.8 ) 1 (1.5 ) 

  Headache 12 (17.6) 5 (7.4 ) 6 (8.8 ) 1 (1.5 ) 0 

  Seizure 6 (8.8 ) 1 (1.5 ) 3 (4.4 ) 2 (2.9 ) 0 

  Tremor 4 (5.9 ) 3 (4.4 ) 1 (1.5 ) 0 0 

  Encephalopathy 2 (2.9 ) 0 0 1 (1.5 ) 1 (1.5 ) 

  Intention tremor 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Somnolence 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Cerebral atrophy 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Depressed level of consciousness 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Dizziness 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Dysgeusia 1 (1.5 ) 1 (1.5 ) 0 0 0 



  

  

4019 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dyskinesia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Head discomfort 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Hyperkinesia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Lethargy 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Nervous system disorder 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Neuralgia 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Neurological decompensation 1 (1.5 ) 0 1 (1.5 ) 0 0 

Product issues      

  -Total 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Device occlusion 1 (1.5 ) 0 1 (1.5 ) 0 0 

Psychiatric disorders      

  -Total 15 (22.1) 7 (10.3) 7 (10.3) 1 (1.5 ) 0 

  Anxiety 4 (5.9 ) 2 (2.9 ) 2 (2.9 ) 0 0 

  Insomnia 4 (5.9 ) 1 (1.5 ) 3 (4.4 ) 0 0 

  Agitation 3 (4.4 ) 0 2 (2.9 ) 1 (1.5 ) 0 

  Confusional state 2 (2.9 ) 0 1 (1.5 ) 1 (1.5 ) 0 

  Delirium 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Disorientation 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Irritability 2 (2.9 ) 2 (2.9 ) 0 0 0 



  

  

4020 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hallucination 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Initial insomnia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Restlessness 1 (1.5 ) 0 1 (1.5 ) 0 0 

Renal and urinary disorders      

  -Total 11 (16.2) 4 (5.9 ) 5 (7.4 ) 1 (1.5 ) 1 (1.5 ) 

  Acute kidney injury 3 (4.4 ) 0 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 

  Dysuria 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Haematuria 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Polyuria 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Chromaturia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Proteinuria 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Renal impairment 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Urinary incontinence 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Urinary tract disorder 1 (1.5 ) 0 1 (1.5 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Scrotal oedema 1 (1.5 ) 1 (1.5 ) 0 0 0 



  

  

4021 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 20 (29.4) 8 (11.8) 6 (8.8 ) 5 (7.4 ) 1 (1.5 ) 

  Hypoxia 8 (11.8) 1 (1.5 ) 3 (4.4 ) 3 (4.4 ) 1 (1.5 ) 

  Cough 6 (8.8 ) 4 (5.9 ) 2 (2.9 ) 0 0 

  Epistaxis 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Oropharyngeal pain 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Tachypnoea 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Pleural effusion 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Rhinorrhoea 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Apnoea 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Dyspnoea 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Increased upper airway secretion 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Lung disorder 1 (1.5 ) 0 0 1 (1.5 ) 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 24 (35.3) 18 (26.5) 5 (7.4 ) 1 (1.5 ) 0 

  Rash 8 (11.8) 6 (8.8 ) 1 (1.5 ) 1 (1.5 ) 0 

  Pruritus 6 (8.8 ) 5 (7.4 ) 1 (1.5 ) 0 0 



  

  

4022 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Erythema 5 (7.4 ) 4 (5.9 ) 1 (1.5 ) 0 0 

  Petechiae 4 (5.9 ) 3 (4.4 ) 1 (1.5 ) 0 0 

  Dry skin 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Papule 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Urticaria 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Acne 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Decubitus ulcer 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Dermatitis acneiform 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Hangnail 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Ingrowing nail 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Skin discolouration 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Skin exfoliation 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Skin lesion 1 (1.5 ) 1 (1.5 ) 0 0 0 

Vascular disorders      

  -Total 17 (25.0) 8 (11.8) 3 (4.4 ) 6 (8.8 ) 0 

  Hypertension 6 (8.8 ) 3 (4.4 ) 1 (1.5 ) 2 (2.9 ) 0 

  Hypotension 6 (8.8 ) 4 (5.9 ) 0 2 (2.9 ) 0 

  Capillary leak syndrome 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Hot flush 1 (1.5 ) 1 (1.5 ) 0 0 0 



  

  

4023 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Jugular vein thrombosis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Lymphoedema 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Pallor 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Vascular occlusion 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Venous thrombosis limb 1 (1.5 ) 0 1 (1.5 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4024 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169c 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4025 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169c 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

48 (81.4) 9 (15.3) 12 (20.3) 19 (32.2) 8 (13.6) 

Blood and lymphatic system disorders      

  -Total 13 (22.0) 2 (3.4 ) 4 (6.8 ) 7 (11.9) 0 

  Anaemia 6 (10.2) 1 (1.7 ) 2 (3.4 ) 3 (5.1 ) 0 

  Thrombocytopenia 4 (6.8 ) 0 2 (3.4 ) 2 (3.4 ) 0 

  Neutropenia 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  B-cell aplasia 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Febrile neutropenia 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Leukocytosis 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Lymphopenia 1 (1.7 ) 0 0 1 (1.7 ) 0 

Cardiac disorders      

  -Total 3 (5.1 ) 3 (5.1 ) 0 0 0 



  

  

4026 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus tachycardia 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Tachycardia 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Sinus bradycardia 1 (1.7 ) 1 (1.7 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Ear pain 1 (1.7 ) 1 (1.7 ) 0 0 0 

Endocrine disorders      

  -Total 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Hypothyroidism 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (1.7 ) 1 (1.7 ) 0 0 0 

Eye disorders      

  -Total 7 (11.9) 5 (8.5 ) 2 (3.4 ) 0 0 

  Eye pain 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Astigmatism 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Blepharitis 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Blindness unilateral 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Conjunctivitis allergic 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Eye pruritus 1 (1.7 ) 1 (1.7 ) 0 0 0 



  

  

4027 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypermetropia 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Lacrimation increased 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Ocular hyperaemia 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Visual impairment 1 (1.7 ) 1 (1.7 ) 0 0 0 

Gastrointestinal disorders      

  -Total 17 (28.8) 9 (15.3) 8 (13.6) 0 0 

  Constipation 6 (10.2) 4 (6.8 ) 2 (3.4 ) 0 0 

  Nausea 6 (10.2) 3 (5.1 ) 3 (5.1 ) 0 0 

  Abdominal pain 5 (8.5 ) 3 (5.1 ) 2 (3.4 ) 0 0 

  Vomiting 5 (8.5 ) 3 (5.1 ) 2 (3.4 ) 0 0 

  Diarrhoea 4 (6.8 ) 1 (1.7 ) 3 (5.1 ) 0 0 

  Abdominal distension 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Stomatitis 2 (3.4 ) 0 2 (3.4 ) 0 0 

  Abdominal pain lower 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Abdominal pain upper 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Dental caries 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Gastrointestinal motility disorder 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Gingival bleeding 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Oral pain 1 (1.7 ) 0 1 (1.7 ) 0 0 



  

  

4028 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Periodontal disease 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Proctalgia 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Toothache 1 (1.7 ) 1 (1.7 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 18 (30.5) 8 (13.6) 9 (15.3) 1 (1.7 ) 0 

  Pyrexia 14 (23.7) 4 (6.8 ) 9 (15.3) 1 (1.7 ) 0 

  Chills 3 (5.1 ) 1 (1.7 ) 2 (3.4 ) 0 0 

  Gait disturbance 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Axillary pain 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Catheter site erythema 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Face oedema 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Facial pain 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Fatigue 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Generalised oedema 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Localised oedema 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Malaise 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Non-cardiac chest pain 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Oedema peripheral 1 (1.7 ) 0 1 (1.7 ) 0 0 



  

  

4029 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain 1 (1.7 ) 1 (1.7 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Hepatotoxicity 1 (1.7 ) 0 1 (1.7 ) 0 0 

Immune system disorders      

  -Total 9 (15.3) 4 (6.8 ) 4 (6.8 ) 1 (1.7 ) 0 

  Hypogammaglobulinaemia 5 (8.5 ) 2 (3.4 ) 2 (3.4 ) 1 (1.7 ) 0 

  Allergy to immunoglobulin therapy 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Drug hypersensitivity 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Cytokine release syndrome 1 (1.7 ) 0 1 (1.7 ) 0 0 

Infections and infestations      

  -Total 35 (59.3) 9 (15.3) 12 (20.3) 13 (22.0) 1 (1.7 ) 

  Nasopharyngitis 8 (13.6) 7 (11.9) 1 (1.7 ) 0 0 

  Rhinitis 5 (8.5 ) 4 (6.8 ) 1 (1.7 ) 0 0 

  Upper respiratory tract infection 5 (8.5 ) 2 (3.4 ) 3 (5.1 ) 0 0 

  Herpes zoster 4 (6.8 ) 0 3 (5.1 ) 1 (1.7 ) 0 

  Gastroenteritis 3 (5.1 ) 3 (5.1 ) 0 0 0 

  Rash pustular 3 (5.1 ) 3 (5.1 ) 0 0 0 

  Bronchitis 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 



  

  

4030 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Device related infection 2 (3.4 ) 0 0 2 (3.4 ) 0 

  Enterovirus infection 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Oral herpes 2 (3.4 ) 0 2 (3.4 ) 0 0 

  Otitis externa 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Otitis media 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Pneumonia 2 (3.4 ) 0 0 2 (3.4 ) 0 

  Sinusitis 2 (3.4 ) 0 1 (1.7 ) 1 (1.7 ) 0 

  Alternaria infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Aspergillus infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Atypical pneumonia 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Bacterial infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Body tinea 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Candida infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Catheter site infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Cellulitis 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Central nervous system infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Conjunctivitis 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Conjunctivitis viral 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Enterococcal infection 1 (1.7 ) 0 0 1 (1.7 ) 0 



  

  

4031 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Escherichia urinary tract infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Folliculitis 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Gastrointestinal infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Impetigo 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Influenza 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Laryngitis 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Meningitis aseptic 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Molluscum contagiosum 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Mucosal infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Otitis media acute 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Parainfluenzae virus infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Paronychia 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Periorbital cellulitis 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Pharyngitis 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Pneumonia haemophilus 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Respiratory syncytial virus infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Rhinovirus infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Sepsis 1 (1.7 ) 0 0 0 1 (1.7 ) 

  Septic shock 1 (1.7 ) 0 0 1 (1.7 ) 0 



  

  

4032 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Skin infection 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Tinea pedis 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Tonsillitis 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Tooth infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Viral upper respiratory tract infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 6 (10.2) 2 (3.4 ) 4 (6.8 ) 0 0 

  Contusion 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Fall 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Infusion related reaction 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Ligament sprain 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Procedural pain 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Skin abrasion 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Splinter 1 (1.7 ) 1 (1.7 ) 0 0 0 

Investigations      

  -Total 20 (33.9) 5 (8.5 ) 5 (8.5 ) 5 (8.5 ) 5 (8.5 ) 

  Platelet count decreased 8 (13.6) 3 (5.1 ) 2 (3.4 ) 1 (1.7 ) 2 (3.4 ) 

  White blood cell count decreased 7 (11.9) 2 (3.4 ) 0 3 (5.1 ) 2 (3.4 ) 



  

  

4033 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alanine aminotransferase increased 6 (10.2) 3 (5.1 ) 1 (1.7 ) 1 (1.7 ) 1 (1.7 ) 

  Aspartate aminotransferase 
increased 

6 (10.2) 4 (6.8 ) 0 1 (1.7 ) 1 (1.7 ) 

  Neutrophil count decreased 6 (10.2) 0 0 3 (5.1 ) 3 (5.1 ) 

  Lymphocyte count decreased 2 (3.4 ) 1 (1.7 ) 0 1 (1.7 ) 0 

  Activated partial thromboplastin time 
prolonged 

1 (1.7 ) 1 (1.7 ) 0 0 0 

  Blood alkaline phosphatase 
increased 

1 (1.7 ) 1 (1.7 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (1.7 ) 1 (1.7 ) 0 0 0 

  Chlamydia test positive 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Cytomegalovirus test positive 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Gamma-glutamyltransferase 
increased 

1 (1.7 ) 0 1 (1.7 ) 0 0 

  Immunoglobulins decreased 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Lymph node palpable 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Vitamin d decreased 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Weight decreased 1 (1.7 ) 0 1 (1.7 ) 0 0 

Metabolism and nutrition disorders      



  

  

4034 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 10 (16.9) 4 (6.8 ) 4 (6.8 ) 2 (3.4 ) 0 

  Hypomagnesaemia 4 (6.8 ) 3 (5.1 ) 1 (1.7 ) 0 0 

  Decreased appetite 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Hyperglycaemia 2 (3.4 ) 1 (1.7 ) 0 1 (1.7 ) 0 

  Hyperkalaemia 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Hyperuricaemia 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Hypokalaemia 2 (3.4 ) 1 (1.7 ) 0 1 (1.7 ) 0 

  Hypophosphataemia 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Dehydration 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Hypercalcaemia 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Hyperferritinaemia 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Hypoalbuminaemia 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Hypocalcaemia 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Lactic acidosis 1 (1.7 ) 0 0 1 (1.7 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 12 (20.3) 4 (6.8 ) 7 (11.9) 1 (1.7 ) 0 

  Arthralgia 6 (10.2) 1 (1.7 ) 4 (6.8 ) 1 (1.7 ) 0 

  Back pain 5 (8.5 ) 3 (5.1 ) 2 (3.4 ) 0 0 



  

  

4035 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain in extremity 4 (6.8 ) 1 (1.7 ) 3 (5.1 ) 0 0 

  Neck pain 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Bone pain 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Muscular weakness 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Osteopenia 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Osteoporosis 1 (1.7 ) 0 1 (1.7 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 3 (5.1 ) 0 0 1 (1.7 ) 2 (3.4 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (3.4 ) 0 0 1 (1.7 ) 1 (1.7 ) 

  B precursor type acute leukaemia 1 (1.7 ) 0 0 0 1 (1.7 ) 

Nervous system disorders      

  -Total 8 (13.6) 3 (5.1 ) 5 (8.5 ) 0 0 

  Headache 5 (8.5 ) 4 (6.8 ) 1 (1.7 ) 0 0 

  Dizziness 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Dysarthria 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Facial paralysis 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Hemiparesis 1 (1.7 ) 0 1 (1.7 ) 0 0 



  

  

4036 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Intracranial pressure increased 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Lethargy 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Neuralgia 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Neuropathy peripheral 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Subdural hygroma 1 (1.7 ) 0 1 (1.7 ) 0 0 

Psychiatric disorders      

  -Total 4 (6.8 ) 3 (5.1 ) 1 (1.7 ) 0 0 

  Agitation 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Anxiety 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Confusional state 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Insomnia 1 (1.7 ) 1 (1.7 ) 0 0 0 

Renal and urinary disorders      

  -Total 2 (3.4 ) 1 (1.7 ) 0 1 (1.7 ) 0 

  Haematuria 2 (3.4 ) 1 (1.7 ) 0 1 (1.7 ) 0 

  Proteinuria 1 (1.7 ) 0 1 (1.7 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 4 (6.8 ) 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 

  Metrorrhagia 1 (1.7 ) 1 (1.7 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ovarian failure 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Perineal pain 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Vulvovaginal dryness 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Vulvovaginal pain 1 (1.7 ) 0 1 (1.7 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 15 (25.4) 9 (15.3) 4 (6.8 ) 2 (3.4 ) 0 

  Cough 10 (16.9) 8 (13.6) 2 (3.4 ) 0 0 

  Epistaxis 5 (8.5 ) 4 (6.8 ) 1 (1.7 ) 0 0 

  Nasal congestion 4 (6.8 ) 4 (6.8 ) 0 0 0 

  Oropharyngeal pain 3 (5.1 ) 1 (1.7 ) 2 (3.4 ) 0 0 

  Dyspnoea 2 (3.4 ) 0 2 (3.4 ) 0 0 

  Hypoxia 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Nasal septum perforation 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Pharyngeal erythema 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Productive cough 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Pulmonary granuloma 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Rhinalgia 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Rhinorrhoea 1 (1.7 ) 0 1 (1.7 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rhonchi 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Sinus pain 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Stridor 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Tachypnoea 1 (1.7 ) 0 1 (1.7 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 14 (23.7) 10 (16.9) 4 (6.8 ) 0 0 

  Eczema 3 (5.1 ) 2 (3.4 ) 1 (1.7 ) 0 0 

  Dry skin 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Ingrowing nail 2 (3.4 ) 0 2 (3.4 ) 0 0 

  Petechiae 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Pruritus 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Rash 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Alopecia 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Dermatitis 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Dermatitis bullous 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Erythema 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Hangnail 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Skin ulcer 1 (1.7 ) 1 (1.7 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders      

  -Total 4 (6.8 ) 2 (3.4 ) 2 (3.4 ) 0 0 

  Pallor 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Embolism 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Flushing 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Hypertension 1 (1.7 ) 0 1 (1.7 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4040 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169c 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4041 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169c 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

5 (25.0) 2 (10.0) 1 (5.0 ) 2 (10.0) 0 

Eye disorders      

  -Total 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Keratitis 1 (5.0 ) 0 0 1 (5.0 ) 0 

Infections and infestations      

  -Total 2 (10.0) 1 (5.0 ) 1 (5.0 ) 0 0 

  Infection 1 (5.0 ) 0 1 (5.0 ) 0 0 

  Rhinitis 1 (5.0 ) 1 (5.0 ) 0 0 0 

Investigations      

  -Total 1 (5.0 ) 1 (5.0 ) 0 0 0 

  Lymphocyte count decreased 1 (5.0 ) 1 (5.0 ) 0 0 0 



  

  

4042 

Timing: >1 year post-CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.0 ) 0 0 1 (5.0 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169c 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 0 1 (100) 0 

Gastrointestinal disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Dyspepsia 1 (100) 1 (100) 0 0 0 

  Vomiting 1 (100) 0 1 (100) 0 0 

Immune system disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Cytokine release syndrome 1 (100) 0 0 1 (100) 0 

Infections and infestations      

  -Total 1 (100) 0 1 (100) 0 0 

  Paronychia 1 (100) 0 1 (100) 0 0 

Investigations      



  

  

4044 

Timing: Any time post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (100) 0 1 (100) 0 0 

  Immunoglobulins decreased 1 (100) 0 1 (100) 0 0 

Metabolism and nutrition disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Hypokalaemia 1 (100) 0 1 (100) 0 0 

  Hyponatraemia 1 (100) 0 1 (100) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (100) 1 (100) 0 0 0 

  Rash 1 (100) 1 (100) 0 0 0 

Vascular disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Hypertension 1 (100) 0 0 1 (100) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4046 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169c 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

68 (100) 3 (4.4 ) 7 (10.3) 25 (36.8) 33 (48.5) 

Blood and lymphatic system disorders      

  -Total 38 (55.9) 5 (7.4 ) 8 (11.8) 18 (26.5) 7 (10.3) 

  Anaemia 14 (20.6) 4 (5.9 ) 3 (4.4 ) 7 (10.3) 0 

  Neutropenia 10 (14.7) 1 (1.5 ) 1 (1.5 ) 2 (2.9 ) 6 (8.8 ) 

  Febrile neutropenia 6 (8.8 ) 1 (1.5 ) 1 (1.5 ) 4 (5.9 ) 0 

  Thrombocytopenia 6 (8.8 ) 0 2 (2.9 ) 3 (4.4 ) 1 (1.5 ) 

  Disseminated intravascular 
coagulation 

3 (4.4 ) 0 2 (2.9 ) 1 (1.5 ) 0 

  B-cell aplasia 2 (2.9 ) 0 1 (1.5 ) 1 (1.5 ) 0 

  Bone marrow failure 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Coagulation factor deficiency 1 (1.5 ) 0 0 1 (1.5 ) 0 



  

  

4047 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Leukocytosis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Leukopenia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Lymphopenia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Pancytopenia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Splenomegaly 1 (1.5 ) 1 (1.5 ) 0 0 0 

Cardiac disorders      

  -Total 15 (22.1) 10 (14.7) 3 (4.4 ) 2 (2.9 ) 0 

  Tachycardia 9 (13.2) 7 (10.3) 2 (2.9 ) 0 0 

  Sinus tachycardia 4 (5.9 ) 4 (5.9 ) 0 0 0 

  Sinus bradycardia 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Left ventricular dysfunction 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Bradycardia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Cardiac discomfort 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Cardiac hypertrophy 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Pericardial effusion 1 (1.5 ) 0 1 (1.5 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Talipes 1 (1.5 ) 1 (1.5 ) 0 0 0 



  

  

4048 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Ear and labyrinth disorders      

  -Total 2 (2.9 ) 1 (1.5 ) 0 1 (1.5 ) 0 

  Ear pain 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Vertigo 1 (1.5 ) 0 0 1 (1.5 ) 0 

Endocrine disorders      

  -Total 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Hypothyroidism 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (1.5 ) 1 (1.5 ) 0 0 0 

  Precocious puberty 1 (1.5 ) 1 (1.5 ) 0 0 0 

Eye disorders      

  -Total 12 (17.6) 6 (8.8 ) 4 (5.9 ) 2 (2.9 ) 0 

  Dry eye 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Eye pain 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Amaurosis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Astigmatism 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blepharitis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blepharospasm 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blindness unilateral 1 (1.5 ) 1 (1.5 ) 0 0 0 



  

  

4049 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Conjunctival haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Conjunctivitis allergic 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Diplopia 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Eye pruritus 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Hypermetropia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Keratitis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Lacrimation increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Ocular hyperaemia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Ocular hypertension 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Optic atrophy 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Vision blurred 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Visual impairment 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Vitreous opacities 1 (1.5 ) 1 (1.5 ) 0 0 0 

Gastrointestinal disorders      

  -Total 41 (60.3) 17 (25.0) 19 (27.9) 5 (7.4 ) 0 

  Diarrhoea 17 (25.0) 11 (16.2) 4 (5.9 ) 2 (2.9 ) 0 

  Nausea 16 (23.5) 4 (5.9 ) 11 (16.2) 1 (1.5 ) 0 

  Vomiting 12 (17.6) 8 (11.8) 4 (5.9 ) 0 0 

  Abdominal pain 8 (11.8) 4 (5.9 ) 4 (5.9 ) 0 0 



  

  

4050 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Constipation 7 (10.3) 5 (7.4 ) 2 (2.9 ) 0 0 

  Abdominal pain upper 4 (5.9 ) 2 (2.9 ) 2 (2.9 ) 0 0 

  Abdominal distension 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Stomatitis 3 (4.4 ) 0 3 (4.4 ) 0 0 

  Gingival bleeding 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Paraesthesia oral 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Proctalgia 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Abdominal pain lower 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Anal fissure 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Anal fistula 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Anal haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Anal incontinence 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Dental caries 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Gastrointestinal motility disorder 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Gastrointestinal pain 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Gingival swelling 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hypoaesthesia oral 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Lip dry 1 (1.5 ) 1 (1.5 ) 0 0 0 



  

  

4051 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lip haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Oral pain 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Periodontal disease 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Rectal haemorrhage 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Rectal ulcer 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Toothache 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Upper gastrointestinal haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 45 (66.2) 19 (27.9) 17 (25.0) 8 (11.8) 1 (1.5 ) 

  Pyrexia 33 (48.5) 14 (20.6) 14 (20.6) 5 (7.4 ) 0 

  Fatigue 7 (10.3) 3 (4.4 ) 4 (5.9 ) 0 0 

  Face oedema 6 (8.8 ) 5 (7.4 ) 0 1 (1.5 ) 0 

  Oedema peripheral 5 (7.4 ) 4 (5.9 ) 1 (1.5 ) 0 0 

  Pain 5 (7.4 ) 2 (2.9 ) 2 (2.9 ) 1 (1.5 ) 0 

  Chills 4 (5.9 ) 1 (1.5 ) 3 (4.4 ) 0 0 

  Localised oedema 3 (4.4 ) 2 (2.9 ) 0 1 (1.5 ) 0 

  Asthenia 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Catheter site erythema 2 (2.9 ) 2 (2.9 ) 0 0 0 



  

  

4052 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Catheter site haemorrhage 2 (2.9 ) 1 (1.5 ) 0 1 (1.5 ) 0 

  Catheter site pain 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Gait disturbance 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Non-cardiac chest pain 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Axillary pain 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Catheter site pruritus 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Drug withdrawal syndrome 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Facial pain 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Generalised oedema 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Malaise 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Mucosal inflammation 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Multiple organ dysfunction syndrome 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Oedema 1 (1.5 ) 0 1 (1.5 ) 0 0 

Hepatobiliary disorders      

  -Total 7 (10.3) 2 (2.9 ) 2 (2.9 ) 2 (2.9 ) 1 (1.5 ) 

  Cholestasis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Gallbladder oedema 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Hepatic failure 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hepatic steatosis 1 (1.5 ) 1 (1.5 ) 0 0 0 



  

  

4053 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hepatocellular injury 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Hepatosplenomegaly 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Hepatotoxicity 1 (1.5 ) 0 1 (1.5 ) 0 0 

Immune system disorders      

  -Total 53 (77.9) 9 (13.2) 21 (30.9) 10 (14.7) 13 (19.1) 

  Cytokine release syndrome 46 (67.6) 12 (17.6) 13 (19.1) 8 (11.8) 13 (19.1) 

  Hypogammaglobulinaemia 21 (30.9) 6 (8.8 ) 13 (19.1) 2 (2.9 ) 0 

  Allergy to immunoglobulin therapy 4 (5.9 ) 2 (2.9 ) 2 (2.9 ) 0 0 

  Drug hypersensitivity 3 (4.4 ) 1 (1.5 ) 2 (2.9 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

3 (4.4 ) 0 1 (1.5 ) 2 (2.9 ) 0 

  Atopy 1 (1.5 ) 1 (1.5 ) 0 0 0 

Infections and infestations      

  -Total 44 (64.7) 6 (8.8 ) 17 (25.0) 18 (26.5) 3 (4.4 ) 

  Nasopharyngitis 9 (13.2) 8 (11.8) 1 (1.5 ) 0 0 

  Upper respiratory tract infection 7 (10.3) 2 (2.9 ) 5 (7.4 ) 0 0 

  Herpes zoster 5 (7.4 ) 0 4 (5.9 ) 1 (1.5 ) 0 

  Rhinitis 5 (7.4 ) 4 (5.9 ) 1 (1.5 ) 0 0 

  Device related infection 4 (5.9 ) 0 2 (2.9 ) 2 (2.9 ) 0 



  

  

4054 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Candida infection 3 (4.4 ) 1 (1.5 ) 0 2 (2.9 ) 0 

  Gastroenteritis 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Pneumonia 3 (4.4 ) 0 0 3 (4.4 ) 0 

  Rash pustular 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Sepsis 3 (4.4 ) 0 0 1 (1.5 ) 2 (2.9 ) 

  Sinusitis 3 (4.4 ) 0 1 (1.5 ) 2 (2.9 ) 0 

  Aspergillus infection 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Bacterial infection 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Bronchitis 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Cellulitis 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Enterovirus infection 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Infection 2 (2.9 ) 0 1 (1.5 ) 1 (1.5 ) 0 

  Influenza 2 (2.9 ) 1 (1.5 ) 0 1 (1.5 ) 0 

  Oral herpes 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Otitis externa 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Otitis media 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Respiratory syncytial virus infection 2 (2.9 ) 0 1 (1.5 ) 1 (1.5 ) 0 

  Vascular device infection 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Viral upper respiratory tract infection 2 (2.9 ) 0 2 (2.9 ) 0 0 



  

  

4055 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alternaria infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Atypical pneumonia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Body tinea 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Bronchopulmonary aspergillosis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Catheter site infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Cellulitis orbital 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Central nervous system infection 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Cerebral fungal infection 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Conjunctivitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Conjunctivitis viral 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Cystitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Enterococcal infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Escherichia urinary tract infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Eye infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Folliculitis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Gastrointestinal infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Helminthic infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Impetigo 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Laryngitis 1 (1.5 ) 1 (1.5 ) 0 0 0 



  

  

4056 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Meningitis aseptic 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Molluscum contagiosum 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Mucosal infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Nail infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Oral fungal infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Otitis media acute 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Parainfluenzae virus infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Paronychia 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Parotitis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Periorbital cellulitis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Pharyngitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Pneumonia haemophilus 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Pneumonia viral 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Pseudomembranous colitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Respiratory tract infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Rhinovirus infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Septic shock 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Skin infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Systemic infection 1 (1.5 ) 0 0 1 (1.5 ) 0 



  

  

4057 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tinea pedis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Tonsillitis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Tooth infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Urinary tract infection viral 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Vulvitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 12 (17.6) 3 (4.4 ) 8 (11.8) 1 (1.5 ) 0 

  Contusion 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Allergic transfusion reaction 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Fall 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Procedural pain 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Femoral neck fracture 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Infusion related reaction 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Ligament sprain 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Periorbital haematoma 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Post procedural haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Skin abrasion 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Splinter 1 (1.5 ) 1 (1.5 ) 0 0 0 



  

  

4058 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Stoma site erythema 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Stoma site haemorrhage 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Subcutaneous haematoma 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Thermal burn 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Transfusion reaction 1 (1.5 ) 1 (1.5 ) 0 0 0 

Investigations      

  -Total 38 (55.9) 4 (5.9 ) 7 (10.3) 11 (16.2) 16 (23.5) 

  White blood cell count decreased 14 (20.6) 1 (1.5 ) 2 (2.9 ) 4 (5.9 ) 7 (10.3) 

  Neutrophil count decreased 11 (16.2) 1 (1.5 ) 0 2 (2.9 ) 8 (11.8) 

  Platelet count decreased 10 (14.7) 1 (1.5 ) 2 (2.9 ) 2 (2.9 ) 5 (7.4 ) 

  Aspartate aminotransferase 
increased 

8 (11.8) 4 (5.9 ) 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 

  Alanine aminotransferase increased 7 (10.3) 3 (4.4 ) 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 

  Blood fibrinogen decreased 5 (7.4 ) 0 2 (2.9 ) 3 (4.4 ) 0 

  Lymphocyte count decreased 5 (7.4 ) 1 (1.5 ) 0 4 (5.9 ) 0 

  Immunoglobulins decreased 4 (5.9 ) 0 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 

  Blood bilirubin increased 3 (4.4 ) 0 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 

  Blood creatinine increased 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Prothrombin time prolonged 3 (4.4 ) 3 (4.4 ) 0 0 0 



  

  

4059 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Activated partial thromboplastin time 
prolonged 

2 (2.9 ) 2 (2.9 ) 0 0 0 

  Blood alkaline phosphatase 
increased 

2 (2.9 ) 2 (2.9 ) 0 0 0 

  C-reactive protein increased 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Gamma-glutamyltransferase 
increased 

2 (2.9 ) 0 2 (2.9 ) 0 0 

  Serum ferritin increased 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Ammonia increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Antithrombin iii decreased 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Blood chloride increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blood creatine phosphokinase 
increased 

1 (1.5 ) 0 0 0 1 (1.5 ) 

  Blood fibrinogen increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blood magnesium increased 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Blood potassium decreased 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Blood urea decreased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Blood urea increased 1 (1.5 ) 1 (1.5 ) 0 0 0 



  

  

4060 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood uric acid increased 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Blood urine present 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Chest x-ray abnormal 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Chlamydia test positive 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Clostridium test positive 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Cytomegalovirus test positive 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (1.5 ) 1 (1.5 ) 0 0 0 

  Fungal test positive 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Haemoglobin decreased 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Heart sounds abnormal 1 (1.5 ) 1 (1.5 ) 0 0 0 

  International normalised ratio 
increased 

1 (1.5 ) 1 (1.5 ) 0 0 0 

  Lipase increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Lymph node palpable 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Monocyte count decreased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Protein total decreased 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Vitamin d decreased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Weight decreased 1 (1.5 ) 0 1 (1.5 ) 0 0 



  

  

4061 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders      

  -Total 33 (48.5) 12 (17.6) 8 (11.8) 11 (16.2) 2 (2.9 ) 

  Hypokalaemia 14 (20.6) 6 (8.8 ) 1 (1.5 ) 7 (10.3) 0 

  Hypophosphataemia 10 (14.7) 6 (8.8 ) 2 (2.9 ) 2 (2.9 ) 0 

  Decreased appetite 8 (11.8) 6 (8.8 ) 1 (1.5 ) 1 (1.5 ) 0 

  Hypoalbuminaemia 8 (11.8) 3 (4.4 ) 4 (5.9 ) 1 (1.5 ) 0 

  Hypocalcaemia 8 (11.8) 1 (1.5 ) 3 (4.4 ) 2 (2.9 ) 2 (2.9 ) 

  Hypomagnesaemia 7 (10.3) 6 (8.8 ) 1 (1.5 ) 0 0 

  Hyperglycaemia 4 (5.9 ) 2 (2.9 ) 0 2 (2.9 ) 0 

  Hyperuricaemia 4 (5.9 ) 4 (5.9 ) 0 0 0 

  Dehydration 3 (4.4 ) 0 1 (1.5 ) 2 (2.9 ) 0 

  Hyperkalaemia 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Hypercalcaemia 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Hyperphosphataemia 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Fluid overload 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Fluid retention 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hyperferritinaemia 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hypernatraemia 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hyponatraemia 1 (1.5 ) 0 0 1 (1.5 ) 0 



  

  

4062 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lactic acidosis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Tumour lysis syndrome 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Vitamin d deficiency 1 (1.5 ) 1 (1.5 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 23 (33.8) 8 (11.8) 11 (16.2) 4 (5.9 ) 0 

  Arthralgia 9 (13.2) 1 (1.5 ) 6 (8.8 ) 2 (2.9 ) 0 

  Pain in extremity 7 (10.3) 3 (4.4 ) 4 (5.9 ) 0 0 

  Back pain 6 (8.8 ) 4 (5.9 ) 2 (2.9 ) 0 0 

  Myalgia 6 (8.8 ) 5 (7.4 ) 1 (1.5 ) 0 0 

  Bone pain 3 (4.4 ) 0 3 (4.4 ) 0 0 

  Muscular weakness 3 (4.4 ) 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 0 

  Neck pain 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Osteopenia 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Joint effusion 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Joint stiffness 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Osteonecrosis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Osteoporosis 1 (1.5 ) 0 1 (1.5 ) 0 0 



  

  

4063 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 7 (10.3) 0 0 3 (4.4 ) 4 (5.9 ) 

  Acute lymphocytic leukaemia 
recurrent 

4 (5.9 ) 0 0 2 (2.9 ) 2 (2.9 ) 

  B precursor type acute leukaemia 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Leukaemia 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Neoplasm progression 1 (1.5 ) 0 0 1 (1.5 ) 0 

Nervous system disorders      

  -Total 31 (45.6) 9 (13.2) 15 (22.1) 6 (8.8 ) 1 (1.5 ) 

  Headache 16 (23.5) 8 (11.8) 7 (10.3) 1 (1.5 ) 0 

  Seizure 6 (8.8 ) 1 (1.5 ) 3 (4.4 ) 2 (2.9 ) 0 

  Tremor 4 (5.9 ) 3 (4.4 ) 1 (1.5 ) 0 0 

  Dizziness 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Encephalopathy 2 (2.9 ) 0 0 1 (1.5 ) 1 (1.5 ) 

  Intention tremor 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Lethargy 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Neuralgia 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Somnolence 2 (2.9 ) 0 0 2 (2.9 ) 0 



  

  

4064 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cerebral atrophy 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Depressed level of consciousness 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Dysarthria 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Dysgeusia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Dyskinesia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Facial paralysis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Head discomfort 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Hemiparesis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Hyperkinesia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Intracranial pressure increased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Nervous system disorder 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Neurological decompensation 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Neuropathy peripheral 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Subdural hygroma 1 (1.5 ) 0 1 (1.5 ) 0 0 

Product issues      

  -Total 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Device occlusion 1 (1.5 ) 0 1 (1.5 ) 0 0 

Psychiatric disorders      

  -Total 16 (23.5) 8 (11.8) 7 (10.3) 1 (1.5 ) 0 



  

  

4065 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Insomnia 5 (7.4 ) 2 (2.9 ) 3 (4.4 ) 0 0 

  Anxiety 4 (5.9 ) 2 (2.9 ) 2 (2.9 ) 0 0 

  Agitation 3 (4.4 ) 0 2 (2.9 ) 1 (1.5 ) 0 

  Confusional state 3 (4.4 ) 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 0 

  Delirium 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Disorientation 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Irritability 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Hallucination 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Initial insomnia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Restlessness 1 (1.5 ) 0 1 (1.5 ) 0 0 

Renal and urinary disorders      

  -Total 13 (19.1) 5 (7.4 ) 5 (7.4 ) 2 (2.9 ) 1 (1.5 ) 

  Haematuria 4 (5.9 ) 3 (4.4 ) 0 1 (1.5 ) 0 

  Acute kidney injury 3 (4.4 ) 0 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 

  Dysuria 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Polyuria 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Proteinuria 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Chromaturia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Renal impairment 1 (1.5 ) 0 1 (1.5 ) 0 0 



  

  

4066 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urinary incontinence 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Urinary tract disorder 1 (1.5 ) 0 1 (1.5 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 5 (7.4 ) 3 (4.4 ) 1 (1.5 ) 1 (1.5 ) 0 

  Metrorrhagia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Ovarian failure 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Perineal pain 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Scrotal oedema 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Vulvovaginal dryness 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Vulvovaginal pain 1 (1.5 ) 0 1 (1.5 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 27 (39.7) 11 (16.2) 9 (13.2) 6 (8.8 ) 1 (1.5 ) 

  Cough 14 (20.6) 10 (14.7) 4 (5.9 ) 0 0 

  Epistaxis 8 (11.8) 6 (8.8 ) 2 (2.9 ) 0 0 

  Hypoxia 8 (11.8) 1 (1.5 ) 2 (2.9 ) 4 (5.9 ) 1 (1.5 ) 

  Oropharyngeal pain 6 (8.8 ) 3 (4.4 ) 3 (4.4 ) 0 0 

  Nasal congestion 4 (5.9 ) 4 (5.9 ) 0 0 0 



  

  

4067 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dyspnoea 3 (4.4 ) 1 (1.5 ) 2 (2.9 ) 0 0 

  Rhinorrhoea 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Tachypnoea 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Pleural effusion 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Apnoea 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Increased upper airway secretion 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Lung disorder 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Nasal septum perforation 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Pharyngeal erythema 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Productive cough 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Pulmonary granuloma 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Rhinalgia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Rhonchi 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Sinus pain 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Stridor 1 (1.5 ) 0 1 (1.5 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 31 (45.6) 21 (30.9) 9 (13.2) 1 (1.5 ) 0 

  Rash 9 (13.2) 6 (8.8 ) 2 (2.9 ) 1 (1.5 ) 0 



  

  

4068 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pruritus 8 (11.8) 7 (10.3) 1 (1.5 ) 0 0 

  Erythema 6 (8.8 ) 5 (7.4 ) 1 (1.5 ) 0 0 

  Petechiae 6 (8.8 ) 5 (7.4 ) 1 (1.5 ) 0 0 

  Dry skin 5 (7.4 ) 4 (5.9 ) 1 (1.5 ) 0 0 

  Eczema 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Ingrowing nail 3 (4.4 ) 1 (1.5 ) 2 (2.9 ) 0 0 

  Hangnail 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Papule 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Urticaria 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Acne 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Alopecia 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Decubitus ulcer 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Dermatitis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Dermatitis acneiform 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Dermatitis bullous 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Skin discolouration 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Skin exfoliation 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Skin lesion 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Skin ulcer 1 (1.5 ) 1 (1.5 ) 0 0 0 



  

  

4069 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders      

  -Total 20 (29.4) 9 (13.2) 5 (7.4 ) 6 (8.8 ) 0 

  Hypertension 7 (10.3) 3 (4.4 ) 2 (2.9 ) 2 (2.9 ) 0 

  Hypotension 6 (8.8 ) 4 (5.9 ) 0 2 (2.9 ) 0 

  Pallor 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 0 0 

  Capillary leak syndrome 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Embolism 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Flushing 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Hot flush 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Jugular vein thrombosis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Lymphoedema 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Vascular occlusion 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Venous thrombosis limb 1 (1.5 ) 0 1 (1.5 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 169d => Adverse events (not disease related) post CTL019 i nfusion, regar dless  of study drug r elati onshi p, by pri mar y sys tem organ cl ass, pr eferred term, maxi mum CTC grade and Regi on (Safety Se t ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                 
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169d 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

48 (100) 7 (14.6) 10 (20.8) 12 (25.0) 19 (39.6) 

Blood and lymphatic system disorders      

  -Total 20 (41.7) 5 (10.4) 2 (4.2 ) 9 (18.8) 4 (8.3 ) 

  Anaemia 6 (12.5) 4 (8.3 ) 1 (2.1 ) 1 (2.1 ) 0 

  Neutropenia 4 (8.3 ) 0 0 1 (2.1 ) 3 (6.3 ) 

  Febrile neutropenia 3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

  Bone marrow failure 2 (4.2 ) 0 0 2 (4.2 ) 0 

  Thrombocytopenia 2 (4.2 ) 0 0 1 (2.1 ) 1 (2.1 ) 

  Coagulation factor deficiency 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Disseminated intravascular 
coagulation 

1 (2.1 ) 0 0 1 (2.1 ) 0 

  Leukopenia 1 (2.1 ) 0 0 1 (2.1 ) 0 



  

  

4072 

Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pancytopenia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Splenomegaly 1 (2.1 ) 1 (2.1 ) 0 0 0 

Cardiac disorders      

  -Total 8 (16.7) 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 

  Tachycardia 5 (10.4) 3 (6.3 ) 2 (4.2 ) 0 0 

  Bradycardia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Cardiac hypertrophy 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Left ventricular dysfunction 1 (2.1 ) 0 0 1 (2.1 ) 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Talipes 1 (2.1 ) 1 (2.1 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Vertigo 1 (2.1 ) 0 0 1 (2.1 ) 0 

Eye disorders      

  -Total 3 (6.3 ) 2 (4.2 ) 0 1 (2.1 ) 0 

  Amaurosis 1 (2.1 ) 0 0 1 (2.1 ) 0 
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Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Conjunctival haemorrhage 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Dry eye 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Optic atrophy 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Vitreous opacities 1 (2.1 ) 1 (2.1 ) 0 0 0 

Gastrointestinal disorders      

  -Total 20 (41.7) 9 (18.8) 9 (18.8) 2 (4.2 ) 0 

  Diarrhoea 9 (18.8) 6 (12.5) 2 (4.2 ) 1 (2.1 ) 0 

  Nausea 7 (14.6) 1 (2.1 ) 5 (10.4) 1 (2.1 ) 0 

  Vomiting 6 (12.5) 4 (8.3 ) 2 (4.2 ) 0 0 

  Abdominal pain upper 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Abdominal pain 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Constipation 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Dyspepsia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Gastrointestinal pain 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Gingival swelling 1 (2.1 ) 0 1 (2.1 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 25 (52.1) 14 (29.2) 5 (10.4) 5 (10.4) 1 (2.1 ) 
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Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 17 (35.4) 11 (22.9) 3 (6.3 ) 3 (6.3 ) 0 

  Fatigue 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 0 0 

  Pain 3 (6.3 ) 0 2 (4.2 ) 1 (2.1 ) 0 

  Asthenia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Catheter site erythema 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Catheter site haemorrhage 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Drug withdrawal syndrome 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Face oedema 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Localised oedema 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Multiple organ dysfunction syndrome 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Oedema 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Oedema peripheral 1 (2.1 ) 1 (2.1 ) 0 0 0 

Hepatobiliary disorders      

  -Total 4 (8.3 ) 1 (2.1 ) 1 (2.1 ) 2 (4.2 ) 0 

  Cholestasis 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Hepatic failure 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Hepatic steatosis 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Hepatocellular injury 1 (2.1 ) 0 0 1 (2.1 ) 0 
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Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders      

  -Total 36 (75.0) 6 (12.5) 14 (29.2) 6 (12.5) 10 (20.8) 

  Cytokine release syndrome 31 (64.6) 6 (12.5) 9 (18.8) 6 (12.5) 10 (20.8) 

  Hypogammaglobulinaemia 15 (31.3) 4 (8.3 ) 11 (22.9) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

  Atopy 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Drug hypersensitivity 1 (2.1 ) 0 1 (2.1 ) 0 0 

Infections and infestations      

  -Total 17 (35.4) 1 (2.1 ) 10 (20.8) 5 (10.4) 1 (2.1 ) 

  Candida infection 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

  Device related infection 2 (4.2 ) 0 2 (4.2 ) 0 0 

  Upper respiratory tract infection 2 (4.2 ) 0 2 (4.2 ) 0 0 

  Aspergillus infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Cellulitis orbital 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Central nervous system infection 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Cerebral fungal infection 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Cystitis 1 (2.1 ) 0 1 (2.1 ) 0 0 



  

  

4076 

Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Eye infection 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Helminthic infection 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Herpes zoster 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Paronychia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Pneumonia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Pneumonia viral 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Pseudomembranous colitis 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Respiratory tract infection 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Sinusitis 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Systemic infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Vascular device infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Vulvitis 1 (2.1 ) 0 1 (2.1 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 5 (10.4) 1 (2.1 ) 3 (6.3 ) 1 (2.1 ) 0 

  Allergic transfusion reaction 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Femoral neck fracture 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Periorbital haematoma 1 (2.1 ) 0 0 1 (2.1 ) 0 



  

  

4077 

Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Procedural pain 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Thermal burn 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Transfusion reaction 1 (2.1 ) 1 (2.1 ) 0 0 0 

Investigations      

  -Total 21 (43.8) 3 (6.3 ) 6 (12.5) 6 (12.5) 6 (12.5) 

  White blood cell count decreased 6 (12.5) 0 2 (4.2 ) 2 (4.2 ) 2 (4.2 ) 

  Neutrophil count decreased 5 (10.4) 1 (2.1 ) 0 1 (2.1 ) 3 (6.3 ) 

  Platelet count decreased 5 (10.4) 1 (2.1 ) 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

  Immunoglobulins decreased 4 (8.3 ) 0 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

  Prothrombin time prolonged 3 (6.3 ) 3 (6.3 ) 0 0 0 

  Alanine aminotransferase increased 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

  Aspartate aminotransferase 
increased 

2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (2.1 ) 1 (2.1 ) 0 0 0 

  Antithrombin iii decreased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Blood bilirubin increased 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Blood creatinine increased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Blood fibrinogen decreased 1 (2.1 ) 0 1 (2.1 ) 0 0 



  

  

4078 

Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood magnesium increased 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Blood potassium decreased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Blood uric acid increased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  C-reactive protein increased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Chest x-ray abnormal 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Clostridium test positive 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (2.1 ) 1 (2.1 ) 0 0 0 

  Haemoglobin decreased 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Protein total decreased 1 (2.1 ) 0 1 (2.1 ) 0 0 

Metabolism and nutrition disorders      

  -Total 16 (33.3) 7 (14.6) 4 (8.3 ) 5 (10.4) 0 

  Decreased appetite 5 (10.4) 4 (8.3 ) 0 1 (2.1 ) 0 

  Hypokalaemia 5 (10.4) 3 (6.3 ) 2 (4.2 ) 0 0 

  Hypoalbuminaemia 4 (8.3 ) 1 (2.1 ) 2 (4.2 ) 1 (2.1 ) 0 

  Hypocalcaemia 3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

  Hypophosphataemia 3 (6.3 ) 3 (6.3 ) 0 0 0 

  Dehydration 2 (4.2 ) 0 0 2 (4.2 ) 0 



  

  

4079 

Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypomagnesaemia 2 (4.2 ) 2 (4.2 ) 0 0 0 

  Fluid retention 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Hyperglycaemia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Hypernatraemia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Hyponatraemia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Vitamin d deficiency 1 (2.1 ) 1 (2.1 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 12 (25.0) 7 (14.6) 4 (8.3 ) 1 (2.1 ) 0 

  Myalgia 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 0 

  Arthralgia 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 0 0 

  Back pain 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Bone pain 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Joint effusion 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Joint stiffness 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Muscular weakness 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Osteonecrosis 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Osteopenia 1 (2.1 ) 1 (2.1 ) 0 0 0 



  

  

4080 

Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain in extremity 1 (2.1 ) 0 1 (2.1 ) 0 0 

Nervous system disorders      

  -Total 18 (37.5) 5 (10.4) 8 (16.7) 4 (8.3 ) 1 (2.1 ) 

  Headache 6 (12.5) 2 (4.2 ) 3 (6.3 ) 1 (2.1 ) 0 

  Seizure 6 (12.5) 1 (2.1 ) 3 (6.3 ) 2 (4.2 ) 0 

  Somnolence 2 (4.2 ) 0 0 2 (4.2 ) 0 

  Tremor 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Cerebral atrophy 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Dysgeusia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Encephalopathy 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Hyperkinesia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Intention tremor 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Neuralgia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Neurological decompensation 1 (2.1 ) 0 1 (2.1 ) 0 0 

Product issues      

  -Total 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Device occlusion 1 (2.1 ) 0 1 (2.1 ) 0 0 

Psychiatric disorders      



  

  

4081 

Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 6 (12.5) 4 (8.3 ) 2 (4.2 ) 0 0 

  Disorientation 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Anxiety 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Delirium 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Hallucination 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Initial insomnia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Insomnia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Irritability 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Restlessness 1 (2.1 ) 0 1 (2.1 ) 0 0 

Renal and urinary disorders      

  -Total 5 (10.4) 1 (2.1 ) 4 (8.3 ) 0 0 

  Dysuria 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Polyuria 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Renal impairment 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Urinary tract disorder 1 (2.1 ) 0 1 (2.1 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 10 (20.8) 6 (12.5) 2 (4.2 ) 2 (4.2 ) 0 



  

  

4082 

Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oropharyngeal pain 3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 0 0 

  Cough 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Epistaxis 2 (4.2 ) 2 (4.2 ) 0 0 0 

  Hypoxia 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

  Increased upper airway secretion 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Lung disorder 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Pleural effusion 1 (2.1 ) 0 1 (2.1 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 15 (31.3) 12 (25.0) 3 (6.3 ) 0 0 

  Rash 6 (12.5) 5 (10.4) 1 (2.1 ) 0 0 

  Erythema 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 0 

  Pruritus 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 0 

  Papule 2 (4.2 ) 2 (4.2 ) 0 0 0 

  Decubitus ulcer 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Dermatitis acneiform 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Hangnail 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Petechiae 1 (2.1 ) 1 (2.1 ) 0 0 0 



  

  

4083 

Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Skin discolouration 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Skin lesion 1 (2.1 ) 1 (2.1 ) 0 0 0 

Vascular disorders      

  -Total 9 (18.8) 4 (8.3 ) 1 (2.1 ) 4 (8.3 ) 0 

  Hypertension 6 (12.5) 3 (6.3 ) 0 3 (6.3 ) 0 

  Hypotension 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

  Hot flush 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Vascular occlusion 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Venous thrombosis limb 1 (2.1 ) 0 1 (2.1 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:22                                        Final 
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4085 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169d 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

18 (100) 0 2 (11.1) 8 (44.4) 8 (44.4) 

Blood and lymphatic system disorders      

  -Total 12 (66.7) 1 (5.6 ) 3 (16.7) 6 (33.3) 2 (11.1) 

  Anaemia 7 (38.9) 1 (5.6 ) 1 (5.6 ) 5 (27.8) 0 

  Neutropenia 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Thrombocytopenia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  B-cell aplasia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Febrile neutropenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Cardiac disorders      

  -Total 7 (38.9) 6 (33.3) 0 1 (5.6 ) 0 

  Sinus bradycardia 3 (16.7) 3 (16.7) 0 0 0 

  Sinus tachycardia 3 (16.7) 3 (16.7) 0 0 0 



  

  

4086 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachycardia 3 (16.7) 3 (16.7) 0 0 0 

  Cardiac discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Left ventricular dysfunction 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pericardial effusion 1 (5.6 ) 0 1 (5.6 ) 0 0 

Endocrine disorders      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Precocious puberty 1 (5.6 ) 1 (5.6 ) 0 0 0 

Eye disorders      

  -Total 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Blepharospasm 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Diplopia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vision blurred 1 (5.6 ) 1 (5.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 12 (66.7) 3 (16.7) 6 (33.3) 3 (16.7) 0 

  Abdominal pain 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Diarrhoea 5 (27.8) 4 (22.2) 0 1 (5.6 ) 0 

  Vomiting 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Nausea 3 (16.7) 0 3 (16.7) 0 0 



  

  

4087 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Constipation 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Paraesthesia oral 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Abdominal distension 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Abdominal pain upper 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Anal fissure 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Anal fistula 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Anal haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Anal incontinence 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Gingival bleeding 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypoaesthesia oral 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lip dry 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lip haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Proctalgia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rectal haemorrhage 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Rectal ulcer 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Upper gastrointestinal haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

4088 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

     

  -Total 12 (66.7) 2 (11.1) 8 (44.4) 2 (11.1) 0 

  Pyrexia 8 (44.4) 2 (11.1) 5 (27.8) 1 (5.6 ) 0 

  Face oedema 4 (22.2) 4 (22.2) 0 0 0 

  Fatigue 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Oedema peripheral 3 (16.7) 3 (16.7) 0 0 0 

  Catheter site pain 2 (11.1) 2 (11.1) 0 0 0 

  Asthenia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Catheter site haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Catheter site pruritus 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Chills 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Localised oedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Mucosal inflammation 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Non-cardiac chest pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

Hepatobiliary disorders      

  -Total 2 (11.1) 1 (5.6 ) 0 0 1 (5.6 ) 



  

  

4089 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gallbladder oedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hepatosplenomegaly 1 (5.6 ) 0 0 0 1 (5.6 ) 

Immune system disorders      

  -Total 13 (72.2) 5 (27.8) 3 (16.7) 4 (22.2) 1 (5.6 ) 

  Cytokine release syndrome 12 (66.7) 6 (33.3) 2 (11.1) 3 (16.7) 1 (5.6 ) 

  Allergy to immunoglobulin therapy 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Hypogammaglobulinaemia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections and infestations      

  -Total 7 (38.9) 0 2 (11.1) 4 (22.2) 1 (5.6 ) 

  Sepsis 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Bacterial infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Cellulitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Influenza 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Meningitis aseptic 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Nail infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Nasopharyngitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

4090 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash pustular 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Respiratory syncytial virus infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Urinary tract infection viral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vascular device infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Viral upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (16.7) 0 3 (16.7) 0 0 

  Allergic transfusion reaction 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Contusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Fall 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Infusion related reaction 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Post procedural haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Stoma site erythema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Stoma site haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Subcutaneous haematoma 1 (5.6 ) 1 (5.6 ) 0 0 0 

Investigations      

  -Total 15 (83.3) 2 (11.1) 3 (16.7) 3 (16.7) 7 (38.9) 



  

  

4091 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 5 (27.8) 0 0 2 (11.1) 3 (16.7) 

  White blood cell count decreased 5 (27.8) 0 0 1 (5.6 ) 4 (22.2) 

  Platelet count decreased 4 (22.2) 0 0 2 (11.1) 2 (11.1) 

  Aspartate aminotransferase 
increased 

3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Lymphocyte count decreased 3 (16.7) 0 0 3 (16.7) 0 

  Blood alkaline phosphatase 
increased 

2 (11.1) 2 (11.1) 0 0 0 

  Blood bilirubin increased 2 (11.1) 0 1 (5.6 ) 0 1 (5.6 ) 

  Blood creatinine increased 2 (11.1) 2 (11.1) 0 0 0 

  Blood fibrinogen decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Serum ferritin increased 2 (11.1) 2 (11.1) 0 0 0 

  Alanine aminotransferase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Ammonia increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood chloride increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood fibrinogen increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood urea decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

4092 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood urea increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood urine present 1 (5.6 ) 0 1 (5.6 ) 0 0 

  C-reactive protein increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Fungal test positive 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Gamma-glutamyltransferase 
increased 

1 (5.6 ) 0 1 (5.6 ) 0 0 

  Heart sounds abnormal 1 (5.6 ) 1 (5.6 ) 0 0 0 

  International normalised ratio 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lipase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Monocyte count decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 13 (72.2) 5 (27.8) 4 (22.2) 4 (22.2) 0 

  Hypokalaemia 8 (44.4) 4 (22.2) 0 4 (22.2) 0 

  Hypophosphataemia 5 (27.8) 3 (16.7) 1 (5.6 ) 1 (5.6 ) 0 

  Hyperphosphataemia 2 (11.1) 2 (11.1) 0 0 0 

  Hyperuricaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hypocalcaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Decreased appetite 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

4093 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dehydration 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Fluid overload 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypercalcaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyperglycaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyperkalaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypoalbuminaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypomagnesaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 5 (27.8) 1 (5.6 ) 2 (11.1) 2 (11.1) 0 

  Pain in extremity 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Muscular weakness 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Arthralgia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Bone pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Myalgia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 



  

  

4094 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 0 0 0 1 (5.6 ) 

  Leukaemia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Neoplasm progression 1 (5.6 ) 0 0 1 (5.6 ) 0 

Nervous system disorders      

  -Total 9 (50.0) 4 (22.2) 3 (16.7) 2 (11.1) 0 

  Headache 6 (33.3) 3 (16.7) 3 (16.7) 0 0 

  Tremor 2 (11.1) 2 (11.1) 0 0 0 

  Depressed level of consciousness 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Dizziness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyskinesia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Head discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Intention tremor 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lethargy 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Nervous system disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

Psychiatric disorders      

  -Total 8 (44.4) 2 (11.1) 5 (27.8) 1 (5.6 ) 0 



  

  

4095 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Agitation 3 (16.7) 0 2 (11.1) 1 (5.6 ) 0 

  Anxiety 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Confusional state 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Insomnia 2 (11.1) 0 2 (11.1) 0 0 

  Delirium 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Irritability 1 (5.6 ) 1 (5.6 ) 0 0 0 

Renal and urinary disorders      

  -Total 5 (27.8) 3 (16.7) 1 (5.6 ) 1 (5.6 ) 0 

  Acute kidney injury 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Haematuria 2 (11.1) 2 (11.1) 0 0 0 

  Chromaturia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Proteinuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Urinary incontinence 1 (5.6 ) 1 (5.6 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Scrotal oedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     



  

  

4096 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 8 (44.4) 2 (11.1) 4 (22.2) 2 (11.1) 0 

  Hypoxia 4 (22.2) 0 3 (16.7) 1 (5.6 ) 0 

  Cough 3 (16.7) 3 (16.7) 0 0 0 

  Tachypnoea 3 (16.7) 3 (16.7) 0 0 0 

  Rhinorrhoea 2 (11.1) 2 (11.1) 0 0 0 

  Apnoea 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Dyspnoea 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Epistaxis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pleural effusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 8 (44.4) 6 (33.3) 2 (11.1) 0 0 

  Dry skin 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Petechiae 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Pruritus 2 (11.1) 2 (11.1) 0 0 0 

  Rash 2 (11.1) 2 (11.1) 0 0 0 

  Urticaria 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Acne 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

4097 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Erythema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Ingrowing nail 1 (5.6 ) 1 (5.6 ) 0 0 0 

Vascular disorders      

  -Total 8 (44.4) 4 (22.2) 1 (5.6 ) 3 (16.7) 0 

  Hypotension 4 (22.2) 3 (16.7) 0 1 (5.6 ) 0 

  Capillary leak syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Jugular vein thrombosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Lymphoedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pallor 1 (5.6 ) 0 1 (5.6 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4098 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169d 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: within 8 weeks post infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100) 0 0 0 3 (100) 

Blood and lymphatic system disorders      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Disseminated intravascular 
coagulation 

2 (66.7) 0 2 (66.7) 0 0 

  Febrile neutropenia 1 (33.3) 0 0 1 (33.3) 0 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

Eye disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Dry eye 1 (33.3) 1 (33.3) 0 0 0 

  Ocular hypertension 1 (33.3) 0 1 (33.3) 0 0 

Gastrointestinal disorders      



  

  

4099 

Timing: within 8 weeks post infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 0 0 

  Diarrhoea 1 (33.3) 1 (33.3) 0 0 0 

  Nausea 1 (33.3) 0 1 (33.3) 0 0 

  Stomatitis 1 (33.3) 0 1 (33.3) 0 0 

Immune system disorders      

  -Total 3 (100) 0 1 (33.3) 0 2 (66.7) 

  Cytokine release syndrome 3 (100) 0 1 (33.3) 0 2 (66.7) 

Infections and infestations      

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 0 0 

  Bronchopulmonary aspergillosis 1 (33.3) 0 1 (33.3) 0 0 

  Parotitis 1 (33.3) 1 (33.3) 0 0 0 

Investigations      

  -Total 3 (100) 0 0 1 (33.3) 2 (66.7) 

  Blood fibrinogen decreased 2 (66.7) 0 0 2 (66.7) 0 

  Blood creatine phosphokinase 
increased 

1 (33.3) 0 0 0 1 (33.3) 

  Neutrophil count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 2 (66.7) 0 0 0 2 (66.7) 



  

  

4100 

Timing: within 8 weeks post infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoalbuminaemia 2 (66.7) 0 2 (66.7) 0 0 

  Hypocalcaemia 2 (66.7) 0 0 0 2 (66.7) 

  Hypokalaemia 2 (66.7) 0 0 2 (66.7) 0 

  Hyponatraemia 1 (33.3) 0 0 1 (33.3) 0 

  Hypophosphataemia 1 (33.3) 0 0 1 (33.3) 0 

  Tumour lysis syndrome 1 (33.3) 0 0 0 1 (33.3) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Myalgia 1 (33.3) 1 (33.3) 0 0 0 

Psychiatric disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Insomnia 1 (33.3) 1 (33.3) 0 0 0 

Renal and urinary disorders      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Acute kidney injury 1 (33.3) 0 0 0 1 (33.3) 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (66.7) 0 0 1 (33.3) 1 (33.3) 



  

  

4101 

Timing: within 8 weeks post infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoxia 2 (66.7) 0 0 1 (33.3) 1 (33.3) 

  Cough 1 (33.3) 0 1 (33.3) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 2 (66.7) 1 (33.3) 0 1 (33.3) 0 

  Rash 1 (33.3) 0 0 1 (33.3) 0 

  Skin exfoliation 1 (33.3) 1 (33.3) 0 0 0 

Vascular disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypertension 1 (33.3) 0 1 (33.3) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4102 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169d 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

31 (72.1) 8 (18.6) 7 (16.3) 14 (32.6) 2 (4.7 ) 

Blood and lymphatic system disorders      

  -Total 7 (16.3) 2 (4.7 ) 2 (4.7 ) 3 (7.0 ) 0 

  Anaemia 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Neutropenia 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Thrombocytopenia 2 (4.7 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  B-cell aplasia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Lymphopenia 1 (2.3 ) 0 0 1 (2.3 ) 0 

Endocrine disorders      

  -Total 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hypothyroidism 1 (2.3 ) 0 1 (2.3 ) 0 0 

Eye disorders      



  

  

4103 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Astigmatism 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Conjunctivitis allergic 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hypermetropia 1 (2.3 ) 1 (2.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 7 (16.3) 4 (9.3 ) 3 (7.0 ) 0 0 

  Nausea 4 (9.3 ) 2 (4.7 ) 2 (4.7 ) 0 0 

  Vomiting 2 (4.7 ) 2 (4.7 ) 0 0 0 

  Abdominal pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Constipation 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Diarrhoea 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Toothache 1 (2.3 ) 1 (2.3 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 7 (16.3) 2 (4.7 ) 5 (11.6) 0 0 

  Pyrexia 6 (14.0) 1 (2.3 ) 5 (11.6) 0 0 

  Catheter site erythema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Chills 1 (2.3 ) 0 1 (2.3 ) 0 0 

Hepatobiliary disorders      



  

  

4104 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hepatotoxicity 1 (2.3 ) 0 1 (2.3 ) 0 0 

Immune system disorders      

  -Total 3 (7.0 ) 2 (4.7 ) 1 (2.3 ) 0 0 

  Hypogammaglobulinaemia 3 (7.0 ) 2 (4.7 ) 1 (2.3 ) 0 0 

Infections and infestations      

  -Total 24 (55.8) 8 (18.6) 8 (18.6) 8 (18.6) 0 

  Nasopharyngitis 7 (16.3) 6 (14.0) 1 (2.3 ) 0 0 

  Herpes zoster 4 (9.3 ) 0 3 (7.0 ) 1 (2.3 ) 0 

  Gastroenteritis 3 (7.0 ) 3 (7.0 ) 0 0 0 

  Rhinitis 3 (7.0 ) 2 (4.7 ) 1 (2.3 ) 0 0 

  Bronchitis 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Otitis externa 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Otitis media 2 (4.7 ) 2 (4.7 ) 0 0 0 

  Central nervous system infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Device related infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Escherichia urinary tract infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gastrointestinal infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Impetigo 1 (2.3 ) 0 1 (2.3 ) 0 0 



  

  

4105 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Influenza 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Laryngitis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Molluscum contagiosum 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Oral herpes 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Otitis media acute 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Pneumonia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Pneumonia haemophilus 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Respiratory syncytial virus infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Septic shock 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Sinusitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Tinea pedis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Tonsillitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Tooth infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Upper respiratory tract infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Contusion 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Ligament sprain 1 (2.3 ) 0 1 (2.3 ) 0 0 



  

  

4106 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations      

  -Total 8 (18.6) 3 (7.0 ) 1 (2.3 ) 3 (7.0 ) 1 (2.3 ) 

  Alanine aminotransferase increased 4 (9.3 ) 2 (4.7 ) 0 1 (2.3 ) 1 (2.3 ) 

  Aspartate aminotransferase 
increased 

4 (9.3 ) 2 (4.7 ) 0 1 (2.3 ) 1 (2.3 ) 

  Platelet count decreased 3 (7.0 ) 3 (7.0 ) 0 0 0 

  White blood cell count decreased 3 (7.0 ) 2 (4.7 ) 0 1 (2.3 ) 0 

  Cytomegalovirus test positive 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Immunoglobulins decreased 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Lymph node palpable 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Lymphocyte count decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Neutrophil count decreased 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Vitamin d decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hyperferritinaemia 1 (2.3 ) 0 1 (2.3 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 4 (9.3 ) 2 (4.7 ) 2 (4.7 ) 0 0 



  

  

4107 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Arthralgia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Back pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Bone pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Osteoporosis 1 (2.3 ) 0 1 (2.3 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (4.7 ) 0 0 1 (2.3 ) 1 (2.3 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (4.7 ) 0 0 1 (2.3 ) 1 (2.3 ) 

Nervous system disorders      

  -Total 3 (7.0 ) 1 (2.3 ) 2 (4.7 ) 0 0 

  Headache 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Neuralgia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Subdural hygroma 1 (2.3 ) 0 1 (2.3 ) 0 0 

Psychiatric disorders      

  -Total 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Insomnia 1 (2.3 ) 1 (2.3 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 2 (4.7 ) 1 (2.3 ) 0 1 (2.3 ) 0 



  

  

4108 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Metrorrhagia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Ovarian failure 1 (2.3 ) 0 0 1 (2.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 6 (14.0) 3 (7.0 ) 2 (4.7 ) 1 (2.3 ) 0 

  Cough 4 (9.3 ) 3 (7.0 ) 1 (2.3 ) 0 0 

  Dyspnoea 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Oropharyngeal pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Pharyngeal erythema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Pulmonary granuloma 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Stridor 1 (2.3 ) 0 1 (2.3 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 6 (14.0) 3 (7.0 ) 3 (7.0 ) 0 0 

  Eczema 3 (7.0 ) 2 (4.7 ) 1 (2.3 ) 0 0 

  Ingrowing nail 2 (4.7 ) 0 2 (4.7 ) 0 0 

  Dermatitis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hangnail 1 (2.3 ) 1 (2.3 ) 0 0 0 

 

 



  

  

4109 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:22                                        Final 

 
  



  

  

4110 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169d 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

15 (100) 1 (6.7 ) 4 (26.7) 5 (33.3) 5 (33.3) 

Blood and lymphatic system disorders      

  -Total 6 (40.0) 0 2 (13.3) 4 (26.7) 0 

  Anaemia 4 (26.7) 0 1 (6.7 ) 3 (20.0) 0 

  Thrombocytopenia 2 (13.3) 0 1 (6.7 ) 1 (6.7 ) 0 

  Febrile neutropenia 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Leukocytosis 1 (6.7 ) 0 1 (6.7 ) 0 0 

Cardiac disorders      

  -Total 3 (20.0) 3 (20.0) 0 0 0 

  Sinus tachycardia 2 (13.3) 2 (13.3) 0 0 0 

  Tachycardia 2 (13.3) 2 (13.3) 0 0 0 

  Sinus bradycardia 1 (6.7 ) 1 (6.7 ) 0 0 0 



  

  

4111 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Ear and labyrinth disorders      

  -Total 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Ear pain 1 (6.7 ) 1 (6.7 ) 0 0 0 

Endocrine disorders      

  -Total 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (6.7 ) 1 (6.7 ) 0 0 0 

Eye disorders      

  -Total 4 (26.7) 3 (20.0) 1 (6.7 ) 0 0 

  Eye pain 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Blindness unilateral 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Eye pruritus 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Lacrimation increased 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Ocular hyperaemia 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Visual impairment 1 (6.7 ) 1 (6.7 ) 0 0 0 

Gastrointestinal disorders      

  -Total 9 (60.0) 5 (33.3) 4 (26.7) 0 0 

  Constipation 5 (33.3) 3 (20.0) 2 (13.3) 0 0 

  Abdominal pain 4 (26.7) 2 (13.3) 2 (13.3) 0 0 



  

  

4112 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Diarrhoea 3 (20.0) 1 (6.7 ) 2 (13.3) 0 0 

  Vomiting 3 (20.0) 1 (6.7 ) 2 (13.3) 0 0 

  Abdominal distension 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Nausea 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Abdominal pain lower 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Abdominal pain upper 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Dental caries 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Gastrointestinal motility disorder 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Gingival bleeding 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Oral pain 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Periodontal disease 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Proctalgia 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Stomatitis 1 (6.7 ) 0 1 (6.7 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 10 (66.7) 5 (33.3) 4 (26.7) 1 (6.7 ) 0 

  Pyrexia 7 (46.7) 2 (13.3) 4 (26.7) 1 (6.7 ) 0 

  Chills 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Gait disturbance 2 (13.3) 2 (13.3) 0 0 0 



  

  

4113 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Axillary pain 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Face oedema 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Facial pain 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Fatigue 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Generalised oedema 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Localised oedema 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Malaise 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Non-cardiac chest pain 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Oedema peripheral 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Pain 1 (6.7 ) 1 (6.7 ) 0 0 0 

Immune system disorders      

  -Total 6 (40.0) 2 (13.3) 3 (20.0) 1 (6.7 ) 0 

  Allergy to immunoglobulin therapy 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Drug hypersensitivity 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Hypogammaglobulinaemia 2 (13.3) 0 1 (6.7 ) 1 (6.7 ) 0 

  Cytokine release syndrome 1 (6.7 ) 0 1 (6.7 ) 0 0 

Infections and infestations      

  -Total 9 (60.0) 1 (6.7 ) 2 (13.3) 5 (33.3) 1 (6.7 ) 

  Rash pustular 3 (20.0) 3 (20.0) 0 0 0 



  

  

4114 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Enterovirus infection 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Upper respiratory tract infection 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Alternaria infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Aspergillus infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Atypical pneumonia 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Bacterial infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Body tinea 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Candida infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Catheter site infection 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Cellulitis 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Conjunctivitis 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Conjunctivitis viral 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Device related infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Enterococcal infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Folliculitis 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Meningitis aseptic 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Mucosal infection 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Nasopharyngitis 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Oral herpes 1 (6.7 ) 0 1 (6.7 ) 0 0 



  

  

4115 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Parainfluenzae virus infection 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Periorbital cellulitis 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Pneumonia 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Rhinitis 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Rhinovirus infection 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Sepsis 1 (6.7 ) 0 0 0 1 (6.7 ) 

  Sinusitis 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Skin infection 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Viral upper respiratory tract infection 1 (6.7 ) 0 1 (6.7 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (26.7) 1 (6.7 ) 3 (20.0) 0 0 

  Contusion 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Fall 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Infusion related reaction 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Procedural pain 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Skin abrasion 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Splinter 1 (6.7 ) 1 (6.7 ) 0 0 0 

Investigations      



  

  

4116 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 10 (66.7) 2 (13.3) 3 (20.0) 2 (13.3) 3 (20.0) 

  Platelet count decreased 5 (33.3) 0 2 (13.3) 1 (6.7 ) 2 (13.3) 

  Neutrophil count decreased 4 (26.7) 0 0 2 (13.3) 2 (13.3) 

  White blood cell count decreased 4 (26.7) 0 0 2 (13.3) 2 (13.3) 

  Alanine aminotransferase increased 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Aspartate aminotransferase 
increased 

2 (13.3) 2 (13.3) 0 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (6.7 ) 1 (6.7 ) 0 0 0 

  Blood alkaline phosphatase 
increased 

1 (6.7 ) 1 (6.7 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (6.7 ) 1 (6.7 ) 0 0 0 

  Chlamydia test positive 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Gamma-glutamyltransferase 
increased 

1 (6.7 ) 0 1 (6.7 ) 0 0 

  Lymphocyte count decreased 1 (6.7 ) 0 0 1 (6.7 ) 0 

Metabolism and nutrition disorders      

  -Total 9 (60.0) 4 (26.7) 3 (20.0) 2 (13.3) 0 

  Hypomagnesaemia 4 (26.7) 3 (20.0) 1 (6.7 ) 0 0 



  

  

4117 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Decreased appetite 2 (13.3) 2 (13.3) 0 0 0 

  Hyperglycaemia 2 (13.3) 1 (6.7 ) 0 1 (6.7 ) 0 

  Hyperkalaemia 2 (13.3) 2 (13.3) 0 0 0 

  Hyperuricaemia 2 (13.3) 2 (13.3) 0 0 0 

  Hypokalaemia 2 (13.3) 1 (6.7 ) 0 1 (6.7 ) 0 

  Hypophosphataemia 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Dehydration 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Hypercalcaemia 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Hypoalbuminaemia 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Hypocalcaemia 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Lactic acidosis 1 (6.7 ) 0 0 1 (6.7 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 8 (53.3) 2 (13.3) 5 (33.3) 1 (6.7 ) 0 

  Arthralgia 5 (33.3) 0 4 (26.7) 1 (6.7 ) 0 

  Back pain 4 (26.7) 2 (13.3) 2 (13.3) 0 0 

  Pain in extremity 4 (26.7) 1 (6.7 ) 3 (20.0) 0 0 

  Neck pain 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Muscular weakness 1 (6.7 ) 1 (6.7 ) 0 0 0 



  

  

4118 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Osteopenia 1 (6.7 ) 1 (6.7 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (6.7 ) 0 0 0 1 (6.7 ) 

  B precursor type acute leukaemia 1 (6.7 ) 0 0 0 1 (6.7 ) 

Nervous system disorders      

  -Total 4 (26.7) 1 (6.7 ) 3 (20.0) 0 0 

  Headache 3 (20.0) 2 (13.3) 1 (6.7 ) 0 0 

  Dizziness 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Dysarthria 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Facial paralysis 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Hemiparesis 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Intracranial pressure increased 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Lethargy 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Neuropathy peripheral 1 (6.7 ) 0 1 (6.7 ) 0 0 

Psychiatric disorders      

  -Total 3 (20.0) 2 (13.3) 1 (6.7 ) 0 0 

  Agitation 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Anxiety 1 (6.7 ) 1 (6.7 ) 0 0 0 



  

  

4119 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Confusional state 1 (6.7 ) 1 (6.7 ) 0 0 0 

Renal and urinary disorders      

  -Total 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Haematuria 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Proteinuria 1 (6.7 ) 0 1 (6.7 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Perineal pain 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Vulvovaginal dryness 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Vulvovaginal pain 1 (6.7 ) 0 1 (6.7 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 9 (60.0) 6 (40.0) 2 (13.3) 1 (6.7 ) 0 

  Cough 6 (40.0) 5 (33.3) 1 (6.7 ) 0 0 

  Epistaxis 5 (33.3) 4 (26.7) 1 (6.7 ) 0 0 

  Nasal congestion 4 (26.7) 4 (26.7) 0 0 0 

  Oropharyngeal pain 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Dyspnoea 1 (6.7 ) 0 1 (6.7 ) 0 0 



  

  

4120 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoxia 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Nasal septum perforation 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Productive cough 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Rhinalgia 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Rhinorrhoea 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Rhonchi 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Sinus pain 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Tachypnoea 1 (6.7 ) 0 1 (6.7 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 7 (46.7) 6 (40.0) 1 (6.7 ) 0 0 

  Dry skin 2 (13.3) 2 (13.3) 0 0 0 

  Petechiae 2 (13.3) 2 (13.3) 0 0 0 

  Rash 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Alopecia 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Dermatitis bullous 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Erythema 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Pruritus 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Skin ulcer 1 (6.7 ) 1 (6.7 ) 0 0 0 



  

  

4121 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders      

  -Total 4 (26.7) 2 (13.3) 2 (13.3) 0 0 

  Pallor 2 (13.3) 2 (13.3) 0 0 0 

  Embolism 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Flushing 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Hypertension 1 (6.7 ) 0 1 (6.7 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:22                                        Final 

 
  



  

  

4122 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169d 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (100) 0 1 (50.0) 0 1 (50.0) 

Eye disorders      

  -Total 1 (50.0) 1 (50.0) 0 0 0 

  Blepharitis 1 (50.0) 1 (50.0) 0 0 0 

Gastrointestinal disorders      

  -Total 1 (50.0) 0 1 (50.0) 0 0 

  Stomatitis 1 (50.0) 0 1 (50.0) 0 0 

General disorders and administration 
site conditions 

     

  -Total 1 (50.0) 1 (50.0) 0 0 0 

  Pyrexia 1 (50.0) 1 (50.0) 0 0 0 

Infections and infestations      



  

  

4123 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (100) 0 2 (100) 0 0 

  Upper respiratory tract infection 2 (100) 0 2 (100) 0 0 

  Paronychia 1 (50.0) 0 1 (50.0) 0 0 

  Pharyngitis 1 (50.0) 0 1 (50.0) 0 0 

  Rhinitis 1 (50.0) 1 (50.0) 0 0 0 

Investigations      

  -Total 2 (100) 0 1 (50.0) 0 1 (50.0) 

  Neutrophil count decreased 1 (50.0) 0 0 0 1 (50.0) 

  Weight decreased 1 (50.0) 0 1 (50.0) 0 0 

Nervous system disorders      

  -Total 1 (50.0) 1 (50.0) 0 0 0 

  Headache 1 (50.0) 1 (50.0) 0 0 0 

Renal and urinary disorders      

  -Total 1 (50.0) 1 (50.0) 0 0 0 

  Haematuria 1 (50.0) 1 (50.0) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (50.0) 1 (50.0) 0 0 0 

  Pruritus 1 (50.0) 1 (50.0) 0 0 0 



  

  

4124 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:22                                        Final 

 
  



  

  

4125 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169d 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Region: Europe 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

5 (27.8) 2 (11.1) 1 (5.6 ) 2 (11.1) 0 

Eye disorders      

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Keratitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections and infestations      

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Rhinitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

Investigations      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lymphocyte count decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

4126 

Timing: >1 year post-CTL019 infusion, Region: Europe 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 0 0 1 (5.6 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:22                                        Final 

 
  



  

  

4127 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169d 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Region: US 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4128 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169d 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4129 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169d 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

48 (100) 3 (6.3 ) 6 (12.5) 19 (39.6) 20 (41.7) 

Blood and lymphatic system disorders      

  -Total 23 (47.9) 4 (8.3 ) 4 (8.3 ) 11 (22.9) 4 (8.3 ) 

  Anaemia 6 (12.5) 3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 0 

  Neutropenia 6 (12.5) 1 (2.1 ) 1 (2.1 ) 1 (2.1 ) 3 (6.3 ) 

  Febrile neutropenia 3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

  Thrombocytopenia 3 (6.3 ) 0 1 (2.1 ) 1 (2.1 ) 1 (2.1 ) 

  Bone marrow failure 2 (4.2 ) 0 0 2 (4.2 ) 0 

  B-cell aplasia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Coagulation factor deficiency 1 (2.1 ) 0 0 1 (2.1 ) 0 



  

  

4130 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Disseminated intravascular 
coagulation 

1 (2.1 ) 0 0 1 (2.1 ) 0 

  Leukopenia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Lymphopenia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Pancytopenia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Splenomegaly 1 (2.1 ) 1 (2.1 ) 0 0 0 

Cardiac disorders      

  -Total 8 (16.7) 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 

  Tachycardia 5 (10.4) 3 (6.3 ) 2 (4.2 ) 0 0 

  Bradycardia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Cardiac hypertrophy 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Left ventricular dysfunction 1 (2.1 ) 0 0 1 (2.1 ) 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Talipes 1 (2.1 ) 1 (2.1 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Vertigo 1 (2.1 ) 0 0 1 (2.1 ) 0 



  

  

4131 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Endocrine disorders      

  -Total 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Hypothyroidism 1 (2.1 ) 0 1 (2.1 ) 0 0 

Eye disorders      

  -Total 6 (12.5) 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 0 

  Amaurosis 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Astigmatism 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Conjunctival haemorrhage 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Conjunctivitis allergic 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Dry eye 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Hypermetropia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Keratitis 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Optic atrophy 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Vitreous opacities 1 (2.1 ) 1 (2.1 ) 0 0 0 

Gastrointestinal disorders      

  -Total 24 (50.0) 11 (22.9) 11 (22.9) 2 (4.2 ) 0 

  Diarrhoea 10 (20.8) 6 (12.5) 3 (6.3 ) 1 (2.1 ) 0 

  Nausea 10 (20.8) 3 (6.3 ) 6 (12.5) 1 (2.1 ) 0 



  

  

4132 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vomiting 8 (16.7) 6 (12.5) 2 (4.2 ) 0 0 

  Abdominal pain upper 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Abdominal pain 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Constipation 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Dyspepsia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Gastrointestinal pain 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Gingival swelling 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Toothache 1 (2.1 ) 1 (2.1 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 28 (58.3) 14 (29.2) 8 (16.7) 5 (10.4) 1 (2.1 ) 

  Pyrexia 20 (41.7) 11 (22.9) 6 (12.5) 3 (6.3 ) 0 

  Fatigue 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 0 0 

  Pain 3 (6.3 ) 0 2 (4.2 ) 1 (2.1 ) 0 

  Catheter site erythema 2 (4.2 ) 2 (4.2 ) 0 0 0 

  Asthenia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Catheter site haemorrhage 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Chills 1 (2.1 ) 0 1 (2.1 ) 0 0 



  

  

4133 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Drug withdrawal syndrome 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Face oedema 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Localised oedema 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Multiple organ dysfunction syndrome 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Oedema 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Oedema peripheral 1 (2.1 ) 1 (2.1 ) 0 0 0 

Hepatobiliary disorders      

  -Total 5 (10.4) 1 (2.1 ) 2 (4.2 ) 2 (4.2 ) 0 

  Cholestasis 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Hepatic failure 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Hepatic steatosis 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Hepatocellular injury 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Hepatotoxicity 1 (2.1 ) 0 1 (2.1 ) 0 0 

Immune system disorders      

  -Total 36 (75.0) 5 (10.4) 15 (31.3) 6 (12.5) 10 (20.8) 

  Cytokine release syndrome 31 (64.6) 6 (12.5) 9 (18.8) 6 (12.5) 10 (20.8) 

  Hypogammaglobulinaemia 18 (37.5) 6 (12.5) 12 (25.0) 0 0 



  

  

4134 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haemophagocytic 
lymphohistiocytosis 

3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

  Atopy 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Drug hypersensitivity 1 (2.1 ) 0 1 (2.1 ) 0 0 

Infections and infestations      

  -Total 30 (62.5) 5 (10.4) 12 (25.0) 12 (25.0) 1 (2.1 ) 

  Nasopharyngitis 7 (14.6) 6 (12.5) 1 (2.1 ) 0 0 

  Herpes zoster 5 (10.4) 0 4 (8.3 ) 1 (2.1 ) 0 

  Device related infection 3 (6.3 ) 0 2 (4.2 ) 1 (2.1 ) 0 

  Gastroenteritis 3 (6.3 ) 3 (6.3 ) 0 0 0 

  Rhinitis 3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 0 0 

  Upper respiratory tract infection 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 0 0 

  Bronchitis 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Candida infection 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

  Otitis externa 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Otitis media 2 (4.2 ) 2 (4.2 ) 0 0 0 

  Pneumonia 2 (4.2 ) 0 0 2 (4.2 ) 0 

  Sinusitis 2 (4.2 ) 0 1 (2.1 ) 1 (2.1 ) 0 



  

  

4135 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspergillus infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Cellulitis orbital 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Central nervous system infection 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Cerebral fungal infection 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Cystitis 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Escherichia urinary tract infection 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Eye infection 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Gastrointestinal infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Helminthic infection 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Impetigo 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Infection 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Influenza 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Laryngitis 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Molluscum contagiosum 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Oral herpes 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Otitis media acute 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Paronychia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Pneumonia haemophilus 1 (2.1 ) 0 0 1 (2.1 ) 0 



  

  

4136 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia viral 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Pseudomembranous colitis 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Respiratory syncytial virus infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Respiratory tract infection 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Septic shock 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Systemic infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Tinea pedis 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Tonsillitis 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Tooth infection 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Vascular device infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Vulvitis 1 (2.1 ) 0 1 (2.1 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 6 (12.5) 2 (4.2 ) 3 (6.3 ) 1 (2.1 ) 0 

  Allergic transfusion reaction 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Contusion 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Femoral neck fracture 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Ligament sprain 1 (2.1 ) 0 1 (2.1 ) 0 0 



  

  

4137 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Periorbital haematoma 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Procedural pain 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Thermal burn 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Transfusion reaction 1 (2.1 ) 1 (2.1 ) 0 0 0 

Investigations      

  -Total 21 (43.8) 3 (6.3 ) 4 (8.3 ) 7 (14.6) 7 (14.6) 

  White blood cell count decreased 8 (16.7) 1 (2.1 ) 2 (4.2 ) 3 (6.3 ) 2 (4.2 ) 

  Alanine aminotransferase increased 5 (10.4) 2 (4.2 ) 0 2 (4.2 ) 1 (2.1 ) 

  Aspartate aminotransferase 
increased 

5 (10.4) 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 1 (2.1 ) 

  Immunoglobulins decreased 5 (10.4) 0 2 (4.2 ) 2 (4.2 ) 1 (2.1 ) 

  Neutrophil count decreased 5 (10.4) 1 (2.1 ) 0 1 (2.1 ) 3 (6.3 ) 

  Platelet count decreased 5 (10.4) 1 (2.1 ) 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

  Prothrombin time prolonged 3 (6.3 ) 3 (6.3 ) 0 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (2.1 ) 1 (2.1 ) 0 0 0 

  Antithrombin iii decreased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Blood bilirubin increased 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Blood creatinine increased 1 (2.1 ) 0 1 (2.1 ) 0 0 



  

  

4138 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood fibrinogen decreased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Blood magnesium increased 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Blood potassium decreased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Blood uric acid increased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  C-reactive protein increased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Chest x-ray abnormal 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Clostridium test positive 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Cytomegalovirus test positive 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (2.1 ) 1 (2.1 ) 0 0 0 

  Haemoglobin decreased 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Lymph node palpable 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Lymphocyte count decreased 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Protein total decreased 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Vitamin d decreased 1 (2.1 ) 1 (2.1 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 17 (35.4) 7 (14.6) 5 (10.4) 5 (10.4) 0 

  Decreased appetite 5 (10.4) 4 (8.3 ) 0 1 (2.1 ) 0 



  

  

4139 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypokalaemia 5 (10.4) 3 (6.3 ) 2 (4.2 ) 0 0 

  Hypoalbuminaemia 4 (8.3 ) 1 (2.1 ) 2 (4.2 ) 1 (2.1 ) 0 

  Hypocalcaemia 3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

  Hypophosphataemia 3 (6.3 ) 3 (6.3 ) 0 0 0 

  Dehydration 2 (4.2 ) 0 0 2 (4.2 ) 0 

  Hypomagnesaemia 2 (4.2 ) 2 (4.2 ) 0 0 0 

  Fluid retention 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Hyperferritinaemia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Hyperglycaemia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Hypernatraemia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Hyponatraemia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Vitamin d deficiency 1 (2.1 ) 1 (2.1 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 13 (27.1) 6 (12.5) 6 (12.5) 1 (2.1 ) 0 

  Myalgia 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 0 

  Arthralgia 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 0 0 

  Back pain 2 (4.2 ) 2 (4.2 ) 0 0 0 



  

  

4140 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bone pain 2 (4.2 ) 0 2 (4.2 ) 0 0 

  Joint effusion 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Joint stiffness 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Muscular weakness 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Osteonecrosis 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Osteopenia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Osteoporosis 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Pain in extremity 1 (2.1 ) 0 1 (2.1 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 3 (6.3 ) 0 0 2 (4.2 ) 1 (2.1 ) 

  Acute lymphocytic leukaemia 
recurrent 

3 (6.3 ) 0 0 2 (4.2 ) 1 (2.1 ) 

Nervous system disorders      

  -Total 19 (39.6) 5 (10.4) 9 (18.8) 4 (8.3 ) 1 (2.1 ) 

  Headache 7 (14.6) 3 (6.3 ) 3 (6.3 ) 1 (2.1 ) 0 

  Seizure 6 (12.5) 1 (2.1 ) 3 (6.3 ) 2 (4.2 ) 0 

  Neuralgia 2 (4.2 ) 0 2 (4.2 ) 0 0 

  Somnolence 2 (4.2 ) 0 0 2 (4.2 ) 0 



  

  

4141 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tremor 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Cerebral atrophy 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Dysgeusia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Encephalopathy 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Hyperkinesia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Intention tremor 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Neurological decompensation 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Subdural hygroma 1 (2.1 ) 0 1 (2.1 ) 0 0 

Product issues      

  -Total 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Device occlusion 1 (2.1 ) 0 1 (2.1 ) 0 0 

Psychiatric disorders      

  -Total 7 (14.6) 5 (10.4) 2 (4.2 ) 0 0 

  Disorientation 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Insomnia 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Anxiety 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Delirium 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Hallucination 1 (2.1 ) 0 1 (2.1 ) 0 0 



  

  

4142 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Initial insomnia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Irritability 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Restlessness 1 (2.1 ) 0 1 (2.1 ) 0 0 

Renal and urinary disorders      

  -Total 5 (10.4) 1 (2.1 ) 4 (8.3 ) 0 0 

  Dysuria 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Polyuria 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Renal impairment 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Urinary tract disorder 1 (2.1 ) 0 1 (2.1 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

  Metrorrhagia 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Ovarian failure 1 (2.1 ) 0 0 1 (2.1 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 13 (27.1) 7 (14.6) 4 (8.3 ) 2 (4.2 ) 0 

  Cough 5 (10.4) 3 (6.3 ) 2 (4.2 ) 0 0 

  Oropharyngeal pain 4 (8.3 ) 2 (4.2 ) 2 (4.2 ) 0 0 



  

  

4143 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Epistaxis 2 (4.2 ) 2 (4.2 ) 0 0 0 

  Hypoxia 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

  Dyspnoea 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Increased upper airway secretion 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Lung disorder 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Pharyngeal erythema 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Pleural effusion 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Pulmonary granuloma 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Stridor 1 (2.1 ) 0 1 (2.1 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 19 (39.6) 13 (27.1) 6 (12.5) 0 0 

  Rash 6 (12.5) 5 (10.4) 1 (2.1 ) 0 0 

  Erythema 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 0 

  Pruritus 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 0 0 

  Eczema 3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 0 0 

  Hangnail 2 (4.2 ) 2 (4.2 ) 0 0 0 

  Ingrowing nail 2 (4.2 ) 0 2 (4.2 ) 0 0 



  

  

4144 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Papule 2 (4.2 ) 2 (4.2 ) 0 0 0 

  Decubitus ulcer 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Dermatitis 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Dermatitis acneiform 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Petechiae 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Skin discolouration 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Skin lesion 1 (2.1 ) 1 (2.1 ) 0 0 0 

Vascular disorders      

  -Total 9 (18.8) 4 (8.3 ) 1 (2.1 ) 4 (8.3 ) 0 

  Hypertension 6 (12.5) 3 (6.3 ) 0 3 (6.3 ) 0 

  Hypotension 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

  Hot flush 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Vascular occlusion 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Venous thrombosis limb 1 (2.1 ) 0 1 (2.1 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:22                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169d 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

18 (100) 0 1 (5.6 ) 7 (38.9) 10 (55.6) 

Blood and lymphatic system disorders      

  -Total 13 (72.2) 1 (5.6 ) 3 (16.7) 7 (38.9) 2 (11.1) 

  Anaemia 8 (44.4) 1 (5.6 ) 1 (5.6 ) 6 (33.3) 0 

  Neutropenia 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Thrombocytopenia 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Febrile neutropenia 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  B-cell aplasia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Leukocytosis 1 (5.6 ) 0 1 (5.6 ) 0 0 

Cardiac disorders      

  -Total 7 (38.9) 6 (33.3) 0 1 (5.6 ) 0 



  

  

4147 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus tachycardia 4 (22.2) 4 (22.2) 0 0 0 

  Tachycardia 4 (22.2) 4 (22.2) 0 0 0 

  Sinus bradycardia 3 (16.7) 3 (16.7) 0 0 0 

  Cardiac discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Left ventricular dysfunction 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pericardial effusion 1 (5.6 ) 0 1 (5.6 ) 0 0 

Ear and labyrinth disorders      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Ear pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

Endocrine disorders      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Precocious puberty 1 (5.6 ) 1 (5.6 ) 0 0 0 

Eye disorders      

  -Total 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Eye pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Blepharospasm 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

4148 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blindness unilateral 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Diplopia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Eye pruritus 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lacrimation increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Ocular hyperaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vision blurred 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Visual impairment 1 (5.6 ) 1 (5.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 16 (88.9) 6 (33.3) 7 (38.9) 3 (16.7) 0 

  Abdominal pain 7 (38.9) 4 (22.2) 3 (16.7) 0 0 

  Constipation 6 (33.3) 4 (22.2) 2 (11.1) 0 0 

  Diarrhoea 6 (33.3) 4 (22.2) 1 (5.6 ) 1 (5.6 ) 0 

  Nausea 5 (27.8) 1 (5.6 ) 4 (22.2) 0 0 

  Vomiting 5 (27.8) 2 (11.1) 3 (16.7) 0 0 

  Abdominal distension 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Abdominal pain upper 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Gingival bleeding 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Paraesthesia oral 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 



  

  

4149 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Proctalgia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Abdominal pain lower 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Anal fissure 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Anal fistula 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Anal haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Anal incontinence 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dental caries 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Gastrointestinal motility disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypoaesthesia oral 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lip dry 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lip haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Periodontal disease 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rectal haemorrhage 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Rectal ulcer 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Stomatitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Upper gastrointestinal haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

4150 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

     

  -Total 16 (88.9) 4 (22.2) 9 (50.0) 3 (16.7) 0 

  Pyrexia 12 (66.7) 2 (11.1) 8 (44.4) 2 (11.1) 0 

  Face oedema 5 (27.8) 5 (27.8) 0 0 0 

  Fatigue 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Oedema peripheral 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Chills 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Catheter site pain 2 (11.1) 2 (11.1) 0 0 0 

  Gait disturbance 2 (11.1) 2 (11.1) 0 0 0 

  Localised oedema 2 (11.1) 2 (11.1) 0 0 0 

  Non-cardiac chest pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Pain 2 (11.1) 2 (11.1) 0 0 0 

  Asthenia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Axillary pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Catheter site haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Catheter site pruritus 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Facial pain 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

4151 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Generalised oedema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Malaise 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Mucosal inflammation 1 (5.6 ) 0 0 1 (5.6 ) 0 

Hepatobiliary disorders      

  -Total 2 (11.1) 1 (5.6 ) 0 0 1 (5.6 ) 

  Gallbladder oedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hepatosplenomegaly 1 (5.6 ) 0 0 0 1 (5.6 ) 

Immune system disorders      

  -Total 15 (83.3) 4 (22.2) 5 (27.8) 5 (27.8) 1 (5.6 ) 

  Cytokine release syndrome 13 (72.2) 6 (33.3) 3 (16.7) 3 (16.7) 1 (5.6 ) 

  Allergy to immunoglobulin therapy 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Hypogammaglobulinaemia 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Drug hypersensitivity 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Infections and infestations      

  -Total 13 (72.2) 1 (5.6 ) 4 (22.2) 6 (33.3) 2 (11.1) 

  Rash pustular 3 (16.7) 3 (16.7) 0 0 0 

  Sepsis 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Bacterial infection 2 (11.1) 0 0 2 (11.1) 0 



  

  

4152 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis 2 (11.1) 0 2 (11.1) 0 0 

  Enterovirus infection 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Nasopharyngitis 2 (11.1) 2 (11.1) 0 0 0 

  Upper respiratory tract infection 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Viral upper respiratory tract infection 2 (11.1) 0 2 (11.1) 0 0 

  Alternaria infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Aspergillus infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Atypical pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Body tinea 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Candida infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Catheter site infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Conjunctivitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Conjunctivitis viral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Device related infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Enterococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Folliculitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Influenza 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

4153 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Meningitis aseptic 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Mucosal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Nail infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Oral herpes 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Parainfluenzae virus infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Periorbital cellulitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Respiratory syncytial virus infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Rhinitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rhinovirus infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Sinusitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Skin infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Urinary tract infection viral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vascular device infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 6 (33.3) 1 (5.6 ) 5 (27.8) 0 0 



  

  

4154 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Contusion 2 (11.1) 2 (11.1) 0 0 0 

  Fall 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Allergic transfusion reaction 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Infusion related reaction 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Post procedural haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Procedural pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Skin abrasion 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Splinter 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Stoma site erythema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Stoma site haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Subcutaneous haematoma 1 (5.6 ) 1 (5.6 ) 0 0 0 

Investigations      

  -Total 15 (83.3) 1 (5.6 ) 4 (22.2) 3 (16.7) 7 (38.9) 

  White blood cell count decreased 6 (33.3) 0 0 1 (5.6 ) 5 (27.8) 

  Neutrophil count decreased 5 (27.8) 0 0 1 (5.6 ) 4 (22.2) 

  Platelet count decreased 5 (27.8) 0 0 1 (5.6 ) 4 (22.2) 

  Lymphocyte count decreased 4 (22.2) 0 0 4 (22.2) 0 



  

  

4155 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspartate aminotransferase 
increased 

3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Alanine aminotransferase increased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Blood alkaline phosphatase 
increased 

2 (11.1) 2 (11.1) 0 0 0 

  Blood bilirubin increased 2 (11.1) 0 1 (5.6 ) 0 1 (5.6 ) 

  Blood creatinine increased 2 (11.1) 2 (11.1) 0 0 0 

  Blood fibrinogen decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Gamma-glutamyltransferase 
increased 

2 (11.1) 0 2 (11.1) 0 0 

  Serum ferritin increased 2 (11.1) 2 (11.1) 0 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Ammonia increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood chloride increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood fibrinogen increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood urea decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood urea increased 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

4156 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood urine present 1 (5.6 ) 0 1 (5.6 ) 0 0 

  C-reactive protein increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Chlamydia test positive 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Fungal test positive 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Heart sounds abnormal 1 (5.6 ) 1 (5.6 ) 0 0 0 

  International normalised ratio 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lipase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Monocyte count decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 15 (83.3) 5 (27.8) 4 (22.2) 6 (33.3) 0 

  Hypokalaemia 8 (44.4) 3 (16.7) 0 5 (27.8) 0 

  Hypophosphataemia 6 (33.3) 3 (16.7) 2 (11.1) 1 (5.6 ) 0 

  Hypomagnesaemia 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Hyperuricaemia 4 (22.2) 4 (22.2) 0 0 0 

  Decreased appetite 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Hyperglycaemia 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Hyperkalaemia 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 



  

  

4157 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypocalcaemia 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Hypercalcaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hyperphosphataemia 2 (11.1) 2 (11.1) 0 0 0 

  Hypoalbuminaemia 2 (11.1) 2 (11.1) 0 0 0 

  Dehydration 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Fluid overload 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Lactic acidosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 9 (50.0) 1 (5.6 ) 5 (27.8) 3 (16.7) 0 

  Arthralgia 6 (33.3) 0 4 (22.2) 2 (11.1) 0 

  Pain in extremity 6 (33.3) 3 (16.7) 3 (16.7) 0 0 

  Back pain 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Muscular weakness 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Neck pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Bone pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Myalgia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Osteopenia 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

4158 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 4 (22.2) 0 0 1 (5.6 ) 3 (16.7) 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 0 0 0 1 (5.6 ) 

  B precursor type acute leukaemia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Leukaemia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Neoplasm progression 1 (5.6 ) 0 0 1 (5.6 ) 0 

Nervous system disorders      

  -Total 11 (61.1) 3 (16.7) 6 (33.3) 2 (11.1) 0 

  Headache 8 (44.4) 4 (22.2) 4 (22.2) 0 0 

  Dizziness 2 (11.1) 2 (11.1) 0 0 0 

  Lethargy 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Tremor 2 (11.1) 2 (11.1) 0 0 0 

  Depressed level of consciousness 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Dysarthria 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Dyskinesia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Facial paralysis 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

4159 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Head discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hemiparesis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Intention tremor 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Intracranial pressure increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Nervous system disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Neuropathy peripheral 1 (5.6 ) 0 1 (5.6 ) 0 0 

Psychiatric disorders      

  -Total 8 (44.4) 2 (11.1) 5 (27.8) 1 (5.6 ) 0 

  Agitation 3 (16.7) 0 2 (11.1) 1 (5.6 ) 0 

  Anxiety 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Confusional state 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Insomnia 2 (11.1) 0 2 (11.1) 0 0 

  Delirium 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Irritability 1 (5.6 ) 1 (5.6 ) 0 0 0 

Renal and urinary disorders      

  -Total 6 (33.3) 3 (16.7) 1 (5.6 ) 2 (11.1) 0 

  Haematuria 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Acute kidney injury 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 



  

  

4160 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Proteinuria 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Chromaturia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Urinary incontinence 1 (5.6 ) 1 (5.6 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Perineal pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Scrotal oedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vulvovaginal dryness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vulvovaginal pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 12 (66.7) 4 (22.2) 5 (27.8) 3 (16.7) 0 

  Cough 8 (44.4) 7 (38.9) 1 (5.6 ) 0 0 

  Epistaxis 6 (33.3) 4 (22.2) 2 (11.1) 0 0 

  Hypoxia 4 (22.2) 0 2 (11.1) 2 (11.1) 0 

  Nasal congestion 4 (22.2) 4 (22.2) 0 0 0 

  Rhinorrhoea 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Tachypnoea 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 



  

  

4161 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dyspnoea 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Oropharyngeal pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Apnoea 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Nasal septum perforation 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pleural effusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Productive cough 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rhinalgia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rhonchi 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sinus pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 11 (61.1) 8 (44.4) 3 (16.7) 0 0 

  Dry skin 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Petechiae 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Pruritus 3 (16.7) 3 (16.7) 0 0 0 

  Rash 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Erythema 2 (11.1) 2 (11.1) 0 0 0 

  Urticaria 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 



  

  

4162 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acne 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Alopecia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dermatitis bullous 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Ingrowing nail 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Skin ulcer 1 (5.6 ) 1 (5.6 ) 0 0 0 

Vascular disorders      

  -Total 11 (61.1) 5 (27.8) 3 (16.7) 3 (16.7) 0 

  Hypotension 4 (22.2) 3 (16.7) 0 1 (5.6 ) 0 

  Pallor 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Capillary leak syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Embolism 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Flushing 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypertension 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Jugular vein thrombosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Lymphoedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 



  

  

4163 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:22                                        Final 

 
  



  

  

4164 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169d 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100) 0 0 0 3 (100) 

Blood and lymphatic system disorders      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Disseminated intravascular 
coagulation 

2 (66.7) 0 2 (66.7) 0 0 

  Febrile neutropenia 1 (33.3) 0 0 1 (33.3) 0 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

Eye disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Blepharitis 1 (33.3) 1 (33.3) 0 0 0 

  Dry eye 1 (33.3) 1 (33.3) 0 0 0 

  Ocular hypertension 1 (33.3) 0 1 (33.3) 0 0 



  

  

4165 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

  -Total 2 (66.7) 0 2 (66.7) 0 0 

  Stomatitis 2 (66.7) 0 2 (66.7) 0 0 

  Diarrhoea 1 (33.3) 1 (33.3) 0 0 0 

  Nausea 1 (33.3) 0 1 (33.3) 0 0 

General disorders and administration 
site conditions 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Pyrexia 1 (33.3) 1 (33.3) 0 0 0 

Immune system disorders      

  -Total 3 (100) 0 1 (33.3) 0 2 (66.7) 

  Cytokine release syndrome 3 (100) 0 1 (33.3) 0 2 (66.7) 

Infections and infestations      

  -Total 2 (66.7) 0 2 (66.7) 0 0 

  Upper respiratory tract infection 2 (66.7) 0 2 (66.7) 0 0 

  Bronchopulmonary aspergillosis 1 (33.3) 0 1 (33.3) 0 0 

  Paronychia 1 (33.3) 0 1 (33.3) 0 0 

  Parotitis 1 (33.3) 1 (33.3) 0 0 0 

  Pharyngitis 1 (33.3) 0 1 (33.3) 0 0 



  

  

4166 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rhinitis 1 (33.3) 1 (33.3) 0 0 0 

Investigations      

  -Total 3 (100) 0 0 1 (33.3) 2 (66.7) 

  Blood fibrinogen decreased 2 (66.7) 0 0 2 (66.7) 0 

  Blood creatine phosphokinase 
increased 

1 (33.3) 0 0 0 1 (33.3) 

  Neutrophil count decreased 1 (33.3) 0 0 0 1 (33.3) 

  Weight decreased 1 (33.3) 0 1 (33.3) 0 0 

Metabolism and nutrition disorders      

  -Total 2 (66.7) 0 0 0 2 (66.7) 

  Hypoalbuminaemia 2 (66.7) 0 2 (66.7) 0 0 

  Hypocalcaemia 2 (66.7) 0 0 0 2 (66.7) 

  Hypokalaemia 2 (66.7) 0 0 2 (66.7) 0 

  Hyponatraemia 1 (33.3) 0 0 1 (33.3) 0 

  Hypophosphataemia 1 (33.3) 0 0 1 (33.3) 0 

  Tumour lysis syndrome 1 (33.3) 0 0 0 1 (33.3) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 



  

  

4167 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Myalgia 1 (33.3) 1 (33.3) 0 0 0 

Nervous system disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Headache 1 (33.3) 1 (33.3) 0 0 0 

Psychiatric disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Insomnia 1 (33.3) 1 (33.3) 0 0 0 

Renal and urinary disorders      

  -Total 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Acute kidney injury 1 (33.3) 0 0 0 1 (33.3) 

  Haematuria 1 (33.3) 1 (33.3) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (66.7) 0 0 1 (33.3) 1 (33.3) 

  Hypoxia 2 (66.7) 0 0 1 (33.3) 1 (33.3) 

  Cough 1 (33.3) 0 1 (33.3) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 2 (66.7) 1 (33.3) 0 1 (33.3) 0 



  

  

4168 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pruritus 1 (33.3) 1 (33.3) 0 0 0 

  Rash 1 (33.3) 0 0 1 (33.3) 0 

  Skin exfoliation 1 (33.3) 1 (33.3) 0 0 0 

Vascular disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypertension 1 (33.3) 0 1 (33.3) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:22                                        Final 
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Tabl e 169e => Adverse events (not disease related) post CTL019 i nfusion, regar dless  of study drug r elati onshi p, by pri mar y sys tem organ cl ass, pr eferred term, maxi mum CTC grade and Pri or SCT  ther apy (Safety Set ) 
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Table 169e 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

42 (100) 3 (7.1 ) 9 (21.4) 12 (28.6) 18 (42.9) 

Blood and lymphatic system disorders      

  -Total 20 (47.6) 5 (11.9) 2 (4.8 ) 10 (23.8) 3 (7.1 ) 

  Anaemia 9 (21.4) 4 (9.5 ) 1 (2.4 ) 4 (9.5 ) 0 

  Neutropenia 4 (9.5 ) 0 0 1 (2.4 ) 3 (7.1 ) 

  Febrile neutropenia 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Thrombocytopenia 2 (4.8 ) 0 0 2 (4.8 ) 0 

  B-cell aplasia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Bone marrow failure 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Leukopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pancytopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Splenomegaly 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

4170 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Cardiac disorders      

  -Total 8 (19.0) 8 (19.0) 0 0 0 

  Tachycardia 5 (11.9) 5 (11.9) 0 0 0 

  Sinus bradycardia 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Bradycardia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Cardiac discomfort 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Sinus tachycardia 1 (2.4 ) 1 (2.4 ) 0 0 0 

Eye disorders      

  -Total 3 (7.1 ) 3 (7.1 ) 0 0 0 

  Blepharospasm 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dry eye 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Vision blurred 1 (2.4 ) 1 (2.4 ) 0 0 0 

Gastrointestinal disorders      

  -Total 16 (38.1) 7 (16.7) 8 (19.0) 1 (2.4 ) 0 

  Diarrhoea 6 (14.3) 6 (14.3) 0 0 0 

  Nausea 6 (14.3) 1 (2.4 ) 5 (11.9) 0 0 

  Vomiting 5 (11.9) 4 (9.5 ) 1 (2.4 ) 0 0 

  Abdominal pain 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 0 

  Constipation 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 0 



  

  

4171 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal pain upper 2 (4.8 ) 0 2 (4.8 ) 0 0 

  Gastrointestinal haemorrhage 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Gingival bleeding 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hypoaesthesia oral 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lip haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Paraesthesia oral 1 (2.4 ) 1 (2.4 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 25 (59.5) 13 (31.0) 8 (19.0) 3 (7.1 ) 1 (2.4 ) 

  Pyrexia 17 (40.5) 10 (23.8) 4 (9.5 ) 3 (7.1 ) 0 

  Fatigue 6 (14.3) 2 (4.8 ) 4 (9.5 ) 0 0 

  Oedema peripheral 3 (7.1 ) 3 (7.1 ) 0 0 0 

  Asthenia 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Catheter site haemorrhage 2 (4.8 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Pain 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Catheter site erythema 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Catheter site pain 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Chills 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Face oedema 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

4172 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Multiple organ dysfunction syndrome 1 (2.4 ) 0 0 0 1 (2.4 ) 

Hepatobiliary disorders      

  -Total 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Hepatic failure 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hepatocellular injury 1 (2.4 ) 0 0 1 (2.4 ) 0 

Immune system disorders      

  -Total 29 (69.0) 5 (11.9) 14 (33.3) 5 (11.9) 5 (11.9) 

  Cytokine release syndrome 25 (59.5) 7 (16.7) 9 (21.4) 4 (9.5 ) 5 (11.9) 

  Hypogammaglobulinaemia 14 (33.3) 3 (7.1 ) 10 (23.8) 1 (2.4 ) 0 

  Allergy to immunoglobulin therapy 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Atopy 1 (2.4 ) 1 (2.4 ) 0 0 0 

Infections and infestations      

  -Total 14 (33.3) 2 (4.8 ) 7 (16.7) 4 (9.5 ) 1 (2.4 ) 

  Upper respiratory tract infection 2 (4.8 ) 0 2 (4.8 ) 0 0 

  Bacterial infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Candida infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Central nervous system infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Cerebral fungal infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Cystitis 1 (2.4 ) 0 1 (2.4 ) 0 0 



  

  

4173 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Device related infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Helminthic infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Herpes zoster 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Oral fungal infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Parotitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Pneumonia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pseudomembranous colitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Sepsis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Sinusitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Vulvitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (9.5 ) 1 (2.4 ) 3 (7.1 ) 0 0 

  Allergic transfusion reaction 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Contusion 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Fall 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Procedural pain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Stoma site erythema 1 (2.4 ) 0 1 (2.4 ) 0 0 



  

  

4174 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Stoma site haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Subcutaneous haematoma 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Thermal burn 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Transfusion reaction 1 (2.4 ) 1 (2.4 ) 0 0 0 

Investigations      

  -Total 23 (54.8) 3 (7.1 ) 4 (9.5 ) 5 (11.9) 11 (26.2) 

  Neutrophil count decreased 9 (21.4) 1 (2.4 ) 0 2 (4.8 ) 6 (14.3) 

  White blood cell count decreased 8 (19.0) 0 2 (4.8 ) 1 (2.4 ) 5 (11.9) 

  Platelet count decreased 7 (16.7) 1 (2.4 ) 2 (4.8 ) 2 (4.8 ) 2 (4.8 ) 

  Aspartate aminotransferase 
increased 

3 (7.1 ) 3 (7.1 ) 0 0 0 

  Prothrombin time prolonged 3 (7.1 ) 3 (7.1 ) 0 0 0 

  Alanine aminotransferase increased 2 (4.8 ) 2 (4.8 ) 0 0 0 

  C-reactive protein increased 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Lymphocyte count decreased 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Blood alkaline phosphatase 
increased 

1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood creatinine increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood fibrinogen increased 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

4175 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood urea decreased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood urea increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood urine present 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Clostridium test positive 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Fungal test positive 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Gamma-glutamyltransferase 
increased 

1 (2.4 ) 0 1 (2.4 ) 0 0 

  Haemoglobin decreased 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Immunoglobulins decreased 1 (2.4 ) 0 0 0 1 (2.4 ) 

  International normalised ratio 
increased 

1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lipase increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Monocyte count decreased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Serum ferritin increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 15 (35.7) 8 (19.0) 3 (7.1 ) 4 (9.5 ) 0 

  Hypokalaemia 5 (11.9) 3 (7.1 ) 0 2 (4.8 ) 0 

  Decreased appetite 3 (7.1 ) 3 (7.1 ) 0 0 0 

  Hypophosphataemia 3 (7.1 ) 3 (7.1 ) 0 0 0 



  

  

4176 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dehydration 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Hypoalbuminaemia 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Hypocalcaemia 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Fluid retention 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hyperkalaemia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hyperphosphataemia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hyperuricaemia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hypomagnesaemia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Vitamin d deficiency 1 (2.4 ) 1 (2.4 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 10 (23.8) 6 (14.3) 2 (4.8 ) 2 (4.8 ) 0 

  Arthralgia 3 (7.1 ) 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 0 

  Myalgia 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Pain in extremity 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Back pain 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Bone pain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Joint effusion 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Joint stiffness 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

4177 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Muscular weakness 1 (2.4 ) 1 (2.4 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Neoplasm progression 1 (2.4 ) 0 0 1 (2.4 ) 0 

Nervous system disorders      

  -Total 16 (38.1) 7 (16.7) 5 (11.9) 3 (7.1 ) 1 (2.4 ) 

  Headache 7 (16.7) 3 (7.1 ) 4 (9.5 ) 0 0 

  Seizure 4 (9.5 ) 1 (2.4 ) 1 (2.4 ) 2 (4.8 ) 0 

  Intention tremor 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Somnolence 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Dizziness 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dysgeusia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Encephalopathy 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Head discomfort 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hyperkinesia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Tremor 1 (2.4 ) 1 (2.4 ) 0 0 0 

Product issues      

  -Total 1 (2.4 ) 0 1 (2.4 ) 0 0 



  

  

4178 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Device occlusion 1 (2.4 ) 0 1 (2.4 ) 0 0 

Psychiatric disorders      

  -Total 6 (14.3) 3 (7.1 ) 3 (7.1 ) 0 0 

  Anxiety 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Delirium 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Insomnia 2 (4.8 ) 0 2 (4.8 ) 0 0 

  Agitation 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Disorientation 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Restlessness 1 (2.4 ) 0 1 (2.4 ) 0 0 

Renal and urinary disorders      

  -Total 8 (19.0) 3 (7.1 ) 4 (9.5 ) 1 (2.4 ) 0 

  Dysuria 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Polyuria 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Acute kidney injury 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Chromaturia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Haematuria 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Renal impairment 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Urinary tract disorder 1 (2.4 ) 0 1 (2.4 ) 0 0 



  

  

4179 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 11 (26.2) 6 (14.3) 4 (9.5 ) 1 (2.4 ) 0 

  Epistaxis 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 0 

  Hypoxia 3 (7.1 ) 0 2 (4.8 ) 1 (2.4 ) 0 

  Cough 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Oropharyngeal pain 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Tachypnoea 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Dyspnoea 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Increased upper airway secretion 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Pleural effusion 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Rhinorrhoea 1 (2.4 ) 1 (2.4 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 14 (33.3) 10 (23.8) 4 (9.5 ) 0 0 

  Rash 5 (11.9) 4 (9.5 ) 1 (2.4 ) 0 0 

  Erythema 4 (9.5 ) 3 (7.1 ) 1 (2.4 ) 0 0 

  Pruritus 4 (9.5 ) 4 (9.5 ) 0 0 0 

  Petechiae 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 0 



  

  

4180 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dry skin 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Acne 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Decubitus ulcer 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hangnail 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Ingrowing nail 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Papule 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Skin discolouration 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Skin lesion 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Urticaria 1 (2.4 ) 0 1 (2.4 ) 0 0 

Vascular disorders      

  -Total 9 (21.4) 4 (9.5 ) 1 (2.4 ) 4 (9.5 ) 0 

  Hypotension 4 (9.5 ) 2 (4.8 ) 0 2 (4.8 ) 0 

  Hypertension 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Capillary leak syndrome 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Jugular vein thrombosis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pallor 1 (2.4 ) 0 1 (2.4 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 



  

  

4181 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:23                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169e 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

27 (100) 4 (14.8) 3 (11.1) 8 (29.6) 12 (44.4) 

Blood and lymphatic system disorders      

  -Total 14 (51.9) 1 (3.7 ) 4 (14.8) 5 (18.5) 4 (14.8) 

  Anaemia 4 (14.8) 1 (3.7 ) 1 (3.7 ) 2 (7.4 ) 0 

  Neutropenia 4 (14.8) 0 0 1 (3.7 ) 3 (11.1) 

  Disseminated intravascular 
coagulation 

3 (11.1) 0 2 (7.4 ) 1 (3.7 ) 0 

  Febrile neutropenia 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Thrombocytopenia 2 (7.4 ) 0 1 (3.7 ) 0 1 (3.7 ) 

  Bone marrow failure 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Coagulation factor deficiency 1 (3.7 ) 0 0 1 (3.7 ) 0 

Cardiac disorders      

  -Total 7 (25.9) 2 (7.4 ) 3 (11.1) 2 (7.4 ) 0 



  

  

4184 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachycardia 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 

  Left ventricular dysfunction 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Sinus tachycardia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Cardiac hypertrophy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Pericardial effusion 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Sinus bradycardia 1 (3.7 ) 1 (3.7 ) 0 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Talipes 1 (3.7 ) 1 (3.7 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Vertigo 1 (3.7 ) 0 0 1 (3.7 ) 0 

Endocrine disorders      

  -Total 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Precocious puberty 1 (3.7 ) 1 (3.7 ) 0 0 0 

Eye disorders      

  -Total 4 (14.8) 1 (3.7 ) 2 (7.4 ) 1 (3.7 ) 0 

  Amaurosis 1 (3.7 ) 0 0 1 (3.7 ) 0 



  

  

4185 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Conjunctival haemorrhage 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Diplopia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Dry eye 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Ocular hypertension 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Optic atrophy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Vitreous opacities 1 (3.7 ) 1 (3.7 ) 0 0 0 

Gastrointestinal disorders      

  -Total 18 (66.7) 6 (22.2) 8 (29.6) 4 (14.8) 0 

  Diarrhoea 9 (33.3) 5 (18.5) 2 (7.4 ) 2 (7.4 ) 0 

  Nausea 5 (18.5) 0 4 (14.8) 1 (3.7 ) 0 

  Vomiting 5 (18.5) 3 (11.1) 2 (7.4 ) 0 0 

  Abdominal pain 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Abdominal distension 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Abdominal pain upper 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Anal fissure 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Anal fistula 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Anal haemorrhage 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Anal incontinence 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dyspepsia 1 (3.7 ) 1 (3.7 ) 0 0 0 



  

  

4186 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastrointestinal pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Gingival swelling 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Lip dry 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Paraesthesia oral 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Proctalgia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rectal haemorrhage 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Rectal ulcer 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Stomatitis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Upper gastrointestinal haemorrhage 1 (3.7 ) 1 (3.7 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 12 (44.4) 3 (11.1) 5 (18.5) 4 (14.8) 0 

  Pyrexia 8 (29.6) 3 (11.1) 4 (14.8) 1 (3.7 ) 0 

  Face oedema 4 (14.8) 3 (11.1) 0 1 (3.7 ) 0 

  Localised oedema 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Pain 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Catheter site pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Catheter site pruritus 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Drug withdrawal syndrome 1 (3.7 ) 0 0 1 (3.7 ) 0 



  

  

4187 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fatigue 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Mucosal inflammation 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Non-cardiac chest pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Oedema 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Oedema peripheral 1 (3.7 ) 1 (3.7 ) 0 0 0 

Hepatobiliary disorders      

  -Total 4 (14.8) 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 

  Cholestasis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Gallbladder oedema 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hepatic steatosis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hepatosplenomegaly 1 (3.7 ) 0 0 0 1 (3.7 ) 

Immune system disorders      

  -Total 23 (85.2) 6 (22.2) 4 (14.8) 5 (18.5) 8 (29.6) 

  Cytokine release syndrome 21 (77.8) 5 (18.5) 3 (11.1) 5 (18.5) 8 (29.6) 

  Haemophagocytic 
lymphohistiocytosis 

3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Hypogammaglobulinaemia 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Allergy to immunoglobulin therapy 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Drug hypersensitivity 1 (3.7 ) 0 1 (3.7 ) 0 0 



  

  

4188 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

  -Total 12 (44.4) 0 6 (22.2) 5 (18.5) 1 (3.7 ) 

  Vascular device infection 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Aspergillus infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Bronchopulmonary aspergillosis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Candida infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Cellulitis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Cellulitis orbital 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Device related infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Eye infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Influenza 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Meningitis aseptic 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Nail infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Nasopharyngitis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Paronychia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Pneumonia viral 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Rash pustular 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Respiratory syncytial virus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Respiratory tract infection 1 (3.7 ) 1 (3.7 ) 0 0 0 



  

  

4189 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sepsis 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Systemic infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Urinary tract infection viral 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Viral upper respiratory tract infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (14.8) 0 3 (11.1) 1 (3.7 ) 0 

  Allergic transfusion reaction 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Femoral neck fracture 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Infusion related reaction 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Periorbital haematoma 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Post procedural haemorrhage 1 (3.7 ) 1 (3.7 ) 0 0 0 

Investigations      

  -Total 16 (59.3) 2 (7.4 ) 5 (18.5) 5 (18.5) 4 (14.8) 

  Blood fibrinogen decreased 5 (18.5) 0 2 (7.4 ) 3 (11.1) 0 

  Blood bilirubin increased 3 (11.1) 0 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 

  Immunoglobulins decreased 3 (11.1) 0 2 (7.4 ) 1 (3.7 ) 0 

  White blood cell count decreased 3 (11.1) 0 0 2 (7.4 ) 1 (3.7 ) 



  

  

4190 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspartate aminotransferase 
increased 

2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Blood creatinine increased 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Neutrophil count decreased 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Platelet count decreased 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Activated partial thromboplastin time 
prolonged 

1 (3.7 ) 1 (3.7 ) 0 0 0 

  Alanine aminotransferase increased 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Ammonia increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Antithrombin iii decreased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Blood alkaline phosphatase 
increased 

1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood chloride increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood creatine phosphokinase 
increased 

1 (3.7 ) 0 0 0 1 (3.7 ) 

  Blood lactate dehydrogenase 
increased 

1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood magnesium increased 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Blood potassium decreased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Blood uric acid increased 1 (3.7 ) 0 1 (3.7 ) 0 0 



  

  

4191 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Chest x-ray abnormal 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (3.7 ) 1 (3.7 ) 0 0 0 

  Heart sounds abnormal 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lymphocyte count decreased 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Protein total decreased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Serum ferritin increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 16 (59.3) 4 (14.8) 5 (18.5) 5 (18.5) 2 (7.4 ) 

  Hypokalaemia 10 (37.0) 4 (14.8) 2 (7.4 ) 4 (14.8) 0 

  Hypophosphataemia 6 (22.2) 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 

  Hypoalbuminaemia 5 (18.5) 1 (3.7 ) 3 (11.1) 1 (3.7 ) 0 

  Hypocalcaemia 5 (18.5) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 2 (7.4 ) 

  Decreased appetite 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

  Hyperglycaemia 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Hypomagnesaemia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Hyponatraemia 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Dehydration 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Fluid overload 1 (3.7 ) 0 1 (3.7 ) 0 0 



  

  

4192 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypercalcaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypernatraemia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hyperphosphataemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hyperuricaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Tumour lysis syndrome 1 (3.7 ) 0 0 0 1 (3.7 ) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 8 (29.6) 3 (11.1) 4 (14.8) 1 (3.7 ) 0 

  Myalgia 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 

  Muscular weakness 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Pain in extremity 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Arthralgia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Bone pain 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Osteonecrosis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Osteopenia 1 (3.7 ) 1 (3.7 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (7.4 ) 0 0 0 2 (7.4 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.7 ) 0 0 0 1 (3.7 ) 



  

  

4193 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Leukaemia 1 (3.7 ) 0 0 0 1 (3.7 ) 

Nervous system disorders      

  -Total 11 (40.7) 2 (7.4 ) 6 (22.2) 3 (11.1) 0 

  Headache 5 (18.5) 2 (7.4 ) 2 (7.4 ) 1 (3.7 ) 0 

  Tremor 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Seizure 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Cerebral atrophy 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Depressed level of consciousness 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Dyskinesia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Encephalopathy 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Lethargy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Nervous system disorder 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Neuralgia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Neurological decompensation 1 (3.7 ) 0 1 (3.7 ) 0 0 

Psychiatric disorders      

  -Total 9 (33.3) 4 (14.8) 4 (14.8) 1 (3.7 ) 0 

  Agitation 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Anxiety 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Confusional state 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 



  

  

4194 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Insomnia 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Irritability 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Disorientation 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hallucination 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Initial insomnia 1 (3.7 ) 1 (3.7 ) 0 0 0 

Renal and urinary disorders      

  -Total 3 (11.1) 1 (3.7 ) 1 (3.7 ) 0 1 (3.7 ) 

  Acute kidney injury 2 (7.4 ) 0 1 (3.7 ) 0 1 (3.7 ) 

  Haematuria 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Proteinuria 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Urinary incontinence 1 (3.7 ) 1 (3.7 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Scrotal oedema 1 (3.7 ) 1 (3.7 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 9 (33.3) 2 (7.4 ) 2 (7.4 ) 4 (14.8) 1 (3.7 ) 

  Hypoxia 5 (18.5) 1 (3.7 ) 1 (3.7 ) 2 (7.4 ) 1 (3.7 ) 



  

  

4195 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cough 4 (14.8) 2 (7.4 ) 2 (7.4 ) 0 0 

  Apnoea 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Lung disorder 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Oropharyngeal pain 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Pleural effusion 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rhinorrhoea 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Tachypnoea 1 (3.7 ) 1 (3.7 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 11 (40.7) 9 (33.3) 1 (3.7 ) 1 (3.7 ) 0 

  Rash 4 (14.8) 3 (11.1) 0 1 (3.7 ) 0 

  Pruritus 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Dermatitis acneiform 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dry skin 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Erythema 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Papule 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Petechiae 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Skin exfoliation 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Urticaria 1 (3.7 ) 1 (3.7 ) 0 0 0 



  

  

4196 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders      

  -Total 9 (33.3) 4 (14.8) 2 (7.4 ) 3 (11.1) 0 

  Hypertension 5 (18.5) 1 (3.7 ) 1 (3.7 ) 3 (11.1) 0 

  Hypotension 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Hot flush 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lymphoedema 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Vascular occlusion 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Venous thrombosis limb 1 (3.7 ) 0 1 (3.7 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:23                                        Final 

 
  



  

  

4197 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169e 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

33 (86.8) 8 (21.1) 6 (15.8) 12 (31.6) 7 (18.4) 

Blood and lymphatic system disorders      

  -Total 9 (23.7) 1 (2.6 ) 3 (7.9 ) 5 (13.2) 0 

  Anaemia 5 (13.2) 1 (2.6 ) 1 (2.6 ) 3 (7.9 ) 0 

  Thrombocytopenia 2 (5.3 ) 0 2 (5.3 ) 0 0 

  B-cell aplasia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Febrile neutropenia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Lymphopenia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Neutropenia 1 (2.6 ) 0 1 (2.6 ) 0 0 

Cardiac disorders      

  -Total 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Sinus tachycardia 1 (2.6 ) 1 (2.6 ) 0 0 0 



  

  

4198 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachycardia 1 (2.6 ) 1 (2.6 ) 0 0 0 

Endocrine disorders      

  -Total 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Hypothyroidism 1 (2.6 ) 0 1 (2.6 ) 0 0 

Eye disorders      

  -Total 4 (10.5) 3 (7.9 ) 1 (2.6 ) 0 0 

  Astigmatism 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Blindness unilateral 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Eye pain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Eye pruritus 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hypermetropia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Lacrimation increased 1 (2.6 ) 1 (2.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 14 (36.8) 8 (21.1) 6 (15.8) 0 0 

  Constipation 5 (13.2) 3 (7.9 ) 2 (5.3 ) 0 0 

  Nausea 4 (10.5) 3 (7.9 ) 1 (2.6 ) 0 0 

  Vomiting 4 (10.5) 3 (7.9 ) 1 (2.6 ) 0 0 

  Abdominal pain 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 

  Diarrhoea 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 0 0 



  

  

4199 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal distension 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Abdominal pain lower 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Abdominal pain upper 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Gastrointestinal motility disorder 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Gingival bleeding 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Stomatitis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Toothache 1 (2.6 ) 1 (2.6 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 12 (31.6) 7 (18.4) 4 (10.5) 1 (2.6 ) 0 

  Pyrexia 9 (23.7) 4 (10.5) 4 (10.5) 1 (2.6 ) 0 

  Chills 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Axillary pain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Catheter site erythema 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Face oedema 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Fatigue 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Gait disturbance 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Oedema peripheral 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Pain 1 (2.6 ) 1 (2.6 ) 0 0 0 



  

  

4200 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders      

  -Total 6 (15.8) 4 (10.5) 2 (5.3 ) 0 0 

  Hypogammaglobulinaemia 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 

  Allergy to immunoglobulin therapy 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Cytokine release syndrome 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Drug hypersensitivity 1 (2.6 ) 1 (2.6 ) 0 0 0 

Infections and infestations      

  -Total 25 (65.8) 7 (18.4) 11 (28.9) 7 (18.4) 0 

  Nasopharyngitis 6 (15.8) 5 (13.2) 1 (2.6 ) 0 0 

  Rhinitis 5 (13.2) 4 (10.5) 1 (2.6 ) 0 0 

  Upper respiratory tract infection 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 

  Bronchitis 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Gastroenteritis 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Herpes zoster 2 (5.3 ) 0 2 (5.3 ) 0 0 

  Oral herpes 2 (5.3 ) 0 2 (5.3 ) 0 0 

  Otitis externa 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Otitis media 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Rash pustular 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Atypical pneumonia 1 (2.6 ) 0 0 1 (2.6 ) 0 



  

  

4201 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Central nervous system infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Conjunctivitis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Conjunctivitis viral 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Device related infection 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Enterovirus infection 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Escherichia urinary tract infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Folliculitis 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Gastrointestinal infection 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Impetigo 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Laryngitis 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Molluscum contagiosum 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Otitis media acute 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Periorbital cellulitis 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Pneumonia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Pneumonia haemophilus 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Respiratory syncytial virus infection 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Skin infection 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Tinea pedis 1 (2.6 ) 0 1 (2.6 ) 0 0 



  

  

4202 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tooth infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Viral upper respiratory tract infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 0 0 

  Ligament sprain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Procedural pain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Splinter 1 (2.6 ) 1 (2.6 ) 0 0 0 

Investigations      

  -Total 14 (36.8) 3 (7.9 ) 2 (5.3 ) 4 (10.5) 5 (13.2) 

  Platelet count decreased 7 (18.4) 2 (5.3 ) 2 (5.3 ) 1 (2.6 ) 2 (5.3 ) 

  Alanine aminotransferase increased 6 (15.8) 3 (7.9 ) 1 (2.6 ) 1 (2.6 ) 1 (2.6 ) 

  Aspartate aminotransferase 
increased 

6 (15.8) 4 (10.5) 0 1 (2.6 ) 1 (2.6 ) 

  Neutrophil count decreased 5 (13.2) 0 0 2 (5.3 ) 3 (7.9 ) 

  White blood cell count decreased 5 (13.2) 1 (2.6 ) 0 2 (5.3 ) 2 (5.3 ) 

  Lymphocyte count decreased 2 (5.3 ) 1 (2.6 ) 0 1 (2.6 ) 0 

  Blood alkaline phosphatase 
increased 

1 (2.6 ) 1 (2.6 ) 0 0 0 



  

  

4203 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gamma-glutamyltransferase 
increased 

1 (2.6 ) 0 1 (2.6 ) 0 0 

  Immunoglobulins decreased 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Vitamin d decreased 1 (2.6 ) 1 (2.6 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 5 (13.2) 3 (7.9 ) 2 (5.3 ) 0 0 

  Hypophosphataemia 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Decreased appetite 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Dehydration 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Hyperglycaemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hyperkalaemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hyperuricaemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hypomagnesaemia 1 (2.6 ) 0 1 (2.6 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 6 (15.8) 2 (5.3 ) 4 (10.5) 0 0 

  Back pain 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Pain in extremity 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Arthralgia 1 (2.6 ) 0 1 (2.6 ) 0 0 



  

  

4204 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bone pain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Osteoporosis 1 (2.6 ) 0 1 (2.6 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 3 (7.9 ) 0 0 1 (2.6 ) 2 (5.3 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (5.3 ) 0 0 1 (2.6 ) 1 (2.6 ) 

  B precursor type acute leukaemia 1 (2.6 ) 0 0 0 1 (2.6 ) 

Nervous system disorders      

  -Total 5 (13.2) 2 (5.3 ) 3 (7.9 ) 0 0 

  Headache 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Dizziness 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hemiparesis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Neuralgia 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Subdural hygroma 1 (2.6 ) 0 1 (2.6 ) 0 0 

Psychiatric disorders      

  -Total 3 (7.9 ) 3 (7.9 ) 0 0 0 

  Anxiety 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Confusional state 1 (2.6 ) 1 (2.6 ) 0 0 0 



  

  

4205 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Insomnia 1 (2.6 ) 1 (2.6 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 2 (5.3 ) 1 (2.6 ) 0 1 (2.6 ) 0 

  Ovarian failure 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Vulvovaginal dryness 1 (2.6 ) 1 (2.6 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 10 (26.3) 6 (15.8) 4 (10.5) 0 0 

  Cough 7 (18.4) 5 (13.2) 2 (5.3 ) 0 0 

  Epistaxis 4 (10.5) 3 (7.9 ) 1 (2.6 ) 0 0 

  Nasal congestion 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Oropharyngeal pain 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Pharyngeal erythema 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Rhonchi 1 (2.6 ) 1 (2.6 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 8 (21.1) 7 (18.4) 1 (2.6 ) 0 0 

  Dry skin 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Eczema 2 (5.3 ) 2 (5.3 ) 0 0 0 



  

  

4206 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alopecia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Dermatitis 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hangnail 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Ingrowing nail 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Petechiae 1 (2.6 ) 1 (2.6 ) 0 0 0 

Vascular disorders      

  -Total 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 

  Pallor 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Hypertension 1 (2.6 ) 0 1 (2.6 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:23                                        Final 

 
  



  

  

4207 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169e 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

15 (68.2) 1 (4.5 ) 6 (27.3) 7 (31.8) 1 (4.5 ) 

Blood and lymphatic system disorders      

  -Total 4 (18.2) 1 (4.5 ) 1 (4.5 ) 2 (9.1 ) 0 

  Thrombocytopenia 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Anaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Leukocytosis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Neutropenia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Cardiac disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Sinus bradycardia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Sinus tachycardia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Tachycardia 1 (4.5 ) 1 (4.5 ) 0 0 0 



  

  

4208 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Ear and labyrinth disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ear pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

Endocrine disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (4.5 ) 1 (4.5 ) 0 0 0 

Eye disorders      

  -Total 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Blepharitis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Conjunctivitis allergic 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Eye pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ocular hyperaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Visual impairment 1 (4.5 ) 1 (4.5 ) 0 0 0 

Gastrointestinal disorders      

  -Total 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Abdominal pain 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Nausea 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Abdominal distension 1 (4.5 ) 0 1 (4.5 ) 0 0 



  

  

4209 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Constipation 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Dental caries 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Diarrhoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oral pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Periodontal disease 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Proctalgia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Stomatitis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Vomiting 1 (4.5 ) 0 1 (4.5 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 6 (27.3) 1 (4.5 ) 5 (22.7) 0 0 

  Pyrexia 5 (22.7) 0 5 (22.7) 0 0 

  Chills 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Facial pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Gait disturbance 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Generalised oedema 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Localised oedema 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Malaise 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Non-cardiac chest pain 1 (4.5 ) 0 1 (4.5 ) 0 0 



  

  

4210 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders      

  -Total 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hepatotoxicity 1 (4.5 ) 0 1 (4.5 ) 0 0 

Immune system disorders      

  -Total 3 (13.6) 0 2 (9.1 ) 1 (4.5 ) 0 

  Hypogammaglobulinaemia 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Allergy to immunoglobulin therapy 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Drug hypersensitivity 1 (4.5 ) 0 1 (4.5 ) 0 0 

Infections and infestations      

  -Total 10 (45.5) 2 (9.1 ) 1 (4.5 ) 6 (27.3) 1 (4.5 ) 

  Herpes zoster 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Nasopharyngitis 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Sinusitis 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Upper respiratory tract infection 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Alternaria infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Aspergillus infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Bacterial infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Body tinea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Candida infection 1 (4.5 ) 0 0 1 (4.5 ) 0 



  

  

4211 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Catheter site infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Device related infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterococcal infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterovirus infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Gastroenteritis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Influenza 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Meningitis aseptic 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Mucosal infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Parainfluenzae virus infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Paronychia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pharyngitis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pneumonia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Rash pustular 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rhinovirus infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Sepsis 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Septic shock 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Tonsillitis 1 (4.5 ) 0 0 1 (4.5 ) 0 

Injury, poisoning and procedural 
complications 

     



  

  

4212 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Contusion 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Fall 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Infusion related reaction 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Skin abrasion 1 (4.5 ) 0 1 (4.5 ) 0 0 

Investigations      

  -Total 6 (27.3) 2 (9.1 ) 3 (13.6) 1 (4.5 ) 0 

  White blood cell count decreased 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Activated partial thromboplastin time 
prolonged 

1 (4.5 ) 1 (4.5 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (4.5 ) 1 (4.5 ) 0 0 0 

  Chlamydia test positive 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Cytomegalovirus test positive 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Lymph node palpable 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Neutrophil count decreased 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Platelet count decreased 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Weight decreased 1 (4.5 ) 0 1 (4.5 ) 0 0 

Metabolism and nutrition disorders      



  

  

4213 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 5 (22.7) 1 (4.5 ) 2 (9.1 ) 2 (9.1 ) 0 

  Hypomagnesaemia 3 (13.6) 3 (13.6) 0 0 0 

  Hypokalaemia 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Decreased appetite 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hypercalcaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hyperferritinaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hyperglycaemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Hyperkalaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hyperuricaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hypoalbuminaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hypocalcaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Lactic acidosis 1 (4.5 ) 0 0 1 (4.5 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 6 (27.3) 2 (9.1 ) 3 (13.6) 1 (4.5 ) 0 

  Arthralgia 5 (22.7) 1 (4.5 ) 3 (13.6) 1 (4.5 ) 0 

  Back pain 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Neck pain 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Pain in extremity 2 (9.1 ) 0 2 (9.1 ) 0 0 



  

  

4214 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Muscular weakness 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Osteopenia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Nervous system disorders      

  -Total 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Headache 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Dysarthria 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Facial paralysis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Intracranial pressure increased 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Lethargy 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Neuropathy peripheral 1 (4.5 ) 0 1 (4.5 ) 0 0 

Psychiatric disorders      

  -Total 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Agitation 1 (4.5 ) 0 1 (4.5 ) 0 0 

Renal and urinary disorders      

  -Total 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Haematuria 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Proteinuria 1 (4.5 ) 0 1 (4.5 ) 0 0 

Reproductive system and breast 
disorders 

     



  

  

4215 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Metrorrhagia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Perineal pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Vulvovaginal pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 5 (22.7) 3 (13.6) 0 2 (9.1 ) 0 

  Cough 3 (13.6) 3 (13.6) 0 0 0 

  Dyspnoea 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Nasal congestion 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Epistaxis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hypoxia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Nasal septum perforation 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oropharyngeal pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Productive cough 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Pulmonary granuloma 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Rhinalgia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rhinorrhoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Sinus pain 1 (4.5 ) 1 (4.5 ) 0 0 0 



  

  

4216 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Stridor 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Tachypnoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 6 (27.3) 3 (13.6) 3 (13.6) 0 0 

  Pruritus 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Rash 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Dermatitis bullous 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Eczema 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Erythema 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ingrowing nail 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Petechiae 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Skin ulcer 1 (4.5 ) 1 (4.5 ) 0 0 0 

Vascular disorders      

  -Total 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Embolism 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Flushing 1 (4.5 ) 1 (4.5 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 



  

  

4217 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4218 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169e 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

5 (31.3) 2 (12.5) 1 (6.3 ) 2 (12.5) 0 

Eye disorders      

  -Total 1 (6.3 ) 0 0 1 (6.3 ) 0 

  Keratitis 1 (6.3 ) 0 0 1 (6.3 ) 0 

Infections and infestations      

  -Total 2 (12.5) 1 (6.3 ) 1 (6.3 ) 0 0 

  Infection 1 (6.3 ) 0 1 (6.3 ) 0 0 

  Rhinitis 1 (6.3 ) 1 (6.3 ) 0 0 0 

Investigations      

  -Total 1 (6.3 ) 1 (6.3 ) 0 0 0 

  Lymphocyte count decreased 1 (6.3 ) 1 (6.3 ) 0 0 0 



  

  

4219 

Timing: >1 year post-CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (6.3 ) 0 0 1 (6.3 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (6.3 ) 0 0 1 (6.3 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4220 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169e 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4221 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169e 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

42 (100) 0 6 (14.3) 16 (38.1) 20 (47.6) 

Blood and lymphatic system disorders      

  -Total 24 (57.1) 4 (9.5 ) 5 (11.9) 12 (28.6) 3 (7.1 ) 

  Anaemia 10 (23.8) 3 (7.1 ) 2 (4.8 ) 5 (11.9) 0 

  Neutropenia 5 (11.9) 0 1 (2.4 ) 1 (2.4 ) 3 (7.1 ) 

  Thrombocytopenia 4 (9.5 ) 0 2 (4.8 ) 2 (4.8 ) 0 

  Febrile neutropenia 3 (7.1 ) 1 (2.4 ) 0 2 (4.8 ) 0 

  B-cell aplasia 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Bone marrow failure 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Leukopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Lymphopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pancytopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 



  

  

4222 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Splenomegaly 1 (2.4 ) 1 (2.4 ) 0 0 0 

Cardiac disorders      

  -Total 8 (19.0) 8 (19.0) 0 0 0 

  Tachycardia 5 (11.9) 5 (11.9) 0 0 0 

  Sinus bradycardia 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Sinus tachycardia 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Bradycardia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Cardiac discomfort 1 (2.4 ) 1 (2.4 ) 0 0 0 

Endocrine disorders      

  -Total 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hypothyroidism 1 (2.4 ) 0 1 (2.4 ) 0 0 

Eye disorders      

  -Total 6 (14.3) 4 (9.5 ) 1 (2.4 ) 1 (2.4 ) 0 

  Astigmatism 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blepharospasm 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blindness unilateral 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dry eye 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Eye pain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Eye pruritus 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

4223 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypermetropia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Keratitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Lacrimation increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Vision blurred 1 (2.4 ) 1 (2.4 ) 0 0 0 

Gastrointestinal disorders      

  -Total 24 (57.1) 11 (26.2) 12 (28.6) 1 (2.4 ) 0 

  Nausea 10 (23.8) 4 (9.5 ) 6 (14.3) 0 0 

  Diarrhoea 8 (19.0) 6 (14.3) 2 (4.8 ) 0 0 

  Vomiting 7 (16.7) 5 (11.9) 2 (4.8 ) 0 0 

  Constipation 6 (14.3) 4 (9.5 ) 2 (4.8 ) 0 0 

  Abdominal pain 5 (11.9) 3 (7.1 ) 2 (4.8 ) 0 0 

  Abdominal pain upper 3 (7.1 ) 1 (2.4 ) 2 (4.8 ) 0 0 

  Gingival bleeding 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Abdominal distension 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Abdominal pain lower 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Gastrointestinal motility disorder 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hypoaesthesia oral 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lip haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

4224 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Paraesthesia oral 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Stomatitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Toothache 1 (2.4 ) 1 (2.4 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 31 (73.8) 16 (38.1) 10 (23.8) 4 (9.5 ) 1 (2.4 ) 

  Pyrexia 23 (54.8) 12 (28.6) 7 (16.7) 4 (9.5 ) 0 

  Fatigue 6 (14.3) 2 (4.8 ) 4 (9.5 ) 0 0 

  Oedema peripheral 4 (9.5 ) 3 (7.1 ) 1 (2.4 ) 0 0 

  Chills 3 (7.1 ) 1 (2.4 ) 2 (4.8 ) 0 0 

  Pain 3 (7.1 ) 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 0 

  Asthenia 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Catheter site erythema 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Catheter site haemorrhage 2 (4.8 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Face oedema 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Axillary pain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Catheter site pain 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Gait disturbance 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Multiple organ dysfunction syndrome 1 (2.4 ) 0 0 0 1 (2.4 ) 



  

  

4225 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders      

  -Total 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Hepatic failure 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hepatocellular injury 1 (2.4 ) 0 0 1 (2.4 ) 0 

Immune system disorders      

  -Total 30 (71.4) 4 (9.5 ) 16 (38.1) 5 (11.9) 5 (11.9) 

  Cytokine release syndrome 26 (61.9) 7 (16.7) 10 (23.8) 4 (9.5 ) 5 (11.9) 

  Hypogammaglobulinaemia 17 (40.5) 5 (11.9) 11 (26.2) 1 (2.4 ) 0 

  Allergy to immunoglobulin therapy 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Atopy 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Drug hypersensitivity 1 (2.4 ) 1 (2.4 ) 0 0 0 

Infections and infestations      

  -Total 30 (71.4) 6 (14.3) 13 (31.0) 10 (23.8) 1 (2.4 ) 

  Nasopharyngitis 6 (14.3) 5 (11.9) 1 (2.4 ) 0 0 

  Rhinitis 5 (11.9) 4 (9.5 ) 1 (2.4 ) 0 0 

  Upper respiratory tract infection 5 (11.9) 2 (4.8 ) 3 (7.1 ) 0 0 

  Herpes zoster 3 (7.1 ) 0 3 (7.1 ) 0 0 

  Bronchitis 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Device related infection 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 



  

  

4226 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastroenteritis 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Infection 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Oral herpes 2 (4.8 ) 0 2 (4.8 ) 0 0 

  Otitis externa 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Otitis media 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Pneumonia 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Rash pustular 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Atypical pneumonia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Bacterial infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Candida infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Cellulitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Central nervous system infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Cerebral fungal infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Conjunctivitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Conjunctivitis viral 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Cystitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Enterovirus infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Escherichia urinary tract infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Folliculitis 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

4227 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastrointestinal infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Helminthic infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Impetigo 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Laryngitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Molluscum contagiosum 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Oral fungal infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Otitis media acute 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Parotitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Periorbital cellulitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pneumonia haemophilus 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pseudomembranous colitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Respiratory syncytial virus infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Sepsis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Sinusitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Skin infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Tinea pedis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Tooth infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Viral upper respiratory tract infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Vulvitis 1 (2.4 ) 0 1 (2.4 ) 0 0 



  

  

4228 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural 
complications 

     

  -Total 6 (14.3) 2 (4.8 ) 4 (9.5 ) 0 0 

  Procedural pain 2 (4.8 ) 0 2 (4.8 ) 0 0 

  Allergic transfusion reaction 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Contusion 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Fall 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Ligament sprain 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Splinter 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Stoma site erythema 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Stoma site haemorrhage 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Subcutaneous haematoma 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Thermal burn 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Transfusion reaction 1 (2.4 ) 1 (2.4 ) 0 0 0 

Investigations      

  -Total 23 (54.8) 3 (7.1 ) 2 (4.8 ) 6 (14.3) 12 (28.6) 

  White blood cell count decreased 11 (26.2) 1 (2.4 ) 2 (4.8 ) 2 (4.8 ) 6 (14.3) 

  Neutrophil count decreased 9 (21.4) 1 (2.4 ) 0 1 (2.4 ) 7 (16.7) 

  Platelet count decreased 8 (19.0) 1 (2.4 ) 2 (4.8 ) 1 (2.4 ) 4 (9.5 ) 



  

  

4229 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alanine aminotransferase increased 6 (14.3) 3 (7.1 ) 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 

  Aspartate aminotransferase 
increased 

6 (14.3) 4 (9.5 ) 0 1 (2.4 ) 1 (2.4 ) 

  Lymphocyte count decreased 4 (9.5 ) 1 (2.4 ) 0 3 (7.1 ) 0 

  Prothrombin time prolonged 3 (7.1 ) 3 (7.1 ) 0 0 0 

  C-reactive protein increased 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Gamma-glutamyltransferase 
increased 

2 (4.8 ) 0 2 (4.8 ) 0 0 

  Immunoglobulins decreased 2 (4.8 ) 0 0 1 (2.4 ) 1 (2.4 ) 

  Blood alkaline phosphatase 
increased 

1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood creatinine increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood fibrinogen increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood urea decreased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood urea increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Blood urine present 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Clostridium test positive 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Fungal test positive 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Haemoglobin decreased 1 (2.4 ) 0 0 1 (2.4 ) 0 



  

  

4230 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  International normalised ratio 
increased 

1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lipase increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Monocyte count decreased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Serum ferritin increased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Vitamin d decreased 1 (2.4 ) 1 (2.4 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 16 (38.1) 8 (19.0) 4 (9.5 ) 4 (9.5 ) 0 

  Hypokalaemia 5 (11.9) 3 (7.1 ) 0 2 (4.8 ) 0 

  Decreased appetite 4 (9.5 ) 4 (9.5 ) 0 0 0 

  Hypophosphataemia 4 (9.5 ) 3 (7.1 ) 1 (2.4 ) 0 0 

  Dehydration 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Hyperkalaemia 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Hyperuricaemia 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Hypoalbuminaemia 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Hypocalcaemia 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Hypomagnesaemia 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Fluid retention 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hyperglycaemia 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

4231 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperphosphataemia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Vitamin d deficiency 1 (2.4 ) 1 (2.4 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 12 (28.6) 4 (9.5 ) 6 (14.3) 2 (4.8 ) 0 

  Arthralgia 4 (9.5 ) 1 (2.4 ) 2 (4.8 ) 1 (2.4 ) 0 

  Pain in extremity 4 (9.5 ) 2 (4.8 ) 2 (4.8 ) 0 0 

  Back pain 3 (7.1 ) 3 (7.1 ) 0 0 0 

  Bone pain 2 (4.8 ) 0 2 (4.8 ) 0 0 

  Myalgia 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Joint effusion 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Joint stiffness 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Muscular weakness 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Osteoporosis 1 (2.4 ) 0 1 (2.4 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 5 (11.9) 0 0 3 (7.1 ) 2 (4.8 ) 

  Acute lymphocytic leukaemia 
recurrent 

3 (7.1 ) 0 0 2 (4.8 ) 1 (2.4 ) 

  B precursor type acute leukaemia 1 (2.4 ) 0 0 0 1 (2.4 ) 



  

  

4232 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neoplasm progression 1 (2.4 ) 0 0 1 (2.4 ) 0 

Nervous system disorders      

  -Total 18 (42.9) 7 (16.7) 7 (16.7) 3 (7.1 ) 1 (2.4 ) 

  Headache 9 (21.4) 5 (11.9) 4 (9.5 ) 0 0 

  Seizure 4 (9.5 ) 1 (2.4 ) 1 (2.4 ) 2 (4.8 ) 0 

  Dizziness 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Intention tremor 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Somnolence 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Dysgeusia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Encephalopathy 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Head discomfort 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hemiparesis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Hyperkinesia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Neuralgia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Subdural hygroma 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Tremor 1 (2.4 ) 1 (2.4 ) 0 0 0 

Product issues      

  -Total 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Device occlusion 1 (2.4 ) 0 1 (2.4 ) 0 0 



  

  

4233 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Psychiatric disorders      

  -Total 7 (16.7) 4 (9.5 ) 3 (7.1 ) 0 0 

  Insomnia 3 (7.1 ) 1 (2.4 ) 2 (4.8 ) 0 0 

  Anxiety 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Delirium 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Agitation 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Confusional state 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Disorientation 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Restlessness 1 (2.4 ) 0 1 (2.4 ) 0 0 

Renal and urinary disorders      

  -Total 8 (19.0) 3 (7.1 ) 4 (9.5 ) 1 (2.4 ) 0 

  Dysuria 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Polyuria 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Acute kidney injury 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Chromaturia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Haematuria 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Renal impairment 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Urinary tract disorder 1 (2.4 ) 0 1 (2.4 ) 0 0 



  

  

4234 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Reproductive system and breast 
disorders 

     

  -Total 2 (4.8 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Ovarian failure 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Vulvovaginal dryness 1 (2.4 ) 1 (2.4 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 17 (40.5) 8 (19.0) 8 (19.0) 1 (2.4 ) 0 

  Cough 7 (16.7) 5 (11.9) 2 (4.8 ) 0 0 

  Epistaxis 7 (16.7) 5 (11.9) 2 (4.8 ) 0 0 

  Oropharyngeal pain 4 (9.5 ) 3 (7.1 ) 1 (2.4 ) 0 0 

  Hypoxia 3 (7.1 ) 0 2 (4.8 ) 1 (2.4 ) 0 

  Nasal congestion 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Tachypnoea 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Dyspnoea 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Increased upper airway secretion 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Pharyngeal erythema 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Pleural effusion 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Rhinorrhoea 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

4235 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rhonchi 1 (2.4 ) 1 (2.4 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 17 (40.5) 12 (28.6) 5 (11.9) 0 0 

  Rash 5 (11.9) 4 (9.5 ) 1 (2.4 ) 0 0 

  Dry skin 4 (9.5 ) 3 (7.1 ) 1 (2.4 ) 0 0 

  Erythema 4 (9.5 ) 3 (7.1 ) 1 (2.4 ) 0 0 

  Petechiae 4 (9.5 ) 3 (7.1 ) 1 (2.4 ) 0 0 

  Pruritus 4 (9.5 ) 4 (9.5 ) 0 0 0 

  Eczema 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Hangnail 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Ingrowing nail 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Acne 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Alopecia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Decubitus ulcer 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Dermatitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Papule 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Skin discolouration 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Skin lesion 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

4236 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urticaria 1 (2.4 ) 0 1 (2.4 ) 0 0 

Vascular disorders      

  -Total 11 (26.2) 5 (11.9) 2 (4.8 ) 4 (9.5 ) 0 

  Hypotension 4 (9.5 ) 2 (4.8 ) 0 2 (4.8 ) 0 

  Hypertension 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 0 

  Pallor 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 0 

  Capillary leak syndrome 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Jugular vein thrombosis 1 (2.4 ) 0 0 1 (2.4 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:23                                        Final 

 
  



  

  

4237 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169e 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

27 (100) 3 (11.1) 1 (3.7 ) 10 (37.0) 13 (48.1) 

Blood and lymphatic system disorders      

  -Total 14 (51.9) 1 (3.7 ) 3 (11.1) 6 (22.2) 4 (14.8) 

  Neutropenia 5 (18.5) 1 (3.7 ) 0 1 (3.7 ) 3 (11.1) 

  Anaemia 4 (14.8) 1 (3.7 ) 1 (3.7 ) 2 (7.4 ) 0 

  Disseminated intravascular 
coagulation 

3 (11.1) 0 2 (7.4 ) 1 (3.7 ) 0 

  Febrile neutropenia 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Thrombocytopenia 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Bone marrow failure 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Coagulation factor deficiency 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Leukocytosis 1 (3.7 ) 0 1 (3.7 ) 0 0 



  

  

4238 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Cardiac disorders      

  -Total 7 (25.9) 2 (7.4 ) 3 (11.1) 2 (7.4 ) 0 

  Tachycardia 4 (14.8) 2 (7.4 ) 2 (7.4 ) 0 0 

  Left ventricular dysfunction 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Sinus tachycardia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Cardiac hypertrophy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Pericardial effusion 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Sinus bradycardia 1 (3.7 ) 1 (3.7 ) 0 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Talipes 1 (3.7 ) 1 (3.7 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Ear pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Vertigo 1 (3.7 ) 0 0 1 (3.7 ) 0 

Endocrine disorders      

  -Total 1 (3.7 ) 1 (3.7 ) 0 0 0 



  

  

4239 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Inappropriate antidiuretic hormone 
secretion 

1 (3.7 ) 1 (3.7 ) 0 0 0 

  Precocious puberty 1 (3.7 ) 1 (3.7 ) 0 0 0 

Eye disorders      

  -Total 6 (22.2) 2 (7.4 ) 3 (11.1) 1 (3.7 ) 0 

  Amaurosis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Blepharitis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Conjunctival haemorrhage 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Conjunctivitis allergic 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Diplopia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Dry eye 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Eye pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Ocular hyperaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Ocular hypertension 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Optic atrophy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Visual impairment 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Vitreous opacities 1 (3.7 ) 1 (3.7 ) 0 0 0 

Gastrointestinal disorders      

  -Total 18 (66.7) 6 (22.2) 8 (29.6) 4 (14.8) 0 



  

  

4240 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Diarrhoea 9 (33.3) 5 (18.5) 2 (7.4 ) 2 (7.4 ) 0 

  Nausea 6 (22.2) 0 5 (18.5) 1 (3.7 ) 0 

  Vomiting 6 (22.2) 3 (11.1) 3 (11.1) 0 0 

  Abdominal pain 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 

  Abdominal distension 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Proctalgia 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Stomatitis 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Abdominal pain upper 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Anal fissure 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Anal fistula 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Anal haemorrhage 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Anal incontinence 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Constipation 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dental caries 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dyspepsia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Gastrointestinal pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Gingival swelling 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Lip dry 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Oral pain 1 (3.7 ) 0 1 (3.7 ) 0 0 



  

  

4241 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Paraesthesia oral 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Periodontal disease 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rectal haemorrhage 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Rectal ulcer 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Upper gastrointestinal haemorrhage 1 (3.7 ) 1 (3.7 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 14 (51.9) 3 (11.1) 7 (25.9) 4 (14.8) 0 

  Pyrexia 10 (37.0) 2 (7.4 ) 7 (25.9) 1 (3.7 ) 0 

  Face oedema 4 (14.8) 3 (11.1) 0 1 (3.7 ) 0 

  Localised oedema 3 (11.1) 2 (7.4 ) 0 1 (3.7 ) 0 

  Non-cardiac chest pain 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Pain 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Catheter site pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Catheter site pruritus 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Chills 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Drug withdrawal syndrome 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Facial pain 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Fatigue 1 (3.7 ) 1 (3.7 ) 0 0 0 



  

  

4242 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gait disturbance 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Generalised oedema 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Malaise 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Mucosal inflammation 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Oedema 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Oedema peripheral 1 (3.7 ) 1 (3.7 ) 0 0 0 

Hepatobiliary disorders      

  -Total 5 (18.5) 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 

  Cholestasis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Gallbladder oedema 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hepatic steatosis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hepatosplenomegaly 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Hepatotoxicity 1 (3.7 ) 0 1 (3.7 ) 0 0 

Immune system disorders      

  -Total 24 (88.9) 5 (18.5) 5 (18.5) 6 (22.2) 8 (29.6) 

  Cytokine release syndrome 21 (77.8) 5 (18.5) 3 (11.1) 5 (18.5) 8 (29.6) 

  Hypogammaglobulinaemia 4 (14.8) 1 (3.7 ) 2 (7.4 ) 1 (3.7 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 



  

  

4243 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Allergy to immunoglobulin therapy 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Drug hypersensitivity 2 (7.4 ) 0 2 (7.4 ) 0 0 

Infections and infestations      

  -Total 15 (55.6) 0 5 (18.5) 8 (29.6) 2 (7.4 ) 

  Nasopharyngitis 3 (11.1) 3 (11.1) 0 0 0 

  Aspergillus infection 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Candida infection 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Device related infection 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Herpes zoster 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Influenza 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Paronychia 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Sepsis 2 (7.4 ) 0 0 0 2 (7.4 ) 

  Sinusitis 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Upper respiratory tract infection 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Vascular device infection 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Alternaria infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Bacterial infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Body tinea 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Bronchopulmonary aspergillosis 1 (3.7 ) 0 1 (3.7 ) 0 0 



  

  

4244 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Catheter site infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Cellulitis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Cellulitis orbital 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Enterococcal infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Enterovirus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Eye infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Gastroenteritis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Meningitis aseptic 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Mucosal infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Nail infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Parainfluenzae virus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Pharyngitis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Pneumonia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Pneumonia viral 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Rash pustular 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Respiratory syncytial virus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Respiratory tract infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rhinovirus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Septic shock 1 (3.7 ) 0 0 1 (3.7 ) 0 



  

  

4245 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Systemic infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Tonsillitis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Urinary tract infection viral 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Viral upper respiratory tract infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 6 (22.2) 1 (3.7 ) 4 (14.8) 1 (3.7 ) 0 

  Contusion 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Allergic transfusion reaction 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Fall 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Femoral neck fracture 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Infusion related reaction 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Periorbital haematoma 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Post procedural haemorrhage 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Skin abrasion 1 (3.7 ) 0 1 (3.7 ) 0 0 

Investigations      

  -Total 16 (59.3) 1 (3.7 ) 6 (22.2) 5 (18.5) 4 (14.8) 

  Blood fibrinogen decreased 5 (18.5) 0 2 (7.4 ) 3 (11.1) 0 

  Blood bilirubin increased 3 (11.1) 0 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 



  

  

4246 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Immunoglobulins decreased 3 (11.1) 0 2 (7.4 ) 1 (3.7 ) 0 

  White blood cell count decreased 3 (11.1) 0 0 2 (7.4 ) 1 (3.7 ) 

  Activated partial thromboplastin time 
prolonged 

2 (7.4 ) 2 (7.4 ) 0 0 0 

  Aspartate aminotransferase 
increased 

2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Blood creatinine increased 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Neutrophil count decreased 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Platelet count decreased 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Alanine aminotransferase increased 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Ammonia increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Antithrombin iii decreased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Blood alkaline phosphatase 
increased 

1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood chloride increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood creatine phosphokinase 
increased 

1 (3.7 ) 0 0 0 1 (3.7 ) 

  Blood lactate dehydrogenase 
increased 

1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood magnesium increased 1 (3.7 ) 0 0 1 (3.7 ) 0 



  

  

4247 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood potassium decreased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Blood uric acid increased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Chest x-ray abnormal 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Chlamydia test positive 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Cytomegalovirus test positive 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (3.7 ) 1 (3.7 ) 0 0 0 

  Heart sounds abnormal 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lymph node palpable 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Lymphocyte count decreased 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Protein total decreased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Serum ferritin increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Weight decreased 1 (3.7 ) 0 1 (3.7 ) 0 0 

Metabolism and nutrition disorders      

  -Total 18 (66.7) 4 (14.8) 5 (18.5) 7 (25.9) 2 (7.4 ) 

  Hypokalaemia 10 (37.0) 3 (11.1) 2 (7.4 ) 5 (18.5) 0 

  Hypoalbuminaemia 6 (22.2) 2 (7.4 ) 3 (11.1) 1 (3.7 ) 0 

  Hypocalcaemia 6 (22.2) 1 (3.7 ) 2 (7.4 ) 1 (3.7 ) 2 (7.4 ) 

  Hypophosphataemia 6 (22.2) 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 



  

  

4248 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypomagnesaemia 5 (18.5) 5 (18.5) 0 0 0 

  Decreased appetite 4 (14.8) 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 

  Hyperglycaemia 3 (11.1) 1 (3.7 ) 0 2 (7.4 ) 0 

  Hypercalcaemia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Hyperuricaemia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Hyponatraemia 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Dehydration 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Fluid overload 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hyperferritinaemia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hyperkalaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypernatraemia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hyperphosphataemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lactic acidosis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Tumour lysis syndrome 1 (3.7 ) 0 0 0 1 (3.7 ) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 11 (40.7) 4 (14.8) 5 (18.5) 2 (7.4 ) 0 

  Arthralgia 5 (18.5) 0 4 (14.8) 1 (3.7 ) 0 

  Myalgia 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 



  

  

4249 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Back pain 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 

  Pain in extremity 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 

  Muscular weakness 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Neck pain 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Osteopenia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Bone pain 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Osteonecrosis 1 (3.7 ) 1 (3.7 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (7.4 ) 0 0 0 2 (7.4 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.7 ) 0 0 0 1 (3.7 ) 

  Leukaemia 1 (3.7 ) 0 0 0 1 (3.7 ) 

Nervous system disorders      

  -Total 13 (48.1) 2 (7.4 ) 8 (29.6) 3 (11.1) 0 

  Headache 7 (25.9) 3 (11.1) 3 (11.1) 1 (3.7 ) 0 

  Tremor 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Lethargy 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Seizure 2 (7.4 ) 0 2 (7.4 ) 0 0 



  

  

4250 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cerebral atrophy 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Depressed level of consciousness 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Dysarthria 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Dyskinesia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Encephalopathy 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Facial paralysis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Intracranial pressure increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Nervous system disorder 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Neuralgia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Neurological decompensation 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Neuropathy peripheral 1 (3.7 ) 0 1 (3.7 ) 0 0 

Psychiatric disorders      

  -Total 9 (33.3) 4 (14.8) 4 (14.8) 1 (3.7 ) 0 

  Agitation 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Anxiety 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Confusional state 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Insomnia 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Irritability 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Disorientation 1 (3.7 ) 0 1 (3.7 ) 0 0 



  

  

4251 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hallucination 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Initial insomnia 1 (3.7 ) 1 (3.7 ) 0 0 0 

Renal and urinary disorders      

  -Total 5 (18.5) 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 

  Haematuria 3 (11.1) 2 (7.4 ) 0 1 (3.7 ) 0 

  Acute kidney injury 2 (7.4 ) 0 1 (3.7 ) 0 1 (3.7 ) 

  Proteinuria 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Urinary incontinence 1 (3.7 ) 1 (3.7 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Metrorrhagia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Perineal pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Scrotal oedema 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Vulvovaginal pain 1 (3.7 ) 0 1 (3.7 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 10 (37.0) 3 (11.1) 1 (3.7 ) 5 (18.5) 1 (3.7 ) 

  Cough 7 (25.9) 5 (18.5) 2 (7.4 ) 0 0 



  

  

4252 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoxia 5 (18.5) 1 (3.7 ) 0 3 (11.1) 1 (3.7 ) 

  Dyspnoea 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Nasal congestion 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Oropharyngeal pain 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Rhinorrhoea 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Apnoea 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Epistaxis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lung disorder 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Nasal septum perforation 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Pleural effusion 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Productive cough 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Pulmonary granuloma 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Rhinalgia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Sinus pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Stridor 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Tachypnoea 1 (3.7 ) 0 1 (3.7 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 15 (55.6) 10 (37.0) 4 (14.8) 1 (3.7 ) 0 



  

  

4253 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash 5 (18.5) 3 (11.1) 1 (3.7 ) 1 (3.7 ) 0 

  Pruritus 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 

  Erythema 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Petechiae 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Dermatitis acneiform 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dermatitis bullous 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dry skin 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Eczema 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Ingrowing nail 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Papule 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Skin exfoliation 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Skin ulcer 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Urticaria 1 (3.7 ) 1 (3.7 ) 0 0 0 

Vascular disorders      

  -Total 10 (37.0) 4 (14.8) 3 (11.1) 3 (11.1) 0 

  Hypertension 5 (18.5) 1 (3.7 ) 1 (3.7 ) 3 (11.1) 0 

  Hypotension 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Embolism 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Flushing 1 (3.7 ) 1 (3.7 ) 0 0 0 



  

  

4254 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hot flush 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lymphoedema 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Vascular occlusion 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Venous thrombosis limb 1 (3.7 ) 0 1 (3.7 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:23                                        Final 

 



  

  

4255 

Tabl e 169f => Adverse events  (not disease r elated) pos t CTL019 infusi on, r egardl ess of study drug rel ati onshi p, by primar y system organ class, preferr ed ter m, maxi mum CTC  grade and Baseli ne bone marrow tumor burden (Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                      
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169f 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

26 (100) 2 (7.7 ) 7 (26.9) 8 (30.8) 9 (34.6) 

Blood and lymphatic system disorders      

  -Total 11 (42.3) 2 (7.7 ) 3 (11.5) 6 (23.1) 0 

  Anaemia 5 (19.2) 2 (7.7 ) 2 (7.7 ) 1 (3.8 ) 0 

  Febrile neutropenia 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

  Bone marrow failure 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Neutropenia 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Pancytopenia 1 (3.8 ) 0 0 1 (3.8 ) 0 

Cardiac disorders      

  -Total 5 (19.2) 4 (15.4) 1 (3.8 ) 0 0 

  Tachycardia 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  Cardiac discomfort 1 (3.8 ) 1 (3.8 ) 0 0 0 



  

  

4256 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus bradycardia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Sinus tachycardia 1 (3.8 ) 1 (3.8 ) 0 0 0 

Eye disorders      

  -Total 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Dry eye 1 (3.8 ) 1 (3.8 ) 0 0 0 

Gastrointestinal disorders      

  -Total 10 (38.5) 3 (11.5) 6 (23.1) 1 (3.8 ) 0 

  Diarrhoea 5 (19.2) 3 (11.5) 1 (3.8 ) 1 (3.8 ) 0 

  Nausea 5 (19.2) 0 5 (19.2) 0 0 

  Vomiting 4 (15.4) 2 (7.7 ) 2 (7.7 ) 0 0 

  Abdominal pain 2 (7.7 ) 0 2 (7.7 ) 0 0 

  Abdominal pain upper 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Constipation 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Gastrointestinal pain 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Gingival bleeding 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Hypoaesthesia oral 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Lip haemorrhage 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Paraesthesia oral 1 (3.8 ) 1 (3.8 ) 0 0 0 



  

  

4257 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

     

  -Total 13 (50.0) 7 (26.9) 5 (19.2) 1 (3.8 ) 0 

  Pyrexia 8 (30.8) 5 (19.2) 3 (11.5) 0 0 

  Fatigue 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  Oedema peripheral 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Asthenia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Catheter site erythema 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Catheter site pain 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Chills 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Face oedema 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Localised oedema 1 (3.8 ) 0 0 1 (3.8 ) 0 

Hepatobiliary disorders      

  -Total 2 (7.7 ) 0 0 2 (7.7 ) 0 

  Cholestasis 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Hepatocellular injury 1 (3.8 ) 0 0 1 (3.8 ) 0 

Immune system disorders      

  -Total 18 (69.2) 3 (11.5) 9 (34.6) 2 (7.7 ) 4 (15.4) 

  Cytokine release syndrome 15 (57.7) 3 (11.5) 6 (23.1) 2 (7.7 ) 4 (15.4) 



  

  

4258 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypogammaglobulinaemia 8 (30.8) 3 (11.5) 5 (19.2) 0 0 

  Allergy to immunoglobulin therapy 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Drug hypersensitivity 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.8 ) 0 0 1 (3.8 ) 0 

Infections and infestations      

  -Total 9 (34.6) 1 (3.8 ) 7 (26.9) 1 (3.8 ) 0 

  Device related infection 2 (7.7 ) 0 2 (7.7 ) 0 0 

  Eye infection 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Herpes zoster 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Influenza 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Meningitis aseptic 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Nail infection 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Oral fungal infection 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Parotitis 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Respiratory tract infection 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Upper respiratory tract infection 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Vulvitis 1 (3.8 ) 0 1 (3.8 ) 0 0 



  

  

4259 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (15.4) 1 (3.8 ) 2 (7.7 ) 1 (3.8 ) 0 

  Allergic transfusion reaction 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Contusion 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Fall 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Periorbital haematoma 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Procedural pain 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Subcutaneous haematoma 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Thermal burn 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Transfusion reaction 1 (3.8 ) 1 (3.8 ) 0 0 0 

Investigations      

  -Total 15 (57.7) 2 (7.7 ) 4 (15.4) 3 (11.5) 6 (23.1) 

  Neutrophil count decreased 5 (19.2) 1 (3.8 ) 0 2 (7.7 ) 2 (7.7 ) 

  Platelet count decreased 5 (19.2) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 2 (7.7 ) 

  Aspartate aminotransferase 
increased 

3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  White blood cell count decreased 3 (11.5) 0 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 

  Alanine aminotransferase increased 2 (7.7 ) 1 (3.8 ) 0 1 (3.8 ) 0 



  

  

4260 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Immunoglobulins decreased 2 (7.7 ) 0 1 (3.8 ) 0 1 (3.8 ) 

  Prothrombin time prolonged 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Antithrombin iii decreased 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Blood creatinine increased 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Blood urea increased 1 (3.8 ) 1 (3.8 ) 0 0 0 

  C-reactive protein increased 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Fungal test positive 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Gamma-glutamyltransferase 
increased 

1 (3.8 ) 0 1 (3.8 ) 0 0 

  Haemoglobin decreased 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Serum ferritin increased 1 (3.8 ) 1 (3.8 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 12 (46.2) 7 (26.9) 3 (11.5) 2 (7.7 ) 0 

  Hypoalbuminaemia 3 (11.5) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 0 

  Hypokalaemia 3 (11.5) 2 (7.7 ) 0 1 (3.8 ) 0 

  Decreased appetite 2 (7.7 ) 1 (3.8 ) 0 1 (3.8 ) 0 

  Hypomagnesaemia 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Fluid overload 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Fluid retention 1 (3.8 ) 0 1 (3.8 ) 0 0 



  

  

4261 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperglycaemia 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Hyperphosphataemia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Hyperuricaemia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Hypophosphataemia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Vitamin d deficiency 1 (3.8 ) 1 (3.8 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 8 (30.8) 5 (19.2) 2 (7.7 ) 1 (3.8 ) 0 

  Myalgia 3 (11.5) 3 (11.5) 0 0 0 

  Pain in extremity 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Arthralgia 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Back pain 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Joint effusion 1 (3.8 ) 0 0 1 (3.8 ) 0 

Nervous system disorders      

  -Total 8 (30.8) 4 (15.4) 2 (7.7 ) 2 (7.7 ) 0 

  Headache 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  Seizure 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

  Dysgeusia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Intention tremor 1 (3.8 ) 1 (3.8 ) 0 0 0 



  

  

4262 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tremor 1 (3.8 ) 1 (3.8 ) 0 0 0 

Product issues      

  -Total 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Device occlusion 1 (3.8 ) 0 1 (3.8 ) 0 0 

Psychiatric disorders      

  -Total 6 (23.1) 3 (11.5) 3 (11.5) 0 0 

  Delirium 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Insomnia 2 (7.7 ) 0 2 (7.7 ) 0 0 

  Agitation 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Anxiety 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Initial insomnia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Irritability 1 (3.8 ) 1 (3.8 ) 0 0 0 

Renal and urinary disorders      

  -Total 5 (19.2) 2 (7.7 ) 2 (7.7 ) 1 (3.8 ) 0 

  Acute kidney injury 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Chromaturia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Dysuria 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Polyuria 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Urinary incontinence 1 (3.8 ) 1 (3.8 ) 0 0 0 



  

  

4263 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urinary tract disorder 1 (3.8 ) 0 1 (3.8 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 8 (30.8) 5 (19.2) 1 (3.8 ) 2 (7.7 ) 0 

  Hypoxia 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

  Oropharyngeal pain 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  Cough 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Rhinorrhoea 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Dyspnoea 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Epistaxis 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Increased upper airway secretion 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Tachypnoea 1 (3.8 ) 1 (3.8 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 8 (30.8) 6 (23.1) 2 (7.7 ) 0 0 

  Erythema 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  Dry skin 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Papule 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Pruritus 2 (7.7 ) 2 (7.7 ) 0 0 0 



  

  

4264 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Acne 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Hangnail 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Ingrowing nail 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Petechiae 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Urticaria 1 (3.8 ) 0 1 (3.8 ) 0 0 

Vascular disorders      

  -Total 5 (19.2) 2 (7.7 ) 1 (3.8 ) 2 (7.7 ) 0 

  Hypertension 2 (7.7 ) 1 (3.8 ) 0 1 (3.8 ) 0 

  Hypotension 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Capillary leak syndrome 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Venous thrombosis limb 1 (3.8 ) 0 1 (3.8 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:23                                        Final 
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4267 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169f 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

40 (100) 4 (10.0) 5 (12.5) 12 (30.0) 19 (47.5) 

Blood and lymphatic system disorders      

  -Total 22 (55.0) 4 (10.0) 3 (7.5 ) 9 (22.5) 6 (15.0) 

  Anaemia 8 (20.0) 3 (7.5 ) 0 5 (12.5) 0 

  Neutropenia 6 (15.0) 0 0 1 (2.5 ) 5 (12.5) 

  Thrombocytopenia 4 (10.0) 0 1 (2.5 ) 2 (5.0 ) 1 (2.5 ) 

  Disseminated intravascular 
coagulation 

3 (7.5 ) 0 2 (5.0 ) 1 (2.5 ) 0 

  Febrile neutropenia 2 (5.0 ) 0 0 2 (5.0 ) 0 

  B-cell aplasia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Bone marrow failure 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Coagulation factor deficiency 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Leukopenia 1 (2.5 ) 0 0 1 (2.5 ) 0 



  

  

4268 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Splenomegaly 1 (2.5 ) 1 (2.5 ) 0 0 0 

Cardiac disorders      

  -Total 10 (25.0) 6 (15.0) 2 (5.0 ) 2 (5.0 ) 0 

  Tachycardia 5 (12.5) 4 (10.0) 1 (2.5 ) 0 0 

  Left ventricular dysfunction 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Sinus bradycardia 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Sinus tachycardia 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Bradycardia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Cardiac hypertrophy 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Pericardial effusion 1 (2.5 ) 0 1 (2.5 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Talipes 1 (2.5 ) 1 (2.5 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Vertigo 1 (2.5 ) 0 0 1 (2.5 ) 0 

Endocrine disorders      

  -Total 1 (2.5 ) 1 (2.5 ) 0 0 0 



  

  

4269 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Precocious puberty 1 (2.5 ) 1 (2.5 ) 0 0 0 

Eye disorders      

  -Total 6 (15.0) 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 

  Amaurosis 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Blepharospasm 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Conjunctival haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Diplopia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Dry eye 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Ocular hypertension 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Optic atrophy 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Vision blurred 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Vitreous opacities 1 (2.5 ) 1 (2.5 ) 0 0 0 

Gastrointestinal disorders      

  -Total 23 (57.5) 9 (22.5) 10 (25.0) 4 (10.0) 0 

  Diarrhoea 10 (25.0) 8 (20.0) 1 (2.5 ) 1 (2.5 ) 0 

  Nausea 6 (15.0) 1 (2.5 ) 4 (10.0) 1 (2.5 ) 0 

  Vomiting 5 (12.5) 4 (10.0) 1 (2.5 ) 0 0 

  Abdominal pain 4 (10.0) 4 (10.0) 0 0 0 

  Constipation 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 



  

  

4270 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal distension 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Abdominal pain upper 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Anal fissure 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Anal fistula 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Anal haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Anal incontinence 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Dyspepsia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Gingival swelling 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Lip dry 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Paraesthesia oral 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Proctalgia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Rectal haemorrhage 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Rectal ulcer 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Stomatitis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Upper gastrointestinal haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 22 (55.0) 8 (20.0) 8 (20.0) 5 (12.5) 1 (2.5 ) 



  

  

4271 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 15 (37.5) 7 (17.5) 5 (12.5) 3 (7.5 ) 0 

  Face oedema 4 (10.0) 4 (10.0) 0 0 0 

  Fatigue 4 (10.0) 1 (2.5 ) 3 (7.5 ) 0 0 

  Pain 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 0 0 

  Oedema peripheral 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Asthenia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Catheter site haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Catheter site pain 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Catheter site pruritus 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Drug withdrawal syndrome 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Localised oedema 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Mucosal inflammation 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Multiple organ dysfunction syndrome 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Non-cardiac chest pain 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Oedema 1 (2.5 ) 0 1 (2.5 ) 0 0 

Hepatobiliary disorders      

  -Total 4 (10.0) 2 (5.0 ) 1 (2.5 ) 0 1 (2.5 ) 

  Gallbladder oedema 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Hepatic failure 1 (2.5 ) 0 1 (2.5 ) 0 0 



  

  

4272 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hepatic steatosis 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Hepatosplenomegaly 1 (2.5 ) 0 0 0 1 (2.5 ) 

Immune system disorders      

  -Total 32 (80.0) 8 (20.0) 8 (20.0) 8 (20.0) 8 (20.0) 

  Cytokine release syndrome 29 (72.5) 8 (20.0) 6 (15.0) 7 (17.5) 8 (20.0) 

  Hypogammaglobulinaemia 8 (20.0) 1 (2.5 ) 6 (15.0) 1 (2.5 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Allergy to immunoglobulin therapy 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Atopy 1 (2.5 ) 1 (2.5 ) 0 0 0 

Infections and infestations      

  -Total 16 (40.0) 1 (2.5 ) 5 (12.5) 8 (20.0) 2 (5.0 ) 

  Candida infection 2 (5.0 ) 1 (2.5 ) 0 1 (2.5 ) 0 

  Sepsis 2 (5.0 ) 0 0 1 (2.5 ) 1 (2.5 ) 

  Vascular device infection 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Aspergillus infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Bacterial infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Bronchopulmonary aspergillosis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Cellulitis 1 (2.5 ) 0 1 (2.5 ) 0 0 



  

  

4273 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis orbital 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Central nervous system infection 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Cerebral fungal infection 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Helminthic infection 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Nasopharyngitis 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Paronychia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Pneumonia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Pneumonia viral 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Rash pustular 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Respiratory syncytial virus infection 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Sinusitis 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Systemic infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Upper respiratory tract infection 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Urinary tract infection viral 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Viral upper respiratory tract infection 1 (2.5 ) 0 1 (2.5 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (10.0) 0 4 (10.0) 0 0 



  

  

4274 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Allergic transfusion reaction 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Femoral neck fracture 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Infusion related reaction 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Post procedural haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Stoma site erythema 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Stoma site haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

Investigations      

  -Total 22 (55.0) 3 (7.5 ) 4 (10.0) 7 (17.5) 8 (20.0) 

  White blood cell count decreased 7 (17.5) 0 1 (2.5 ) 2 (5.0 ) 4 (10.0) 

  Neutrophil count decreased 6 (15.0) 0 0 1 (2.5 ) 5 (12.5) 

  Blood fibrinogen decreased 5 (12.5) 0 2 (5.0 ) 3 (7.5 ) 0 

  Blood bilirubin increased 3 (7.5 ) 0 1 (2.5 ) 1 (2.5 ) 1 (2.5 ) 

  Lymphocyte count decreased 3 (7.5 ) 0 0 3 (7.5 ) 0 

  Platelet count decreased 3 (7.5 ) 0 1 (2.5 ) 1 (2.5 ) 1 (2.5 ) 

  Aspartate aminotransferase 
increased 

2 (5.0 ) 1 (2.5 ) 0 1 (2.5 ) 0 

  Blood alkaline phosphatase 
increased 

2 (5.0 ) 2 (5.0 ) 0 0 0 

  Blood creatinine increased 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 



  

  

4275 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Immunoglobulins decreased 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Activated partial thromboplastin time 
prolonged 

1 (2.5 ) 1 (2.5 ) 0 0 0 

  Alanine aminotransferase increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Ammonia increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blood chloride increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blood creatine phosphokinase 
increased 

1 (2.5 ) 0 0 0 1 (2.5 ) 

  Blood fibrinogen increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blood magnesium increased 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Blood potassium decreased 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Blood urea decreased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blood uric acid increased 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Blood urine present 1 (2.5 ) 0 1 (2.5 ) 0 0 

  C-reactive protein increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Chest x-ray abnormal 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (2.5 ) 1 (2.5 ) 0 0 0 



  

  

4276 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Heart sounds abnormal 1 (2.5 ) 1 (2.5 ) 0 0 0 

  International normalised ratio 
increased 

1 (2.5 ) 1 (2.5 ) 0 0 0 

  Lipase increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Monocyte count decreased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Protein total decreased 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Prothrombin time prolonged 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Serum ferritin increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 17 (42.5) 5 (12.5) 5 (12.5) 5 (12.5) 2 (5.0 ) 

  Hypokalaemia 11 (27.5) 5 (12.5) 2 (5.0 ) 4 (10.0) 0 

  Hypophosphataemia 8 (20.0) 5 (12.5) 1 (2.5 ) 2 (5.0 ) 0 

  Hypocalcaemia 7 (17.5) 1 (2.5 ) 2 (5.0 ) 2 (5.0 ) 2 (5.0 ) 

  Decreased appetite 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 0 

  Hypoalbuminaemia 4 (10.0) 1 (2.5 ) 3 (7.5 ) 0 0 

  Dehydration 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Hyponatraemia 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Hypercalcaemia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Hyperglycaemia 1 (2.5 ) 1 (2.5 ) 0 0 0 



  

  

4277 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperkalaemia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Hypernatraemia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Hyperphosphataemia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Hyperuricaemia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Hypomagnesaemia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Tumour lysis syndrome 1 (2.5 ) 0 0 0 1 (2.5 ) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 9 (22.5) 3 (7.5 ) 4 (10.0) 2 (5.0 ) 0 

  Muscular weakness 3 (7.5 ) 1 (2.5 ) 1 (2.5 ) 1 (2.5 ) 0 

  Myalgia 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Arthralgia 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Bone pain 2 (5.0 ) 0 2 (5.0 ) 0 0 

  Pain in extremity 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Joint stiffness 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Osteonecrosis 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Osteopenia 1 (2.5 ) 1 (2.5 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     



  

  

4278 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (7.5 ) 0 0 1 (2.5 ) 2 (5.0 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (2.5 ) 0 0 0 1 (2.5 ) 

  Leukaemia 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Neoplasm progression 1 (2.5 ) 0 0 1 (2.5 ) 0 

Nervous system disorders      

  -Total 17 (42.5) 5 (12.5) 8 (20.0) 4 (10.0) 0 

  Headache 8 (20.0) 3 (7.5 ) 4 (10.0) 1 (2.5 ) 0 

  Seizure 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 0 0 

  Tremor 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Cerebral atrophy 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Depressed level of consciousness 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Dizziness 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Dyskinesia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Encephalopathy 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Head discomfort 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Hyperkinesia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Intention tremor 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Lethargy 1 (2.5 ) 0 1 (2.5 ) 0 0 



  

  

4279 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nervous system disorder 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Neuralgia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Neurological decompensation 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Somnolence 1 (2.5 ) 0 0 1 (2.5 ) 0 

Psychiatric disorders      

  -Total 8 (20.0) 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 

  Agitation 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Anxiety 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Confusional state 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Disorientation 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Hallucination 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Insomnia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Irritability 1 (2.5 ) 1 (2.5 ) 0 0 0 

Renal and urinary disorders      

  -Total 6 (15.0) 2 (5.0 ) 3 (7.5 ) 0 1 (2.5 ) 

  Acute kidney injury 2 (5.0 ) 0 1 (2.5 ) 0 1 (2.5 ) 

  Haematuria 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Dysuria 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Polyuria 1 (2.5 ) 0 1 (2.5 ) 0 0 



  

  

4280 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Proteinuria 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Renal impairment 1 (2.5 ) 0 1 (2.5 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Scrotal oedema 1 (2.5 ) 1 (2.5 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 11 (27.5) 3 (7.5 ) 4 (10.0) 3 (7.5 ) 1 (2.5 ) 

  Hypoxia 5 (12.5) 1 (2.5 ) 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 

  Cough 4 (10.0) 2 (5.0 ) 2 (5.0 ) 0 0 

  Epistaxis 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Tachypnoea 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Apnoea 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Lung disorder 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Pleural effusion 1 (2.5 ) 1 (2.5 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 16 (40.0) 13 (32.5) 2 (5.0 ) 1 (2.5 ) 0 

  Rash 6 (15.0) 5 (12.5) 0 1 (2.5 ) 0 



  

  

4281 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pruritus 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 0 

  Petechiae 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Erythema 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Dermatitis acneiform 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Dry skin 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Skin discolouration 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Skin exfoliation 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Skin lesion 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Urticaria 1 (2.5 ) 1 (2.5 ) 0 0 0 

Vascular disorders      

  -Total 13 (32.5) 6 (15.0) 2 (5.0 ) 5 (12.5) 0 

  Hypertension 5 (12.5) 2 (5.0 ) 1 (2.5 ) 2 (5.0 ) 0 

  Hypotension 4 (10.0) 2 (5.0 ) 0 2 (5.0 ) 0 

  Hot flush 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Jugular vein thrombosis 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Lymphoedema 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Pallor 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Vascular occlusion 1 (2.5 ) 1 (2.5 ) 0 0 0 

 



  

  

4282 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4283 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169f 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100) 1 (33.3) 0 0 2 (66.7) 

Blood and lymphatic system disorders      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

Gastrointestinal disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Vomiting 1 (33.3) 1 (33.3) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 2 (66.7) 1 (33.3) 0 1 (33.3) 0 

  Pyrexia 2 (66.7) 1 (33.3) 0 1 (33.3) 0 

  Catheter site haemorrhage 1 (33.3) 0 0 1 (33.3) 0 



  

  

4284 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain 1 (33.3) 0 0 1 (33.3) 0 

Immune system disorders      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Cytokine release syndrome 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Allergy to immunoglobulin therapy 1 (33.3) 0 1 (33.3) 0 0 

Infections and infestations      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Cystitis 1 (33.3) 0 1 (33.3) 0 0 

  Pseudomembranous colitis 1 (33.3) 0 1 (33.3) 0 0 

Investigations      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Clostridium test positive 1 (33.3) 0 1 (33.3) 0 0 

  Platelet count decreased 1 (33.3) 0 0 1 (33.3) 0 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 2 (66.7) 0 0 2 (66.7) 0 

  Dehydration 1 (33.3) 0 0 1 (33.3) 0 

  Hypokalaemia 1 (33.3) 0 0 1 (33.3) 0 



  

  

4285 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Arthralgia 1 (33.3) 1 (33.3) 0 0 0 

Nervous system disorders      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Encephalopathy 1 (33.3) 0 0 0 1 (33.3) 

  Headache 1 (33.3) 0 1 (33.3) 0 0 

  Somnolence 1 (33.3) 0 0 1 (33.3) 0 

Psychiatric disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Anxiety 1 (33.3) 0 1 (33.3) 0 0 

  Insomnia 1 (33.3) 0 1 (33.3) 0 0 

  Restlessness 1 (33.3) 0 1 (33.3) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Pleural effusion 1 (33.3) 0 1 (33.3) 0 0 

Skin and subcutaneous tissue 
disorders 

     



  

  

4286 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Decubitus ulcer 1 (33.3) 0 1 (33.3) 0 0 

  Rash 1 (33.3) 0 1 (33.3) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4287 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169f 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

20 (83.3) 6 (25.0) 1 (4.2 ) 10 (41.7) 3 (12.5) 

Blood and lymphatic system disorders      

  -Total 5 (20.8) 1 (4.2 ) 2 (8.3 ) 2 (8.3 ) 0 

  Anaemia 2 (8.3 ) 0 1 (4.2 ) 1 (4.2 ) 0 

  Neutropenia 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  B-cell aplasia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Thrombocytopenia 1 (4.2 ) 0 1 (4.2 ) 0 0 

Eye disorders      

  -Total 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Astigmatism 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Conjunctivitis allergic 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Hypermetropia 1 (4.2 ) 1 (4.2 ) 0 0 0 



  

  

4288 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

  -Total 10 (41.7) 5 (20.8) 5 (20.8) 0 0 

  Nausea 4 (16.7) 2 (8.3 ) 2 (8.3 ) 0 0 

  Abdominal pain 3 (12.5) 3 (12.5) 0 0 0 

  Vomiting 3 (12.5) 2 (8.3 ) 1 (4.2 ) 0 0 

  Diarrhoea 2 (8.3 ) 0 2 (8.3 ) 0 0 

  Abdominal pain lower 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Constipation 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Gastrointestinal motility disorder 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Stomatitis 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Toothache 1 (4.2 ) 1 (4.2 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 9 (37.5) 4 (16.7) 4 (16.7) 1 (4.2 ) 0 

  Pyrexia 7 (29.2) 2 (8.3 ) 4 (16.7) 1 (4.2 ) 0 

  Chills 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Axillary pain 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Catheter site erythema 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Fatigue 1 (4.2 ) 1 (4.2 ) 0 0 0 



  

  

4289 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gait disturbance 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Pain 1 (4.2 ) 1 (4.2 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Hepatotoxicity 1 (4.2 ) 0 1 (4.2 ) 0 0 

Immune system disorders      

  -Total 3 (12.5) 2 (8.3 ) 1 (4.2 ) 0 0 

  Hypogammaglobulinaemia 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Allergy to immunoglobulin therapy 1 (4.2 ) 1 (4.2 ) 0 0 0 

Infections and infestations      

  -Total 14 (58.3) 3 (12.5) 3 (12.5) 8 (33.3) 0 

  Herpes zoster 3 (12.5) 0 2 (8.3 ) 1 (4.2 ) 0 

  Upper respiratory tract infection 3 (12.5) 1 (4.2 ) 2 (8.3 ) 0 0 

  Device related infection 2 (8.3 ) 0 0 2 (8.3 ) 0 

  Gastroenteritis 2 (8.3 ) 2 (8.3 ) 0 0 0 

  Nasopharyngitis 2 (8.3 ) 2 (8.3 ) 0 0 0 

  Body tinea 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Bronchitis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Cellulitis 1 (4.2 ) 0 1 (4.2 ) 0 0 



  

  

4290 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Influenza 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Laryngitis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Meningitis aseptic 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Otitis externa 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Otitis media 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Otitis media acute 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Parainfluenzae virus infection 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Pneumonia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Pneumonia haemophilus 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Rash pustular 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Respiratory syncytial virus infection 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Rhinitis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Skin infection 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Tinea pedis 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Tonsillitis 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Tooth infection 1 (4.2 ) 0 1 (4.2 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 



  

  

4291 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Contusion 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Ligament sprain 1 (4.2 ) 0 1 (4.2 ) 0 0 

Investigations      

  -Total 11 (45.8) 4 (16.7) 2 (8.3 ) 2 (8.3 ) 3 (12.5) 

  Platelet count decreased 5 (20.8) 3 (12.5) 2 (8.3 ) 0 0 

  Alanine aminotransferase increased 4 (16.7) 3 (12.5) 0 0 1 (4.2 ) 

  Aspartate aminotransferase 
increased 

4 (16.7) 3 (12.5) 0 0 1 (4.2 ) 

  White blood cell count decreased 4 (16.7) 2 (8.3 ) 0 1 (4.2 ) 1 (4.2 ) 

  Neutrophil count decreased 3 (12.5) 0 0 1 (4.2 ) 2 (8.3 ) 

  Lymphocyte count decreased 2 (8.3 ) 1 (4.2 ) 0 1 (4.2 ) 0 

  Cytomegalovirus test positive 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Immunoglobulins decreased 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Lymph node palpable 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Vitamin d decreased 1 (4.2 ) 1 (4.2 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 2 (8.3 ) 2 (8.3 ) 0 0 0 

  Decreased appetite 2 (8.3 ) 2 (8.3 ) 0 0 0 



  

  

4292 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 5 (20.8) 2 (8.3 ) 3 (12.5) 0 0 

  Arthralgia 3 (12.5) 1 (4.2 ) 2 (8.3 ) 0 0 

  Back pain 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Bone pain 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Pain in extremity 1 (4.2 ) 0 1 (4.2 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (4.2 ) 0 0 1 (4.2 ) 0 

Nervous system disorders      

  -Total 3 (12.5) 1 (4.2 ) 2 (8.3 ) 0 0 

  Headache 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Dizziness 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Hemiparesis 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Intracranial pressure increased 1 (4.2 ) 1 (4.2 ) 0 0 0 

Psychiatric disorders      

  -Total 1 (4.2 ) 1 (4.2 ) 0 0 0 



  

  

4293 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Confusional state 1 (4.2 ) 1 (4.2 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 5 (20.8) 3 (12.5) 1 (4.2 ) 1 (4.2 ) 0 

  Cough 3 (12.5) 2 (8.3 ) 1 (4.2 ) 0 0 

  Dyspnoea 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Epistaxis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Oropharyngeal pain 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Pulmonary granuloma 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Stridor 1 (4.2 ) 0 1 (4.2 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 4 (16.7) 2 (8.3 ) 2 (8.3 ) 0 0 

  Dermatitis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Eczema 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Hangnail 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Ingrowing nail 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Rash 1 (4.2 ) 0 1 (4.2 ) 0 0 

 

 



  

  

4294 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4295 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169f 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

25 (75.8) 3 (9.1 ) 10 (30.3) 8 (24.2) 4 (12.1) 

Blood and lymphatic system disorders      

  -Total 7 (21.2) 1 (3.0 ) 2 (6.1 ) 4 (12.1) 0 

  Anaemia 3 (9.1 ) 1 (3.0 ) 1 (3.0 ) 1 (3.0 ) 0 

  Thrombocytopenia 3 (9.1 ) 0 1 (3.0 ) 2 (6.1 ) 0 

  Leukocytosis 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Lymphopenia 1 (3.0 ) 0 0 1 (3.0 ) 0 

Cardiac disorders      

  -Total 3 (9.1 ) 3 (9.1 ) 0 0 0 

  Sinus tachycardia 2 (6.1 ) 2 (6.1 ) 0 0 0 

  Tachycardia 2 (6.1 ) 2 (6.1 ) 0 0 0 

  Sinus bradycardia 1 (3.0 ) 1 (3.0 ) 0 0 0 



  

  

4296 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Ear and labyrinth disorders      

  -Total 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Ear pain 1 (3.0 ) 1 (3.0 ) 0 0 0 

Endocrine disorders      

  -Total 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Hypothyroidism 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (3.0 ) 1 (3.0 ) 0 0 0 

Eye disorders      

  -Total 5 (15.2) 4 (12.1) 1 (3.0 ) 0 0 

  Eye pain 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Blepharitis 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Blindness unilateral 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Eye pruritus 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Lacrimation increased 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Ocular hyperaemia 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Visual impairment 1 (3.0 ) 1 (3.0 ) 0 0 0 

Gastrointestinal disorders      

  -Total 6 (18.2) 4 (12.1) 2 (6.1 ) 0 0 



  

  

4297 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Constipation 4 (12.1) 3 (9.1 ) 1 (3.0 ) 0 0 

  Abdominal distension 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Abdominal pain 2 (6.1 ) 0 2 (6.1 ) 0 0 

  Diarrhoea 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Nausea 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Dental caries 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Oral pain 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Periodontal disease 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Proctalgia 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Stomatitis 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Vomiting 1 (3.0 ) 0 1 (3.0 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 8 (24.2) 3 (9.1 ) 5 (15.2) 0 0 

  Pyrexia 7 (21.2) 2 (6.1 ) 5 (15.2) 0 0 

  Chills 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Facial pain 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Gait disturbance 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Generalised oedema 1 (3.0 ) 0 1 (3.0 ) 0 0 



  

  

4298 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Localised oedema 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Malaise 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Non-cardiac chest pain 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Oedema peripheral 1 (3.0 ) 0 1 (3.0 ) 0 0 

Immune system disorders      

  -Total 6 (18.2) 2 (6.1 ) 3 (9.1 ) 1 (3.0 ) 0 

  Hypogammaglobulinaemia 3 (9.1 ) 1 (3.0 ) 1 (3.0 ) 1 (3.0 ) 0 

  Drug hypersensitivity 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Allergy to immunoglobulin therapy 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Cytokine release syndrome 1 (3.0 ) 0 1 (3.0 ) 0 0 

Infections and infestations      

  -Total 18 (54.5) 5 (15.2) 8 (24.2) 4 (12.1) 1 (3.0 ) 

  Nasopharyngitis 5 (15.2) 4 (12.1) 1 (3.0 ) 0 0 

  Rhinitis 4 (12.1) 3 (9.1 ) 1 (3.0 ) 0 0 

  Enterovirus infection 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Oral herpes 2 (6.1 ) 0 2 (6.1 ) 0 0 

  Rash pustular 2 (6.1 ) 2 (6.1 ) 0 0 0 

  Sinusitis 2 (6.1 ) 0 1 (3.0 ) 1 (3.0 ) 0 

  Upper respiratory tract infection 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 



  

  

4299 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alternaria infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Aspergillus infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Atypical pneumonia 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Bacterial infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Bronchitis 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Candida infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Catheter site infection 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Central nervous system infection 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Conjunctivitis 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Conjunctivitis viral 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Enterococcal infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Folliculitis 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Gastroenteritis 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Herpes zoster 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Impetigo 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Mucosal infection 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Otitis externa 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Otitis media 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Paronychia 1 (3.0 ) 0 1 (3.0 ) 0 0 



  

  

4300 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Periorbital cellulitis 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Pharyngitis 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Pneumonia 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Rhinovirus infection 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Sepsis 1 (3.0 ) 0 0 0 1 (3.0 ) 

  Septic shock 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Viral upper respiratory tract infection 1 (3.0 ) 0 1 (3.0 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (9.1 ) 0 3 (9.1 ) 0 0 

  Contusion 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Fall 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Infusion related reaction 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Procedural pain 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Skin abrasion 1 (3.0 ) 0 1 (3.0 ) 0 0 

Investigations      

  -Total 8 (24.2) 1 (3.0 ) 3 (9.1 ) 3 (9.1 ) 1 (3.0 ) 

  Neutrophil count decreased 3 (9.1 ) 0 0 2 (6.1 ) 1 (3.0 ) 

  White blood cell count decreased 3 (9.1 ) 0 0 2 (6.1 ) 1 (3.0 ) 



  

  

4301 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alanine aminotransferase increased 2 (6.1 ) 0 1 (3.0 ) 1 (3.0 ) 0 

  Aspartate aminotransferase 
increased 

2 (6.1 ) 1 (3.0 ) 0 1 (3.0 ) 0 

  Platelet count decreased 2 (6.1 ) 0 0 1 (3.0 ) 1 (3.0 ) 

  Activated partial thromboplastin time 
prolonged 

1 (3.0 ) 1 (3.0 ) 0 0 0 

  Blood alkaline phosphatase 
increased 

1 (3.0 ) 1 (3.0 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (3.0 ) 1 (3.0 ) 0 0 0 

  Chlamydia test positive 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Gamma-glutamyltransferase 
increased 

1 (3.0 ) 0 1 (3.0 ) 0 0 

  Weight decreased 1 (3.0 ) 0 1 (3.0 ) 0 0 

Metabolism and nutrition disorders      

  -Total 7 (21.2) 1 (3.0 ) 4 (12.1) 2 (6.1 ) 0 

  Hypomagnesaemia 4 (12.1) 3 (9.1 ) 1 (3.0 ) 0 0 

  Hyperkalaemia 2 (6.1 ) 2 (6.1 ) 0 0 0 

  Hyperuricaemia 2 (6.1 ) 2 (6.1 ) 0 0 0 

  Hypokalaemia 2 (6.1 ) 1 (3.0 ) 0 1 (3.0 ) 0 



  

  

4302 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypophosphataemia 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Dehydration 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Hypercalcaemia 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Hyperferritinaemia 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Hyperglycaemia 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Hypoalbuminaemia 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Hypocalcaemia 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Lactic acidosis 1 (3.0 ) 0 0 1 (3.0 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 6 (18.2) 2 (6.1 ) 3 (9.1 ) 1 (3.0 ) 0 

  Back pain 4 (12.1) 2 (6.1 ) 2 (6.1 ) 0 0 

  Arthralgia 3 (9.1 ) 0 2 (6.1 ) 1 (3.0 ) 0 

  Pain in extremity 3 (9.1 ) 1 (3.0 ) 2 (6.1 ) 0 0 

  Neck pain 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Muscular weakness 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Osteopenia 1 (3.0 ) 1 (3.0 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     



  

  

4303 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (6.1 ) 0 0 0 2 (6.1 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.0 ) 0 0 0 1 (3.0 ) 

  B precursor type acute leukaemia 1 (3.0 ) 0 0 0 1 (3.0 ) 

Nervous system disorders      

  -Total 4 (12.1) 2 (6.1 ) 2 (6.1 ) 0 0 

  Headache 3 (9.1 ) 3 (9.1 ) 0 0 0 

  Dysarthria 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Facial paralysis 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Lethargy 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Neuropathy peripheral 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Subdural hygroma 1 (3.0 ) 0 1 (3.0 ) 0 0 

Psychiatric disorders      

  -Total 3 (9.1 ) 2 (6.1 ) 1 (3.0 ) 0 0 

  Agitation 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Anxiety 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Insomnia 1 (3.0 ) 1 (3.0 ) 0 0 0 

Renal and urinary disorders      

  -Total 2 (6.1 ) 1 (3.0 ) 0 1 (3.0 ) 0 



  

  

4304 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haematuria 2 (6.1 ) 1 (3.0 ) 0 1 (3.0 ) 0 

  Proteinuria 1 (3.0 ) 0 1 (3.0 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 4 (12.1) 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 

  Metrorrhagia 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Ovarian failure 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Perineal pain 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Vulvovaginal dryness 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Vulvovaginal pain 1 (3.0 ) 0 1 (3.0 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 9 (27.3) 6 (18.2) 2 (6.1 ) 1 (3.0 ) 0 

  Cough 7 (21.2) 6 (18.2) 1 (3.0 ) 0 0 

  Nasal congestion 4 (12.1) 4 (12.1) 0 0 0 

  Epistaxis 3 (9.1 ) 3 (9.1 ) 0 0 0 

  Oropharyngeal pain 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Dyspnoea 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Hypoxia 1 (3.0 ) 0 0 1 (3.0 ) 0 



  

  

4305 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nasal septum perforation 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Pharyngeal erythema 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Productive cough 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Rhinalgia 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Rhinorrhoea 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Rhonchi 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Sinus pain 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Tachypnoea 1 (3.0 ) 0 1 (3.0 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 10 (30.3) 8 (24.2) 2 (6.1 ) 0 0 

  Dry skin 2 (6.1 ) 2 (6.1 ) 0 0 0 

  Eczema 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Petechiae 2 (6.1 ) 2 (6.1 ) 0 0 0 

  Pruritus 2 (6.1 ) 2 (6.1 ) 0 0 0 

  Alopecia 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Dermatitis bullous 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Erythema 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Ingrowing nail 1 (3.0 ) 0 1 (3.0 ) 0 0 



  

  

4306 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Skin ulcer 1 (3.0 ) 1 (3.0 ) 0 0 0 

Vascular disorders      

  -Total 3 (9.1 ) 2 (6.1 ) 1 (3.0 ) 0 0 

  Pallor 2 (6.1 ) 2 (6.1 ) 0 0 0 

  Embolism 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Flushing 1 (3.0 ) 1 (3.0 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4307 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169f 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100) 0 1 (33.3) 1 (33.3) 1 (33.3) 

Blood and lymphatic system disorders      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Anaemia 1 (33.3) 0 0 1 (33.3) 0 

  Febrile neutropenia 1 (33.3) 1 (33.3) 0 0 0 

Gastrointestinal disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Abdominal pain upper 1 (33.3) 1 (33.3) 0 0 0 

  Constipation 1 (33.3) 0 1 (33.3) 0 0 

  Gingival bleeding 1 (33.3) 1 (33.3) 0 0 0 

  Vomiting 1 (33.3) 1 (33.3) 0 0 0 



  

  

4308 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Face oedema 1 (33.3) 1 (33.3) 0 0 0 

Infections and infestations      

  -Total 3 (100) 1 (33.3) 1 (33.3) 1 (33.3) 0 

  Escherichia urinary tract infection 1 (33.3) 0 1 (33.3) 0 0 

  Gastrointestinal infection 1 (33.3) 0 0 1 (33.3) 0 

  Molluscum contagiosum 1 (33.3) 1 (33.3) 0 0 0 

  Nasopharyngitis 1 (33.3) 1 (33.3) 0 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Splinter 1 (33.3) 1 (33.3) 0 0 0 

Investigations      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Platelet count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 



  

  

4309 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperglycaemia 1 (33.3) 1 (33.3) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Osteoporosis 1 (33.3) 0 1 (33.3) 0 0 

Nervous system disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Neuralgia 1 (33.3) 0 1 (33.3) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Epistaxis 1 (33.3) 0 1 (33.3) 0 0 

Vascular disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypertension 1 (33.3) 0 1 (33.3) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 



  

  

4310 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4311 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169f 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (42.9) 1 (14.3) 0 2 (28.6) 0 

Eye disorders      

  -Total 1 (14.3) 0 0 1 (14.3) 0 

  Keratitis 1 (14.3) 0 0 1 (14.3) 0 

Investigations      

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Lymphocyte count decreased 1 (14.3) 1 (14.3) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (14.3) 0 0 1 (14.3) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (14.3) 0 0 1 (14.3) 0 

 



  

  

4312 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4313 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169f 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

Infections and infestations      

  -Total 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Rhinitis 1 (8.3 ) 1 (8.3 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4315 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169f 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4316 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169f 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

26 (100) 0 2 (7.7 ) 14 (53.8) 10 (38.5) 

Blood and lymphatic system disorders      

  -Total 13 (50.0) 1 (3.8 ) 5 (19.2) 7 (26.9) 0 

  Anaemia 5 (19.2) 1 (3.8 ) 3 (11.5) 1 (3.8 ) 0 

  Febrile neutropenia 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

  Neutropenia 3 (11.5) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 0 

  B-cell aplasia 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Bone marrow failure 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Pancytopenia 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Thrombocytopenia 1 (3.8 ) 0 1 (3.8 ) 0 0 

Cardiac disorders      

  -Total 5 (19.2) 4 (15.4) 1 (3.8 ) 0 0 



  

  

4317 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachycardia 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  Cardiac discomfort 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Sinus bradycardia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Sinus tachycardia 1 (3.8 ) 1 (3.8 ) 0 0 0 

Eye disorders      

  -Total 4 (15.4) 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 

  Astigmatism 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Conjunctivitis allergic 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Dry eye 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Hypermetropia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Keratitis 1 (3.8 ) 0 0 1 (3.8 ) 0 

Gastrointestinal disorders      

  -Total 15 (57.7) 5 (19.2) 9 (34.6) 1 (3.8 ) 0 

  Nausea 8 (30.8) 2 (7.7 ) 6 (23.1) 0 0 

  Diarrhoea 6 (23.1) 2 (7.7 ) 3 (11.5) 1 (3.8 ) 0 

  Vomiting 6 (23.1) 3 (11.5) 3 (11.5) 0 0 

  Abdominal pain 3 (11.5) 1 (3.8 ) 2 (7.7 ) 0 0 

  Abdominal pain upper 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Constipation 2 (7.7 ) 2 (7.7 ) 0 0 0 



  

  

4318 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal pain lower 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Gastrointestinal motility disorder 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Gastrointestinal pain 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Gingival bleeding 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Hypoaesthesia oral 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Lip haemorrhage 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Paraesthesia oral 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Stomatitis 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Toothache 1 (3.8 ) 1 (3.8 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 18 (69.2) 10 (38.5) 6 (23.1) 2 (7.7 ) 0 

  Pyrexia 13 (50.0) 7 (26.9) 5 (19.2) 1 (3.8 ) 0 

  Chills 3 (11.5) 1 (3.8 ) 2 (7.7 ) 0 0 

  Fatigue 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  Catheter site erythema 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Oedema peripheral 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Asthenia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Axillary pain 1 (3.8 ) 0 1 (3.8 ) 0 0 



  

  

4319 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Catheter site pain 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Face oedema 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Gait disturbance 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Localised oedema 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Pain 1 (3.8 ) 1 (3.8 ) 0 0 0 

Hepatobiliary disorders      

  -Total 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

  Cholestasis 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Hepatocellular injury 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Hepatotoxicity 1 (3.8 ) 0 1 (3.8 ) 0 0 

Immune system disorders      

  -Total 19 (73.1) 3 (11.5) 10 (38.5) 2 (7.7 ) 4 (15.4) 

  Cytokine release syndrome 15 (57.7) 3 (11.5) 6 (23.1) 2 (7.7 ) 4 (15.4) 

  Hypogammaglobulinaemia 10 (38.5) 4 (15.4) 6 (23.1) 0 0 

  Allergy to immunoglobulin therapy 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Drug hypersensitivity 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.8 ) 0 0 1 (3.8 ) 0 

Infections and infestations      



  

  

4320 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 15 (57.7) 1 (3.8 ) 6 (23.1) 8 (30.8) 0 

  Device related infection 4 (15.4) 0 2 (7.7 ) 2 (7.7 ) 0 

  Herpes zoster 4 (15.4) 0 3 (11.5) 1 (3.8 ) 0 

  Upper respiratory tract infection 4 (15.4) 1 (3.8 ) 3 (11.5) 0 0 

  Gastroenteritis 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Influenza 2 (7.7 ) 1 (3.8 ) 0 1 (3.8 ) 0 

  Nasopharyngitis 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Body tinea 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Bronchitis 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Cellulitis 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Eye infection 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Laryngitis 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Meningitis aseptic 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Nail infection 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Oral fungal infection 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Otitis externa 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Otitis media 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Otitis media acute 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Parainfluenzae virus infection 1 (3.8 ) 0 1 (3.8 ) 0 0 



  

  

4321 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Parotitis 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Pneumonia 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Pneumonia haemophilus 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Rash pustular 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Respiratory syncytial virus infection 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Respiratory tract infection 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Rhinitis 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Skin infection 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Tinea pedis 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Tonsillitis 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Tooth infection 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Vulvitis 1 (3.8 ) 0 1 (3.8 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 5 (19.2) 2 (7.7 ) 2 (7.7 ) 1 (3.8 ) 0 

  Contusion 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Allergic transfusion reaction 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Fall 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Ligament sprain 1 (3.8 ) 0 1 (3.8 ) 0 0 



  

  

4322 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Periorbital haematoma 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Procedural pain 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Subcutaneous haematoma 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Thermal burn 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Transfusion reaction 1 (3.8 ) 1 (3.8 ) 0 0 0 

Investigations      

  -Total 15 (57.7) 2 (7.7 ) 2 (7.7 ) 4 (15.4) 7 (26.9) 

  Alanine aminotransferase increased 5 (19.2) 3 (11.5) 0 1 (3.8 ) 1 (3.8 ) 

  Aspartate aminotransferase 
increased 

5 (19.2) 3 (11.5) 1 (3.8 ) 0 1 (3.8 ) 

  Neutrophil count decreased 5 (19.2) 1 (3.8 ) 0 1 (3.8 ) 3 (11.5) 

  Platelet count decreased 5 (19.2) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 2 (7.7 ) 

  White blood cell count decreased 5 (19.2) 1 (3.8 ) 1 (3.8 ) 2 (7.7 ) 1 (3.8 ) 

  Immunoglobulins decreased 3 (11.5) 0 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 

  Lymphocyte count decreased 2 (7.7 ) 1 (3.8 ) 0 1 (3.8 ) 0 

  Prothrombin time prolonged 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Antithrombin iii decreased 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Blood creatinine increased 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Blood urea increased 1 (3.8 ) 1 (3.8 ) 0 0 0 



  

  

4323 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  C-reactive protein increased 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Cytomegalovirus test positive 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Fungal test positive 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Gamma-glutamyltransferase 
increased 

1 (3.8 ) 0 1 (3.8 ) 0 0 

  Haemoglobin decreased 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Lymph node palpable 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Serum ferritin increased 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Vitamin d decreased 1 (3.8 ) 1 (3.8 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 13 (50.0) 8 (30.8) 3 (11.5) 2 (7.7 ) 0 

  Decreased appetite 4 (15.4) 3 (11.5) 0 1 (3.8 ) 0 

  Hypoalbuminaemia 3 (11.5) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 0 

  Hypokalaemia 3 (11.5) 2 (7.7 ) 0 1 (3.8 ) 0 

  Hypomagnesaemia 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Fluid overload 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Fluid retention 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Hyperglycaemia 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Hyperphosphataemia 1 (3.8 ) 1 (3.8 ) 0 0 0 



  

  

4324 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperuricaemia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Hypophosphataemia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Vitamin d deficiency 1 (3.8 ) 1 (3.8 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 10 (38.5) 4 (15.4) 5 (19.2) 1 (3.8 ) 0 

  Arthralgia 3 (11.5) 0 3 (11.5) 0 0 

  Myalgia 3 (11.5) 3 (11.5) 0 0 0 

  Pain in extremity 3 (11.5) 1 (3.8 ) 2 (7.7 ) 0 0 

  Back pain 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Bone pain 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Joint effusion 1 (3.8 ) 0 0 1 (3.8 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (7.7 ) 0 0 2 (7.7 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

2 (7.7 ) 0 0 2 (7.7 ) 0 

Nervous system disorders      

  -Total 9 (34.6) 3 (11.5) 4 (15.4) 2 (7.7 ) 0 

  Headache 5 (19.2) 3 (11.5) 2 (7.7 ) 0 0 



  

  

4325 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Seizure 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

  Dizziness 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Dysgeusia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Hemiparesis 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Intention tremor 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Intracranial pressure increased 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Tremor 1 (3.8 ) 1 (3.8 ) 0 0 0 

Product issues      

  -Total 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Device occlusion 1 (3.8 ) 0 1 (3.8 ) 0 0 

Psychiatric disorders      

  -Total 6 (23.1) 3 (11.5) 3 (11.5) 0 0 

  Delirium 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Insomnia 2 (7.7 ) 0 2 (7.7 ) 0 0 

  Agitation 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Anxiety 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Confusional state 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Initial insomnia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Irritability 1 (3.8 ) 1 (3.8 ) 0 0 0 



  

  

4326 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Renal and urinary disorders      

  -Total 5 (19.2) 2 (7.7 ) 2 (7.7 ) 1 (3.8 ) 0 

  Acute kidney injury 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Chromaturia 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Dysuria 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Polyuria 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Urinary incontinence 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Urinary tract disorder 1 (3.8 ) 0 1 (3.8 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 10 (38.5) 6 (23.1) 2 (7.7 ) 2 (7.7 ) 0 

  Cough 4 (15.4) 3 (11.5) 1 (3.8 ) 0 0 

  Oropharyngeal pain 4 (15.4) 2 (7.7 ) 2 (7.7 ) 0 0 

  Hypoxia 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

  Dyspnoea 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Epistaxis 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Rhinorrhoea 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Increased upper airway secretion 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Pulmonary granuloma 1 (3.8 ) 0 0 1 (3.8 ) 0 



  

  

4327 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Stridor 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Tachypnoea 1 (3.8 ) 1 (3.8 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 10 (38.5) 6 (23.1) 4 (15.4) 0 0 

  Erythema 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  Rash 3 (11.5) 2 (7.7 ) 1 (3.8 ) 0 0 

  Dry skin 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Hangnail 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Ingrowing nail 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Papule 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Pruritus 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Acne 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Dermatitis 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Eczema 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Petechiae 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Urticaria 1 (3.8 ) 0 1 (3.8 ) 0 0 

Vascular disorders      

  -Total 5 (19.2) 2 (7.7 ) 1 (3.8 ) 2 (7.7 ) 0 



  

  

4328 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypertension 2 (7.7 ) 1 (3.8 ) 0 1 (3.8 ) 0 

  Hypotension 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Capillary leak syndrome 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Venous thrombosis limb 1 (3.8 ) 0 1 (3.8 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169f 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

40 (100) 3 (7.5 ) 5 (12.5) 11 (27.5) 21 (52.5) 

Blood and lymphatic system disorders      

  -Total 24 (60.0) 4 (10.0) 3 (7.5 ) 11 (27.5) 6 (15.0) 

  Anaemia 8 (20.0) 3 (7.5 ) 0 5 (12.5) 0 

  Neutropenia 6 (15.0) 0 0 1 (2.5 ) 5 (12.5) 

  Thrombocytopenia 5 (12.5) 0 1 (2.5 ) 3 (7.5 ) 1 (2.5 ) 

  Disseminated intravascular 
coagulation 

3 (7.5 ) 0 2 (5.0 ) 1 (2.5 ) 0 

  Febrile neutropenia 2 (5.0 ) 0 0 2 (5.0 ) 0 

  B-cell aplasia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Bone marrow failure 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Coagulation factor deficiency 1 (2.5 ) 0 0 1 (2.5 ) 0 



  

  

4330 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Leukocytosis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Leukopenia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Lymphopenia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Splenomegaly 1 (2.5 ) 1 (2.5 ) 0 0 0 

Cardiac disorders      

  -Total 10 (25.0) 6 (15.0) 2 (5.0 ) 2 (5.0 ) 0 

  Tachycardia 6 (15.0) 5 (12.5) 1 (2.5 ) 0 0 

  Sinus tachycardia 3 (7.5 ) 3 (7.5 ) 0 0 0 

  Left ventricular dysfunction 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Sinus bradycardia 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Bradycardia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Cardiac hypertrophy 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Pericardial effusion 1 (2.5 ) 0 1 (2.5 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Talipes 1 (2.5 ) 1 (2.5 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 2 (5.0 ) 1 (2.5 ) 0 1 (2.5 ) 0 



  

  

4331 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ear pain 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Vertigo 1 (2.5 ) 0 0 1 (2.5 ) 0 

Endocrine disorders      

  -Total 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Hypothyroidism 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (2.5 ) 1 (2.5 ) 0 0 0 

  Precocious puberty 1 (2.5 ) 1 (2.5 ) 0 0 0 

Eye disorders      

  -Total 8 (20.0) 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 

  Eye pain 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Amaurosis 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Blepharitis 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blepharospasm 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blindness unilateral 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Conjunctival haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Diplopia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Dry eye 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Eye pruritus 1 (2.5 ) 1 (2.5 ) 0 0 0 



  

  

4332 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lacrimation increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Ocular hyperaemia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Ocular hypertension 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Optic atrophy 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Vision blurred 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Visual impairment 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Vitreous opacities 1 (2.5 ) 1 (2.5 ) 0 0 0 

Gastrointestinal disorders      

  -Total 26 (65.0) 12 (30.0) 10 (25.0) 4 (10.0) 0 

  Diarrhoea 11 (27.5) 9 (22.5) 1 (2.5 ) 1 (2.5 ) 0 

  Nausea 8 (20.0) 2 (5.0 ) 5 (12.5) 1 (2.5 ) 0 

  Vomiting 6 (15.0) 4 (10.0) 2 (5.0 ) 0 0 

  Abdominal pain 5 (12.5) 3 (7.5 ) 2 (5.0 ) 0 0 

  Constipation 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 0 

  Abdominal distension 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Proctalgia 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Stomatitis 2 (5.0 ) 0 2 (5.0 ) 0 0 

  Abdominal pain upper 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Anal fissure 1 (2.5 ) 0 1 (2.5 ) 0 0 



  

  

4333 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal fistula 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Anal haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Anal incontinence 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Dental caries 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Dyspepsia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Gingival swelling 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Lip dry 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Oral pain 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Paraesthesia oral 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Periodontal disease 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Rectal haemorrhage 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Rectal ulcer 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Upper gastrointestinal haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 24 (60.0) 7 (17.5) 11 (27.5) 5 (12.5) 1 (2.5 ) 

  Pyrexia 18 (45.0) 6 (15.0) 9 (22.5) 3 (7.5 ) 0 

  Face oedema 4 (10.0) 4 (10.0) 0 0 0 



  

  

4334 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fatigue 4 (10.0) 1 (2.5 ) 3 (7.5 ) 0 0 

  Oedema peripheral 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Pain 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 0 0 

  Localised oedema 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Non-cardiac chest pain 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Asthenia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Catheter site haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Catheter site pain 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Catheter site pruritus 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Chills 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Drug withdrawal syndrome 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Facial pain 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Gait disturbance 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Generalised oedema 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Malaise 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Mucosal inflammation 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Multiple organ dysfunction syndrome 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Oedema 1 (2.5 ) 0 1 (2.5 ) 0 0 

Hepatobiliary disorders      



  

  

4335 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 4 (10.0) 2 (5.0 ) 1 (2.5 ) 0 1 (2.5 ) 

  Gallbladder oedema 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Hepatic failure 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Hepatic steatosis 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Hepatosplenomegaly 1 (2.5 ) 0 0 0 1 (2.5 ) 

Immune system disorders      

  -Total 33 (82.5) 6 (15.0) 10 (25.0) 9 (22.5) 8 (20.0) 

  Cytokine release syndrome 30 (75.0) 8 (20.0) 7 (17.5) 7 (17.5) 8 (20.0) 

  Hypogammaglobulinaemia 11 (27.5) 2 (5.0 ) 7 (17.5) 2 (5.0 ) 0 

  Allergy to immunoglobulin therapy 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Drug hypersensitivity 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Atopy 1 (2.5 ) 1 (2.5 ) 0 0 0 

Infections and infestations      

  -Total 27 (67.5) 4 (10.0) 11 (27.5) 9 (22.5) 3 (7.5 ) 

  Nasopharyngitis 6 (15.0) 5 (12.5) 1 (2.5 ) 0 0 

  Rhinitis 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 0 

  Candida infection 3 (7.5 ) 1 (2.5 ) 0 2 (5.0 ) 0 



  

  

4336 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sepsis 3 (7.5 ) 0 0 1 (2.5 ) 2 (5.0 ) 

  Sinusitis 3 (7.5 ) 0 1 (2.5 ) 2 (5.0 ) 0 

  Upper respiratory tract infection 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 0 0 

  Aspergillus infection 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Bacterial infection 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Enterovirus infection 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Infection 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Oral herpes 2 (5.0 ) 0 2 (5.0 ) 0 0 

  Paronychia 2 (5.0 ) 0 2 (5.0 ) 0 0 

  Pneumonia 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Rash pustular 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Vascular device infection 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Viral upper respiratory tract infection 2 (5.0 ) 0 2 (5.0 ) 0 0 

  Alternaria infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Atypical pneumonia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Bronchitis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Bronchopulmonary aspergillosis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Catheter site infection 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Cellulitis 1 (2.5 ) 0 1 (2.5 ) 0 0 



  

  

4337 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis orbital 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Central nervous system infection 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Cerebral fungal infection 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Conjunctivitis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Conjunctivitis viral 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Enterococcal infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Folliculitis 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Gastroenteritis 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Helminthic infection 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Herpes zoster 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Impetigo 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Mucosal infection 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Otitis externa 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Otitis media 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Periorbital cellulitis 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Pharyngitis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Pneumonia viral 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Respiratory syncytial virus infection 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Rhinovirus infection 1 (2.5 ) 0 1 (2.5 ) 0 0 



  

  

4338 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Septic shock 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Systemic infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Urinary tract infection viral 1 (2.5 ) 0 1 (2.5 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 6 (15.0) 0 6 (15.0) 0 0 

  Allergic transfusion reaction 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Contusion 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Fall 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Femoral neck fracture 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Infusion related reaction 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Post procedural haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Procedural pain 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Skin abrasion 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Stoma site erythema 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Stoma site haemorrhage 1 (2.5 ) 1 (2.5 ) 0 0 0 

Investigations      

  -Total 22 (55.0) 2 (5.0 ) 5 (12.5) 7 (17.5) 8 (20.0) 

  White blood cell count decreased 8 (20.0) 0 1 (2.5 ) 2 (5.0 ) 5 (12.5) 



  

  

4339 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 6 (15.0) 0 0 1 (2.5 ) 5 (12.5) 

  Blood fibrinogen decreased 5 (12.5) 0 2 (5.0 ) 3 (7.5 ) 0 

  Platelet count decreased 4 (10.0) 0 1 (2.5 ) 1 (2.5 ) 2 (5.0 ) 

  Aspartate aminotransferase 
increased 

3 (7.5 ) 1 (2.5 ) 0 2 (5.0 ) 0 

  Blood bilirubin increased 3 (7.5 ) 0 1 (2.5 ) 1 (2.5 ) 1 (2.5 ) 

  Lymphocyte count decreased 3 (7.5 ) 0 0 3 (7.5 ) 0 

  Activated partial thromboplastin time 
prolonged 

2 (5.0 ) 2 (5.0 ) 0 0 0 

  Alanine aminotransferase increased 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Blood alkaline phosphatase 
increased 

2 (5.0 ) 2 (5.0 ) 0 0 0 

  Blood creatinine increased 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Immunoglobulins decreased 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Ammonia increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blood chloride increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blood creatine phosphokinase 
increased 

1 (2.5 ) 0 0 0 1 (2.5 ) 

  Blood fibrinogen increased 1 (2.5 ) 1 (2.5 ) 0 0 0 



  

  

4340 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood lactate dehydrogenase 
increased 

1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blood magnesium increased 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Blood potassium decreased 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Blood urea decreased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Blood uric acid increased 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Blood urine present 1 (2.5 ) 0 1 (2.5 ) 0 0 

  C-reactive protein increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Chest x-ray abnormal 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Chlamydia test positive 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (2.5 ) 1 (2.5 ) 0 0 0 

  Gamma-glutamyltransferase 
increased 

1 (2.5 ) 0 1 (2.5 ) 0 0 

  Heart sounds abnormal 1 (2.5 ) 1 (2.5 ) 0 0 0 

  International normalised ratio 
increased 

1 (2.5 ) 1 (2.5 ) 0 0 0 

  Lipase increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Monocyte count decreased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Protein total decreased 1 (2.5 ) 0 1 (2.5 ) 0 0 



  

  

4341 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Prothrombin time prolonged 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Serum ferritin increased 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Weight decreased 1 (2.5 ) 0 1 (2.5 ) 0 0 

Metabolism and nutrition disorders      

  -Total 19 (47.5) 4 (10.0) 6 (15.0) 7 (17.5) 2 (5.0 ) 

  Hypokalaemia 11 (27.5) 4 (10.0) 2 (5.0 ) 5 (12.5) 0 

  Hypophosphataemia 9 (22.5) 5 (12.5) 2 (5.0 ) 2 (5.0 ) 0 

  Hypocalcaemia 8 (20.0) 1 (2.5 ) 3 (7.5 ) 2 (5.0 ) 2 (5.0 ) 

  Hypoalbuminaemia 5 (12.5) 2 (5.0 ) 3 (7.5 ) 0 0 

  Hypomagnesaemia 5 (12.5) 4 (10.0) 1 (2.5 ) 0 0 

  Decreased appetite 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 0 

  Hyperkalaemia 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Hyperuricaemia 3 (7.5 ) 3 (7.5 ) 0 0 0 

  Dehydration 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Hypercalcaemia 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Hyperglycaemia 2 (5.0 ) 1 (2.5 ) 0 1 (2.5 ) 0 

  Hyponatraemia 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Hyperferritinaemia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Hypernatraemia 1 (2.5 ) 0 1 (2.5 ) 0 0 



  

  

4342 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperphosphataemia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Lactic acidosis 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Tumour lysis syndrome 1 (2.5 ) 0 0 0 1 (2.5 ) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 12 (30.0) 4 (10.0) 5 (12.5) 3 (7.5 ) 0 

  Arthralgia 5 (12.5) 0 3 (7.5 ) 2 (5.0 ) 0 

  Back pain 4 (10.0) 2 (5.0 ) 2 (5.0 ) 0 0 

  Pain in extremity 4 (10.0) 2 (5.0 ) 2 (5.0 ) 0 0 

  Muscular weakness 3 (7.5 ) 1 (2.5 ) 1 (2.5 ) 1 (2.5 ) 0 

  Myalgia 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Bone pain 2 (5.0 ) 0 2 (5.0 ) 0 0 

  Neck pain 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Osteopenia 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Joint stiffness 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Osteonecrosis 1 (2.5 ) 1 (2.5 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 5 (12.5) 0 0 1 (2.5 ) 4 (10.0) 



  

  

4343 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 
recurrent 

2 (5.0 ) 0 0 0 2 (5.0 ) 

  B precursor type acute leukaemia 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Leukaemia 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Neoplasm progression 1 (2.5 ) 0 0 1 (2.5 ) 0 

Nervous system disorders      

  -Total 20 (50.0) 6 (15.0) 10 (25.0) 4 (10.0) 0 

  Headache 10 (25.0) 5 (12.5) 4 (10.0) 1 (2.5 ) 0 

  Seizure 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 0 0 

  Tremor 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Lethargy 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Cerebral atrophy 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Depressed level of consciousness 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Dizziness 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Dysarthria 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Dyskinesia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Encephalopathy 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Facial paralysis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Head discomfort 1 (2.5 ) 1 (2.5 ) 0 0 0 



  

  

4344 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperkinesia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Intention tremor 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Nervous system disorder 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Neuralgia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Neurological decompensation 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Neuropathy peripheral 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Somnolence 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Subdural hygroma 1 (2.5 ) 0 1 (2.5 ) 0 0 

Psychiatric disorders      

  -Total 9 (22.5) 5 (12.5) 3 (7.5 ) 1 (2.5 ) 0 

  Agitation 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Anxiety 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Confusional state 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Disorientation 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Insomnia 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Hallucination 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Irritability 1 (2.5 ) 1 (2.5 ) 0 0 0 

Renal and urinary disorders      

  -Total 8 (20.0) 3 (7.5 ) 3 (7.5 ) 1 (2.5 ) 1 (2.5 ) 



  

  

4345 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haematuria 4 (10.0) 3 (7.5 ) 0 1 (2.5 ) 0 

  Acute kidney injury 2 (5.0 ) 0 1 (2.5 ) 0 1 (2.5 ) 

  Proteinuria 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Dysuria 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Polyuria 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Renal impairment 1 (2.5 ) 0 1 (2.5 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 5 (12.5) 3 (7.5 ) 1 (2.5 ) 1 (2.5 ) 0 

  Metrorrhagia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Ovarian failure 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Perineal pain 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Scrotal oedema 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Vulvovaginal dryness 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Vulvovaginal pain 1 (2.5 ) 0 1 (2.5 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 15 (37.5) 5 (12.5) 5 (12.5) 4 (10.0) 1 (2.5 ) 

  Cough 10 (25.0) 7 (17.5) 3 (7.5 ) 0 0 



  

  

4346 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Epistaxis 5 (12.5) 4 (10.0) 1 (2.5 ) 0 0 

  Hypoxia 5 (12.5) 1 (2.5 ) 1 (2.5 ) 2 (5.0 ) 1 (2.5 ) 

  Nasal congestion 4 (10.0) 4 (10.0) 0 0 0 

  Oropharyngeal pain 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Tachypnoea 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Apnoea 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Dyspnoea 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Lung disorder 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Nasal septum perforation 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Pharyngeal erythema 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Pleural effusion 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Productive cough 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Rhinalgia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Rhinorrhoea 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Rhonchi 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Sinus pain 1 (2.5 ) 1 (2.5 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 21 (52.5) 16 (40.0) 4 (10.0) 1 (2.5 ) 0 



  

  

4347 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pruritus 6 (15.0) 5 (12.5) 1 (2.5 ) 0 0 

  Rash 6 (15.0) 5 (12.5) 0 1 (2.5 ) 0 

  Petechiae 5 (12.5) 4 (10.0) 1 (2.5 ) 0 0 

  Dry skin 3 (7.5 ) 3 (7.5 ) 0 0 0 

  Erythema 3 (7.5 ) 3 (7.5 ) 0 0 0 

  Eczema 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Alopecia 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Dermatitis acneiform 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Dermatitis bullous 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Ingrowing nail 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Skin discolouration 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Skin exfoliation 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Skin lesion 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Skin ulcer 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Urticaria 1 (2.5 ) 1 (2.5 ) 0 0 0 

Vascular disorders      

  -Total 15 (37.5) 7 (17.5) 3 (7.5 ) 5 (12.5) 0 

  Hypertension 5 (12.5) 2 (5.0 ) 1 (2.5 ) 2 (5.0 ) 0 

  Hypotension 4 (10.0) 2 (5.0 ) 0 2 (5.0 ) 0 



  

  

4348 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pallor 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Embolism 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Flushing 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Hot flush 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Jugular vein thrombosis 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Lymphoedema 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Vascular occlusion 1 (2.5 ) 1 (2.5 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4349 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169f 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100) 0 0 1 (33.3) 2 (66.7) 

Blood and lymphatic system disorders      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Anaemia 1 (33.3) 0 0 1 (33.3) 0 

  Febrile neutropenia 1 (33.3) 1 (33.3) 0 0 0 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

Gastrointestinal disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Abdominal pain upper 1 (33.3) 1 (33.3) 0 0 0 

  Constipation 1 (33.3) 0 1 (33.3) 0 0 

  Gingival bleeding 1 (33.3) 1 (33.3) 0 0 0 

  Vomiting 1 (33.3) 1 (33.3) 0 0 0 



  

  

4350 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

     

  -Total 3 (100) 2 (66.7) 0 1 (33.3) 0 

  Pyrexia 2 (66.7) 1 (33.3) 0 1 (33.3) 0 

  Catheter site haemorrhage 1 (33.3) 0 0 1 (33.3) 0 

  Face oedema 1 (33.3) 1 (33.3) 0 0 0 

  Pain 1 (33.3) 0 0 1 (33.3) 0 

Immune system disorders      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Cytokine release syndrome 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Allergy to immunoglobulin therapy 1 (33.3) 0 1 (33.3) 0 0 

Infections and infestations      

  -Total 3 (100) 1 (33.3) 1 (33.3) 1 (33.3) 0 

  Cystitis 1 (33.3) 0 1 (33.3) 0 0 

  Escherichia urinary tract infection 1 (33.3) 0 1 (33.3) 0 0 

  Gastrointestinal infection 1 (33.3) 0 0 1 (33.3) 0 

  Molluscum contagiosum 1 (33.3) 1 (33.3) 0 0 0 

  Nasopharyngitis 1 (33.3) 1 (33.3) 0 0 0 

  Pseudomembranous colitis 1 (33.3) 0 1 (33.3) 0 0 



  

  

4351 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Splinter 1 (33.3) 1 (33.3) 0 0 0 

Investigations      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Clostridium test positive 1 (33.3) 0 1 (33.3) 0 0 

  Platelet count decreased 1 (33.3) 0 0 0 1 (33.3) 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 2 (66.7) 0 0 2 (66.7) 0 

  Dehydration 1 (33.3) 0 0 1 (33.3) 0 

  Hyperglycaemia 1 (33.3) 1 (33.3) 0 0 0 

  Hypokalaemia 1 (33.3) 0 0 1 (33.3) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Arthralgia 1 (33.3) 1 (33.3) 0 0 0 

  Osteoporosis 1 (33.3) 0 1 (33.3) 0 0 



  

  

4352 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Encephalopathy 1 (33.3) 0 0 0 1 (33.3) 

  Headache 1 (33.3) 0 1 (33.3) 0 0 

  Neuralgia 1 (33.3) 0 1 (33.3) 0 0 

  Somnolence 1 (33.3) 0 0 1 (33.3) 0 

Psychiatric disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Anxiety 1 (33.3) 0 1 (33.3) 0 0 

  Insomnia 1 (33.3) 0 1 (33.3) 0 0 

  Restlessness 1 (33.3) 0 1 (33.3) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (66.7) 0 2 (66.7) 0 0 

  Epistaxis 1 (33.3) 0 1 (33.3) 0 0 

  Pleural effusion 1 (33.3) 0 1 (33.3) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (33.3) 0 1 (33.3) 0 0 



  

  

4353 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Decubitus ulcer 1 (33.3) 0 1 (33.3) 0 0 

  Rash 1 (33.3) 0 1 (33.3) 0 0 

Vascular disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypertension 1 (33.3) 0 1 (33.3) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 169g 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

6 (100) 0 0 3 (50.0) 3 (50.0) 

Blood and lymphatic system disorders      

  -Total 5 (83.3) 0 0 4 (66.7) 1 (16.7) 

  Neutropenia 2 (33.3) 0 0 1 (16.7) 1 (16.7) 

  Anaemia 1 (16.7) 0 0 1 (16.7) 0 

  Coagulation factor deficiency 1 (16.7) 0 0 1 (16.7) 0 

  Febrile neutropenia 1 (16.7) 0 0 1 (16.7) 0 

Cardiac disorders      

  -Total 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Sinus bradycardia 1 (16.7) 1 (16.7) 0 0 0 

  Sinus tachycardia 1 (16.7) 1 (16.7) 0 0 0 

  Tachycardia 1 (16.7) 0 1 (16.7) 0 0 



  

  

4355 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (16.7) 1 (16.7) 0 0 0 

  Talipes 1 (16.7) 1 (16.7) 0 0 0 

Endocrine disorders      

  -Total 1 (16.7) 1 (16.7) 0 0 0 

  Precocious puberty 1 (16.7) 1 (16.7) 0 0 0 

Eye disorders      

  -Total 1 (16.7) 0 0 1 (16.7) 0 

  Amaurosis 1 (16.7) 0 0 1 (16.7) 0 

  Optic atrophy 1 (16.7) 0 1 (16.7) 0 0 

  Vitreous opacities 1 (16.7) 1 (16.7) 0 0 0 

Gastrointestinal disorders      

  -Total 5 (83.3) 1 (16.7) 3 (50.0) 1 (16.7) 0 

  Abdominal pain 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Diarrhoea 2 (33.3) 1 (16.7) 0 1 (16.7) 0 

  Nausea 2 (33.3) 0 2 (33.3) 0 0 

  Vomiting 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Dyspepsia 1 (16.7) 1 (16.7) 0 0 0 



  

  

4356 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gingival swelling 1 (16.7) 0 1 (16.7) 0 0 

General disorders and administration 
site conditions 

     

  -Total 3 (50.0) 0 1 (16.7) 1 (16.7) 1 (16.7) 

  Pyrexia 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Face oedema 1 (16.7) 1 (16.7) 0 0 0 

  Mucosal inflammation 1 (16.7) 0 0 1 (16.7) 0 

  Multiple organ dysfunction syndrome 1 (16.7) 0 0 0 1 (16.7) 

  Oedema 1 (16.7) 0 1 (16.7) 0 0 

  Pain 1 (16.7) 0 1 (16.7) 0 0 

Hepatobiliary disorders      

  -Total 1 (16.7) 1 (16.7) 0 0 0 

  Hepatic steatosis 1 (16.7) 1 (16.7) 0 0 0 

Immune system disorders      

  -Total 5 (83.3) 1 (16.7) 2 (33.3) 1 (16.7) 1 (16.7) 

  Cytokine release syndrome 5 (83.3) 1 (16.7) 2 (33.3) 1 (16.7) 1 (16.7) 

  Haemophagocytic 
lymphohistiocytosis 

1 (16.7) 0 1 (16.7) 0 0 

Infections and infestations      



  

  

4357 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 4 (66.7) 0 1 (16.7) 3 (50.0) 0 

  Paronychia 1 (16.7) 0 1 (16.7) 0 0 

  Pneumonia 1 (16.7) 0 0 1 (16.7) 0 

  Rash pustular 1 (16.7) 1 (16.7) 0 0 0 

  Systemic infection 1 (16.7) 0 0 1 (16.7) 0 

  Vascular device infection 1 (16.7) 0 0 1 (16.7) 0 

  Viral upper respiratory tract infection 1 (16.7) 0 1 (16.7) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Femoral neck fracture 1 (16.7) 0 1 (16.7) 0 0 

  Transfusion reaction 1 (16.7) 1 (16.7) 0 0 0 

Investigations      

  -Total 4 (66.7) 0 1 (16.7) 3 (50.0) 0 

  Immunoglobulins decreased 2 (33.3) 0 1 (16.7) 1 (16.7) 0 

  Blood potassium decreased 1 (16.7) 0 1 (16.7) 0 0 

  Blood uric acid increased 1 (16.7) 0 1 (16.7) 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (16.7) 1 (16.7) 0 0 0 



  

  

4358 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haemoglobin decreased 1 (16.7) 0 0 1 (16.7) 0 

  Lymphocyte count decreased 1 (16.7) 0 0 1 (16.7) 0 

  Neutrophil count decreased 1 (16.7) 0 0 1 (16.7) 0 

  Protein total decreased 1 (16.7) 0 1 (16.7) 0 0 

  White blood cell count decreased 1 (16.7) 0 0 1 (16.7) 0 

Metabolism and nutrition disorders      

  -Total 2 (33.3) 0 2 (33.3) 0 0 

  Hypokalaemia 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Decreased appetite 1 (16.7) 0 1 (16.7) 0 0 

  Hyponatraemia 1 (16.7) 0 1 (16.7) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 4 (66.7) 1 (16.7) 2 (33.3) 1 (16.7) 0 

  Pain in extremity 2 (33.3) 0 2 (33.3) 0 0 

  Muscular weakness 1 (16.7) 0 0 1 (16.7) 0 

  Myalgia 1 (16.7) 0 1 (16.7) 0 0 

  Osteonecrosis 1 (16.7) 1 (16.7) 0 0 0 

  Osteopenia 1 (16.7) 1 (16.7) 0 0 0 

Nervous system disorders      



  

  

4359 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 4 (66.7) 1 (16.7) 2 (33.3) 1 (16.7) 0 

  Cerebral atrophy 1 (16.7) 1 (16.7) 0 0 0 

  Headache 1 (16.7) 1 (16.7) 0 0 0 

  Neurological decompensation 1 (16.7) 0 1 (16.7) 0 0 

  Seizure 1 (16.7) 0 0 1 (16.7) 0 

  Tremor 1 (16.7) 0 1 (16.7) 0 0 

Psychiatric disorders      

  -Total 1 (16.7) 0 1 (16.7) 0 0 

  Agitation 1 (16.7) 0 1 (16.7) 0 0 

Renal and urinary disorders      

  -Total 1 (16.7) 0 1 (16.7) 0 0 

  Urinary tract disorder 1 (16.7) 0 1 (16.7) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Epistaxis 1 (16.7) 1 (16.7) 0 0 0 

  Hypoxia 1 (16.7) 0 1 (16.7) 0 0 

  Oropharyngeal pain 1 (16.7) 1 (16.7) 0 0 0 

  Tachypnoea 1 (16.7) 1 (16.7) 0 0 0 



  

  

4360 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Skin and subcutaneous tissue 
disorders 

     

  -Total 5 (83.3) 4 (66.7) 1 (16.7) 0 0 

  Rash 3 (50.0) 3 (50.0) 0 0 0 

  Dermatitis acneiform 1 (16.7) 1 (16.7) 0 0 0 

  Erythema 1 (16.7) 1 (16.7) 0 0 0 

  Pruritus 1 (16.7) 0 1 (16.7) 0 0 

Vascular disorders      

  -Total 3 (50.0) 1 (16.7) 0 2 (33.3) 0 

  Hypertension 2 (33.3) 0 0 2 (33.3) 0 

  Hot flush 1 (16.7) 1 (16.7) 0 0 0 

  Vascular occlusion 1 (16.7) 1 (16.7) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4363 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169g 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

30 (100) 5 (16.7) 3 (10.0) 12 (40.0) 10 (33.3) 

Blood and lymphatic system disorders      

  -Total 11 (36.7) 2 (6.7 ) 1 (3.3 ) 7 (23.3) 1 (3.3 ) 

  Anaemia 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

  Bone marrow failure 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Thrombocytopenia 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

  B-cell aplasia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Disseminated intravascular 
coagulation 

1 (3.3 ) 0 0 1 (3.3 ) 0 

  Febrile neutropenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Neutropenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pancytopenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Splenomegaly 1 (3.3 ) 1 (3.3 ) 0 0 0 



  

  

4364 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Cardiac disorders      

  -Total 6 (20.0) 4 (13.3) 1 (3.3 ) 1 (3.3 ) 0 

  Tachycardia 3 (10.0) 3 (10.0) 0 0 0 

  Sinus bradycardia 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Cardiac hypertrophy 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Left ventricular dysfunction 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Sinus tachycardia 1 (3.3 ) 1 (3.3 ) 0 0 0 

Eye disorders      

  -Total 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Blepharospasm 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Vision blurred 1 (3.3 ) 1 (3.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 17 (56.7) 7 (23.3) 9 (30.0) 1 (3.3 ) 0 

  Diarrhoea 8 (26.7) 6 (20.0) 2 (6.7 ) 0 0 

  Vomiting 5 (16.7) 4 (13.3) 1 (3.3 ) 0 0 

  Nausea 4 (13.3) 1 (3.3 ) 3 (10.0) 0 0 

  Abdominal pain 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Abdominal pain upper 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Constipation 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 



  

  

4365 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Paraesthesia oral 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Anal incontinence 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Hypoaesthesia oral 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Lip haemorrhage 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Rectal haemorrhage 1 (3.3 ) 0 1 (3.3 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 17 (56.7) 9 (30.0) 6 (20.0) 2 (6.7 ) 0 

  Pyrexia 12 (40.0) 8 (26.7) 3 (10.0) 1 (3.3 ) 0 

  Fatigue 3 (10.0) 0 3 (10.0) 0 0 

  Face oedema 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Catheter site pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Drug withdrawal syndrome 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Oedema peripheral 1 (3.3 ) 1 (3.3 ) 0 0 0 

Hepatobiliary disorders      

  -Total 4 (13.3) 0 1 (3.3 ) 2 (6.7 ) 1 (3.3 ) 

  Cholestasis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Hepatic failure 1 (3.3 ) 0 1 (3.3 ) 0 0 



  

  

4366 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hepatocellular injury 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Hepatosplenomegaly 1 (3.3 ) 0 0 0 1 (3.3 ) 

Immune system disorders      

  -Total 19 (63.3) 5 (16.7) 5 (16.7) 6 (20.0) 3 (10.0) 

  Cytokine release syndrome 16 (53.3) 5 (16.7) 2 (6.7 ) 6 (20.0) 3 (10.0) 

  Hypogammaglobulinaemia 5 (16.7) 2 (6.7 ) 3 (10.0) 0 0 

  Allergy to immunoglobulin therapy 2 (6.7 ) 2 (6.7 ) 0 0 0 

Infections and infestations      

  -Total 9 (30.0) 0 4 (13.3) 5 (16.7) 0 

  Aspergillus infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Bacterial infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Candida infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Cellulitis orbital 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Herpes zoster 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Influenza 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Meningitis aseptic 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Nail infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Nasopharyngitis 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Pneumonia viral 1 (3.3 ) 0 1 (3.3 ) 0 0 



  

  

4367 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory syncytial virus infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Sepsis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Sinusitis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Vascular device infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Vulvitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Allergic transfusion reaction 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Contusion 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Fall 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Subcutaneous haematoma 1 (3.3 ) 1 (3.3 ) 0 0 0 

Investigations      

  -Total 14 (46.7) 3 (10.0) 2 (6.7 ) 3 (10.0) 6 (20.0) 

  Aspartate aminotransferase 
increased 

3 (10.0) 2 (6.7 ) 0 1 (3.3 ) 0 

  Platelet count decreased 3 (10.0) 0 0 1 (3.3 ) 2 (6.7 ) 

  White blood cell count decreased 3 (10.0) 0 0 1 (3.3 ) 2 (6.7 ) 

  Alanine aminotransferase increased 2 (6.7 ) 2 (6.7 ) 0 0 0 



  

  

4368 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood alkaline phosphatase 
increased 

2 (6.7 ) 2 (6.7 ) 0 0 0 

  Blood bilirubin increased 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

  Blood creatinine increased 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Blood fibrinogen decreased 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Neutrophil count decreased 2 (6.7 ) 0 0 0 2 (6.7 ) 

  Serum ferritin increased 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (3.3 ) 1 (3.3 ) 0 0 0 

  Ammonia increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blood fibrinogen increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blood magnesium increased 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Blood urea decreased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blood urine present 1 (3.3 ) 0 1 (3.3 ) 0 0 

  C-reactive protein increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Chest x-ray abnormal 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Immunoglobulins decreased 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Lipase increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Lymphocyte count decreased 1 (3.3 ) 0 0 1 (3.3 ) 0 



  

  

4369 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Monocyte count decreased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Prothrombin time prolonged 1 (3.3 ) 1 (3.3 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 13 (43.3) 6 (20.0) 2 (6.7 ) 5 (16.7) 0 

  Hypokalaemia 8 (26.7) 5 (16.7) 1 (3.3 ) 2 (6.7 ) 0 

  Hypophosphataemia 5 (16.7) 4 (13.3) 0 1 (3.3 ) 0 

  Hypocalcaemia 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

  Dehydration 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Decreased appetite 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Fluid overload 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hypercalcaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hyperkalaemia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hypernatraemia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hyperphosphataemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Vitamin d deficiency 1 (3.3 ) 1 (3.3 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 5 (16.7) 2 (6.7 ) 1 (3.3 ) 2 (6.7 ) 0 

  Arthralgia 1 (3.3 ) 0 0 1 (3.3 ) 0 



  

  

4370 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bone pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Joint effusion 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Joint stiffness 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Pain in extremity 1 (3.3 ) 1 (3.3 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (6.7 ) 0 0 0 2 (6.7 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.3 ) 0 0 0 1 (3.3 ) 

  Leukaemia 1 (3.3 ) 0 0 0 1 (3.3 ) 

Nervous system disorders      

  -Total 10 (33.3) 3 (10.0) 5 (16.7) 2 (6.7 ) 0 

  Headache 4 (13.3) 1 (3.3 ) 3 (10.0) 0 0 

  Tremor 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Dizziness 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Dyskinesia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Head discomfort 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Neuralgia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Seizure 1 (3.3 ) 0 1 (3.3 ) 0 0 



  

  

4371 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Somnolence 1 (3.3 ) 0 0 1 (3.3 ) 0 

Psychiatric disorders      

  -Total 5 (16.7) 2 (6.7 ) 3 (10.0) 0 0 

  Irritability 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Agitation 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Anxiety 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Confusional state 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Delirium 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Insomnia 1 (3.3 ) 0 1 (3.3 ) 0 0 

Renal and urinary disorders      

  -Total 5 (16.7) 3 (10.0) 1 (3.3 ) 1 (3.3 ) 0 

  Acute kidney injury 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Dysuria 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Haematuria 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Renal impairment 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Urinary incontinence 1 (3.3 ) 1 (3.3 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 8 (26.7) 4 (13.3) 2 (6.7 ) 2 (6.7 ) 0 



  

  

4372 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cough 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Epistaxis 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Hypoxia 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Increased upper airway secretion 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Lung disorder 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Rhinorrhoea 1 (3.3 ) 1 (3.3 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 8 (26.7) 7 (23.3) 1 (3.3 ) 0 0 

  Erythema 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Petechiae 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Rash 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Dry skin 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Papule 1 (3.3 ) 1 (3.3 ) 0 0 0 

Vascular disorders      

  -Total 6 (20.0) 4 (13.3) 0 2 (6.7 ) 0 

  Hypotension 3 (10.0) 2 (6.7 ) 0 1 (3.3 ) 0 

  Hypertension 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Jugular vein thrombosis 1 (3.3 ) 0 0 1 (3.3 ) 0 



  

  

4373 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4374 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169g 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

21 (100) 2 (9.5 ) 4 (19.0) 3 (14.3) 12 (57.1) 

Blood and lymphatic system disorders      

  -Total 10 (47.6) 0 4 (19.0) 2 (9.5 ) 4 (19.0) 

  Anaemia 4 (19.0) 0 2 (9.5 ) 2 (9.5 ) 0 

  Neutropenia 4 (19.0) 0 0 0 4 (19.0) 

  Disseminated intravascular 
coagulation 

2 (9.5 ) 0 2 (9.5 ) 0 0 

  Febrile neutropenia 2 (9.5 ) 0 1 (4.8 ) 1 (4.8 ) 0 

  Thrombocytopenia 1 (4.8 ) 0 0 1 (4.8 ) 0 

Cardiac disorders      

  -Total 6 (28.6) 4 (19.0) 1 (4.8 ) 1 (4.8 ) 0 

  Tachycardia 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 0 



  

  

4375 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bradycardia 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Cardiac discomfort 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Left ventricular dysfunction 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Pericardial effusion 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Sinus tachycardia 1 (4.8 ) 1 (4.8 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Vertigo 1 (4.8 ) 0 0 1 (4.8 ) 0 

Eye disorders      

  -Total 3 (14.3) 1 (4.8 ) 2 (9.5 ) 0 0 

  Conjunctival haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Diplopia 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Dry eye 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Ocular hypertension 1 (4.8 ) 0 1 (4.8 ) 0 0 

Gastrointestinal disorders      

  -Total 8 (38.1) 3 (14.3) 3 (14.3) 2 (9.5 ) 0 

  Nausea 3 (14.3) 0 2 (9.5 ) 1 (4.8 ) 0 

  Abdominal pain 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Diarrhoea 2 (9.5 ) 2 (9.5 ) 0 0 0 



  

  

4376 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vomiting 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Abdominal distension 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Anal fissure 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Anal fistula 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Anal haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Lip dry 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Proctalgia 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Rectal ulcer 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Stomatitis 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Upper gastrointestinal haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 8 (38.1) 2 (9.5 ) 4 (19.0) 2 (9.5 ) 0 

  Pyrexia 6 (28.6) 1 (4.8 ) 3 (14.3) 2 (9.5 ) 0 

  Fatigue 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Oedema peripheral 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Pain 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Catheter site erythema 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Catheter site haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 



  

  

4377 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Catheter site pain 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Face oedema 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Localised oedema 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Non-cardiac chest pain 1 (4.8 ) 1 (4.8 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Gallbladder oedema 1 (4.8 ) 1 (4.8 ) 0 0 0 

Immune system disorders      

  -Total 18 (85.7) 4 (19.0) 4 (19.0) 3 (14.3) 7 (33.3) 

  Cytokine release syndrome 16 (76.2) 5 (23.8) 2 (9.5 ) 2 (9.5 ) 7 (33.3) 

  Hypogammaglobulinaemia 5 (23.8) 2 (9.5 ) 2 (9.5 ) 1 (4.8 ) 0 

  Allergy to immunoglobulin therapy 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Drug hypersensitivity 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (4.8 ) 0 0 1 (4.8 ) 0 

Infections and infestations      

  -Total 8 (38.1) 2 (9.5 ) 3 (14.3) 1 (4.8 ) 2 (9.5 ) 

  Bronchopulmonary aspergillosis 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Candida infection 1 (4.8 ) 1 (4.8 ) 0 0 0 



  

  

4378 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Central nervous system infection 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Cerebral fungal infection 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Device related infection 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Helminthic infection 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Infection 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Parotitis 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Respiratory tract infection 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Sepsis 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Upper respiratory tract infection 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Urinary tract infection viral 1 (4.8 ) 0 1 (4.8 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (14.3) 0 3 (14.3) 0 0 

  Infusion related reaction 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Post procedural haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Procedural pain 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Stoma site erythema 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Stoma site haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 



  

  

4379 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Thermal burn 1 (4.8 ) 0 1 (4.8 ) 0 0 

Investigations      

  -Total 13 (61.9) 2 (9.5 ) 2 (9.5 ) 2 (9.5 ) 7 (33.3) 

  Neutrophil count decreased 4 (19.0) 0 0 1 (4.8 ) 3 (14.3) 

  White blood cell count decreased 4 (19.0) 0 0 1 (4.8 ) 3 (14.3) 

  Blood fibrinogen decreased 3 (14.3) 0 0 3 (14.3) 0 

  Platelet count decreased 3 (14.3) 0 0 2 (9.5 ) 1 (4.8 ) 

  Prothrombin time prolonged 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Alanine aminotransferase increased 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Aspartate aminotransferase 
increased 

1 (4.8 ) 0 1 (4.8 ) 0 0 

  Blood creatine phosphokinase 
increased 

1 (4.8 ) 0 0 0 1 (4.8 ) 

  C-reactive protein increased 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Heart sounds abnormal 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Immunoglobulins decreased 1 (4.8 ) 0 1 (4.8 ) 0 0 

  International normalised ratio 
increased 

1 (4.8 ) 1 (4.8 ) 0 0 0 

  Lymphocyte count decreased 1 (4.8 ) 0 0 1 (4.8 ) 0 

Metabolism and nutrition disorders      



  

  

4380 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 8 (38.1) 2 (9.5 ) 2 (9.5 ) 2 (9.5 ) 2 (9.5 ) 

  Hypokalaemia 5 (23.8) 1 (4.8 ) 0 4 (19.0) 0 

  Hypoalbuminaemia 3 (14.3) 0 3 (14.3) 0 0 

  Hypomagnesaemia 3 (14.3) 3 (14.3) 0 0 0 

  Hypophosphataemia 3 (14.3) 1 (4.8 ) 1 (4.8 ) 1 (4.8 ) 0 

  Hyperuricaemia 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Hypocalcaemia 2 (9.5 ) 0 0 0 2 (9.5 ) 

  Fluid retention 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Hyponatraemia 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Tumour lysis syndrome 1 (4.8 ) 0 0 0 1 (4.8 ) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 7 (33.3) 4 (19.0) 3 (14.3) 0 0 

  Myalgia 4 (19.0) 4 (19.0) 0 0 0 

  Arthralgia 2 (9.5 ) 0 2 (9.5 ) 0 0 

  Muscular weakness 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Back pain 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Bone pain 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Pain in extremity 1 (4.8 ) 1 (4.8 ) 0 0 0 



  

  

4381 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Neoplasm progression 1 (4.8 ) 0 0 1 (4.8 ) 0 

Nervous system disorders      

  -Total 9 (42.9) 3 (14.3) 3 (14.3) 3 (14.3) 0 

  Headache 5 (23.8) 2 (9.5 ) 2 (9.5 ) 1 (4.8 ) 0 

  Seizure 4 (19.0) 1 (4.8 ) 2 (9.5 ) 1 (4.8 ) 0 

  Intention tremor 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Depressed level of consciousness 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Encephalopathy 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Hyperkinesia 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Lethargy 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Nervous system disorder 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Tremor 1 (4.8 ) 1 (4.8 ) 0 0 0 

Product issues      

  -Total 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Device occlusion 1 (4.8 ) 0 1 (4.8 ) 0 0 

Psychiatric disorders      



  

  

4382 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 7 (33.3) 5 (23.8) 1 (4.8 ) 1 (4.8 ) 0 

  Anxiety 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Disorientation 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Agitation 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Confusional state 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Delirium 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Hallucination 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Initial insomnia 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Insomnia 1 (4.8 ) 1 (4.8 ) 0 0 0 

Renal and urinary disorders      

  -Total 3 (14.3) 0 2 (9.5 ) 0 1 (4.8 ) 

  Acute kidney injury 2 (9.5 ) 0 1 (4.8 ) 0 1 (4.8 ) 

  Haematuria 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Polyuria 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Proteinuria 1 (4.8 ) 1 (4.8 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Scrotal oedema 1 (4.8 ) 1 (4.8 ) 0 0 0 



  

  

4383 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 7 (33.3) 3 (14.3) 1 (4.8 ) 2 (9.5 ) 1 (4.8 ) 

  Cough 4 (19.0) 3 (14.3) 1 (4.8 ) 0 0 

  Hypoxia 3 (14.3) 0 1 (4.8 ) 1 (4.8 ) 1 (4.8 ) 

  Apnoea 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Oropharyngeal pain 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Pleural effusion 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Tachypnoea 1 (4.8 ) 1 (4.8 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 6 (28.6) 5 (23.8) 0 1 (4.8 ) 0 

  Pruritus 3 (14.3) 3 (14.3) 0 0 0 

  Rash 3 (14.3) 2 (9.5 ) 0 1 (4.8 ) 0 

  Dry skin 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Papule 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Petechiae 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Skin discolouration 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Skin exfoliation 1 (4.8 ) 1 (4.8 ) 0 0 0 



  

  

4384 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urticaria 1 (4.8 ) 1 (4.8 ) 0 0 0 

Vascular disorders      

  -Total 6 (28.6) 2 (9.5 ) 3 (14.3) 1 (4.8 ) 0 

  Hypertension 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Hypotension 2 (9.5 ) 1 (4.8 ) 0 1 (4.8 ) 0 

  Lymphoedema 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Pallor 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Venous thrombosis limb 1 (4.8 ) 0 1 (4.8 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4385 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169g 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

12 (100) 0 5 (41.7) 2 (16.7) 5 (41.7) 

Blood and lymphatic system disorders      

  -Total 8 (66.7) 4 (33.3) 1 (8.3 ) 2 (16.7) 1 (8.3 ) 

  Anaemia 5 (41.7) 4 (33.3) 0 1 (8.3 ) 0 

  Febrile neutropenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Leukopenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Neutropenia 1 (8.3 ) 0 0 0 1 (8.3 ) 

  Thrombocytopenia 1 (8.3 ) 0 1 (8.3 ) 0 0 

Cardiac disorders      

  -Total 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Tachycardia 1 (8.3 ) 1 (8.3 ) 0 0 0 

Eye disorders      



  

  

4386 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Dry eye 1 (8.3 ) 1 (8.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 4 (33.3) 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 

  Diarrhoea 3 (25.0) 2 (16.7) 0 1 (8.3 ) 0 

  Nausea 2 (16.7) 0 2 (16.7) 0 0 

  Abdominal pain upper 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Constipation 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Gastrointestinal pain 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Gingival bleeding 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Vomiting 1 (8.3 ) 1 (8.3 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 9 (75.0) 5 (41.7) 2 (16.7) 2 (16.7) 0 

  Pyrexia 5 (41.7) 3 (25.0) 1 (8.3 ) 1 (8.3 ) 0 

  Asthenia 2 (16.7) 2 (16.7) 0 0 0 

  Fatigue 2 (16.7) 2 (16.7) 0 0 0 

  Catheter site haemorrhage 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Catheter site pruritus 1 (8.3 ) 1 (8.3 ) 0 0 0 



  

  

4387 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Chills 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Face oedema 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Localised oedema 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Oedema peripheral 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Pain 1 (8.3 ) 0 0 1 (8.3 ) 0 

Immune system disorders      

  -Total 10 (83.3) 1 (8.3 ) 7 (58.3) 0 2 (16.7) 

  Cytokine release syndrome 9 (75.0) 1 (8.3 ) 6 (50.0) 0 2 (16.7) 

  Hypogammaglobulinaemia 6 (50.0) 0 6 (50.0) 0 0 

  Atopy 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (8.3 ) 0 0 1 (8.3 ) 0 

Infections and infestations      

  -Total 5 (41.7) 0 5 (41.7) 0 0 

  Cystitis 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Device related infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Eye infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Oral fungal infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pseudomembranous colitis 1 (8.3 ) 0 1 (8.3 ) 0 0 



  

  

4388 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Upper respiratory tract infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Periorbital haematoma 1 (8.3 ) 0 0 1 (8.3 ) 0 

Investigations      

  -Total 8 (66.7) 0 4 (33.3) 2 (16.7) 2 (16.7) 

  Neutrophil count decreased 4 (33.3) 1 (8.3 ) 0 1 (8.3 ) 2 (16.7) 

  Platelet count decreased 3 (25.0) 1 (8.3 ) 2 (16.7) 0 0 

  White blood cell count decreased 3 (25.0) 0 2 (16.7) 0 1 (8.3 ) 

  Antithrombin iii decreased 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Aspartate aminotransferase 
increased 

1 (8.3 ) 1 (8.3 ) 0 0 0 

  Blood bilirubin increased 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Blood chloride increased 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Blood creatinine increased 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (8.3 ) 1 (8.3 ) 0 0 0 

  Blood urea increased 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Clostridium test positive 1 (8.3 ) 0 1 (8.3 ) 0 0 



  

  

4389 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fungal test positive 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Gamma-glutamyltransferase 
increased 

1 (8.3 ) 0 1 (8.3 ) 0 0 

Metabolism and nutrition disorders      

  -Total 8 (66.7) 4 (33.3) 2 (16.7) 2 (16.7) 0 

  Decreased appetite 4 (33.3) 3 (25.0) 0 1 (8.3 ) 0 

  Hypoalbuminaemia 4 (33.3) 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 

  Hyperglycaemia 2 (16.7) 1 (8.3 ) 0 1 (8.3 ) 0 

  Hypocalcaemia 2 (16.7) 0 2 (16.7) 0 0 

  Dehydration 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Hyperphosphataemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Hypophosphataemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (16.7) 2 (16.7) 0 0 0 

  Arthralgia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Myalgia 1 (8.3 ) 1 (8.3 ) 0 0 0 

Nervous system disorders      

  -Total 4 (33.3) 2 (16.7) 1 (8.3 ) 0 1 (8.3 ) 



  

  

4390 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Headache 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Dysgeusia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Encephalopathy 1 (8.3 ) 0 0 0 1 (8.3 ) 

  Somnolence 1 (8.3 ) 0 0 1 (8.3 ) 0 

Psychiatric disorders      

  -Total 2 (16.7) 0 2 (16.7) 0 0 

  Insomnia 2 (16.7) 0 2 (16.7) 0 0 

  Anxiety 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Restlessness 1 (8.3 ) 0 1 (8.3 ) 0 0 

Renal and urinary disorders      

  -Total 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Chromaturia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Dysuria 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Polyuria 1 (8.3 ) 1 (8.3 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 3 (25.0) 0 2 (16.7) 1 (8.3 ) 0 

  Hypoxia 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 0 

  Dyspnoea 1 (8.3 ) 1 (8.3 ) 0 0 0 



  

  

4391 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oropharyngeal pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pleural effusion 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Rhinorrhoea 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Tachypnoea 1 (8.3 ) 1 (8.3 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 6 (50.0) 3 (25.0) 3 (25.0) 0 0 

  Erythema 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Pruritus 2 (16.7) 2 (16.7) 0 0 0 

  Acne 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Decubitus ulcer 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Dry skin 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Hangnail 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Ingrowing nail 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Petechiae 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Rash 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Skin lesion 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Urticaria 1 (8.3 ) 0 1 (8.3 ) 0 0 

Vascular disorders      



  

  

4392 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (25.0) 1 (8.3 ) 0 2 (16.7) 0 

  Capillary leak syndrome 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Hypertension 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Hypotension 1 (8.3 ) 1 (8.3 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4393 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169g 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (60.0) 2 (40.0) 0 1 (20.0) 0 

Blood and lymphatic system disorders      

  -Total 1 (20.0) 0 1 (20.0) 0 0 

  Anaemia 1 (20.0) 0 1 (20.0) 0 0 

  Leukocytosis 1 (20.0) 0 1 (20.0) 0 0 

Cardiac disorders      

  -Total 1 (20.0) 1 (20.0) 0 0 0 

  Sinus bradycardia 1 (20.0) 1 (20.0) 0 0 0 

  Sinus tachycardia 1 (20.0) 1 (20.0) 0 0 0 

  Tachycardia 1 (20.0) 1 (20.0) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (20.0) 1 (20.0) 0 0 0 



  

  

4394 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ear pain 1 (20.0) 1 (20.0) 0 0 0 

Endocrine disorders      

  -Total 1 (20.0) 1 (20.0) 0 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (20.0) 1 (20.0) 0 0 0 

Eye disorders      

  -Total 1 (20.0) 1 (20.0) 0 0 0 

  Eye pain 1 (20.0) 1 (20.0) 0 0 0 

  Ocular hyperaemia 1 (20.0) 1 (20.0) 0 0 0 

  Visual impairment 1 (20.0) 1 (20.0) 0 0 0 

Gastrointestinal disorders      

  -Total 2 (40.0) 1 (20.0) 1 (20.0) 0 0 

  Abdominal pain 2 (40.0) 1 (20.0) 1 (20.0) 0 0 

  Abdominal distension 1 (20.0) 0 1 (20.0) 0 0 

  Constipation 1 (20.0) 1 (20.0) 0 0 0 

  Dental caries 1 (20.0) 1 (20.0) 0 0 0 

  Diarrhoea 1 (20.0) 0 1 (20.0) 0 0 

  Nausea 1 (20.0) 0 1 (20.0) 0 0 

  Oral pain 1 (20.0) 0 1 (20.0) 0 0 



  

  

4395 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Periodontal disease 1 (20.0) 1 (20.0) 0 0 0 

  Proctalgia 1 (20.0) 0 1 (20.0) 0 0 

  Stomatitis 1 (20.0) 0 1 (20.0) 0 0 

  Vomiting 1 (20.0) 0 1 (20.0) 0 0 

General disorders and administration 
site conditions 

     

  -Total 1 (20.0) 0 1 (20.0) 0 0 

  Facial pain 1 (20.0) 0 1 (20.0) 0 0 

  Generalised oedema 1 (20.0) 0 1 (20.0) 0 0 

  Localised oedema 1 (20.0) 1 (20.0) 0 0 0 

  Malaise 1 (20.0) 0 1 (20.0) 0 0 

  Non-cardiac chest pain 1 (20.0) 0 1 (20.0) 0 0 

  Pyrexia 1 (20.0) 0 1 (20.0) 0 0 

Immune system disorders      

  -Total 1 (20.0) 0 0 1 (20.0) 0 

  Drug hypersensitivity 1 (20.0) 0 1 (20.0) 0 0 

  Hypogammaglobulinaemia 1 (20.0) 0 0 1 (20.0) 0 

Infections and infestations      

  -Total 2 (40.0) 1 (20.0) 0 1 (20.0) 0 



  

  

4396 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alternaria infection 1 (20.0) 0 0 1 (20.0) 0 

  Aspergillus infection 1 (20.0) 0 0 1 (20.0) 0 

  Bacterial infection 1 (20.0) 0 0 1 (20.0) 0 

  Candida infection 1 (20.0) 0 0 1 (20.0) 0 

  Catheter site infection 1 (20.0) 0 1 (20.0) 0 0 

  Enterococcal infection 1 (20.0) 0 0 1 (20.0) 0 

  Enterovirus infection 1 (20.0) 0 1 (20.0) 0 0 

  Mucosal infection 1 (20.0) 0 1 (20.0) 0 0 

  Nasopharyngitis 1 (20.0) 1 (20.0) 0 0 0 

  Pneumonia 1 (20.0) 0 0 1 (20.0) 0 

  Rash pustular 1 (20.0) 1 (20.0) 0 0 0 

  Rhinovirus infection 1 (20.0) 0 1 (20.0) 0 0 

  Sinusitis 1 (20.0) 0 0 1 (20.0) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (20.0) 0 1 (20.0) 0 0 

  Contusion 1 (20.0) 1 (20.0) 0 0 0 

  Skin abrasion 1 (20.0) 0 1 (20.0) 0 0 

Investigations      



  

  

4397 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (20.0) 0 0 1 (20.0) 0 

  Neutrophil count decreased 1 (20.0) 0 0 1 (20.0) 0 

  White blood cell count decreased 1 (20.0) 0 0 1 (20.0) 0 

Metabolism and nutrition disorders      

  -Total 1 (20.0) 0 0 1 (20.0) 0 

  Hyperglycaemia 1 (20.0) 0 0 1 (20.0) 0 

  Hyperkalaemia 1 (20.0) 1 (20.0) 0 0 0 

  Hypokalaemia 1 (20.0) 0 0 1 (20.0) 0 

  Hypomagnesaemia 1 (20.0) 1 (20.0) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (40.0) 1 (20.0) 1 (20.0) 0 0 

  Back pain 2 (40.0) 1 (20.0) 1 (20.0) 0 0 

  Arthralgia 1 (20.0) 0 1 (20.0) 0 0 

  Muscular weakness 1 (20.0) 1 (20.0) 0 0 0 

  Neck pain 1 (20.0) 1 (20.0) 0 0 0 

  Pain in extremity 1 (20.0) 0 1 (20.0) 0 0 

Nervous system disorders      

  -Total 2 (40.0) 1 (20.0) 1 (20.0) 0 0 



  

  

4398 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Headache 2 (40.0) 2 (40.0) 0 0 0 

  Dysarthria 1 (20.0) 0 1 (20.0) 0 0 

  Facial paralysis 1 (20.0) 0 1 (20.0) 0 0 

  Lethargy 1 (20.0) 1 (20.0) 0 0 0 

  Neuropathy peripheral 1 (20.0) 0 1 (20.0) 0 0 

Psychiatric disorders      

  -Total 1 (20.0) 0 1 (20.0) 0 0 

  Agitation 1 (20.0) 0 1 (20.0) 0 0 

Renal and urinary disorders      

  -Total 1 (20.0) 0 0 1 (20.0) 0 

  Haematuria 1 (20.0) 0 0 1 (20.0) 0 

  Proteinuria 1 (20.0) 0 1 (20.0) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (20.0) 0 1 (20.0) 0 0 

  Perineal pain 1 (20.0) 1 (20.0) 0 0 0 

  Vulvovaginal pain 1 (20.0) 0 1 (20.0) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     



  

  

4399 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (20.0) 0 0 1 (20.0) 0 

  Cough 1 (20.0) 1 (20.0) 0 0 0 

  Dyspnoea 1 (20.0) 0 1 (20.0) 0 0 

  Epistaxis 1 (20.0) 1 (20.0) 0 0 0 

  Hypoxia 1 (20.0) 0 0 1 (20.0) 0 

  Nasal congestion 1 (20.0) 1 (20.0) 0 0 0 

  Nasal septum perforation 1 (20.0) 0 1 (20.0) 0 0 

  Oropharyngeal pain 1 (20.0) 0 1 (20.0) 0 0 

  Productive cough 1 (20.0) 1 (20.0) 0 0 0 

  Rhinalgia 1 (20.0) 1 (20.0) 0 0 0 

  Rhinorrhoea 1 (20.0) 0 1 (20.0) 0 0 

  Sinus pain 1 (20.0) 1 (20.0) 0 0 0 

  Tachypnoea 1 (20.0) 0 1 (20.0) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (20.0) 1 (20.0) 0 0 0 

  Dermatitis bullous 1 (20.0) 1 (20.0) 0 0 0 

  Petechiae 1 (20.0) 1 (20.0) 0 0 0 

  Pruritus 1 (20.0) 1 (20.0) 0 0 0 



  

  

4400 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash 1 (20.0) 1 (20.0) 0 0 0 

  Skin ulcer 1 (20.0) 1 (20.0) 0 0 0 

Vascular disorders      

  -Total 1 (20.0) 0 1 (20.0) 0 0 

  Embolism 1 (20.0) 0 1 (20.0) 0 0 

  Flushing 1 (20.0) 1 (20.0) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4401 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169g 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

18 (75.0) 2 (8.3 ) 5 (20.8) 10 (41.7) 1 (4.2 ) 

Blood and lymphatic system disorders      

  -Total 6 (25.0) 0 2 (8.3 ) 4 (16.7) 0 

  Thrombocytopenia 3 (12.5) 0 2 (8.3 ) 1 (4.2 ) 0 

  Anaemia 2 (8.3 ) 0 0 2 (8.3 ) 0 

  Lymphopenia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Neutropenia 1 (4.2 ) 0 1 (4.2 ) 0 0 

Cardiac disorders      

  -Total 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Tachycardia 1 (4.2 ) 1 (4.2 ) 0 0 0 

Endocrine disorders      

  -Total 1 (4.2 ) 0 1 (4.2 ) 0 0 



  

  

4402 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypothyroidism 1 (4.2 ) 0 1 (4.2 ) 0 0 

Eye disorders      

  -Total 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Blindness unilateral 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Eye pain 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Lacrimation increased 1 (4.2 ) 1 (4.2 ) 0 0 0 

Gastrointestinal disorders      

  -Total 6 (25.0) 4 (16.7) 2 (8.3 ) 0 0 

  Constipation 3 (12.5) 2 (8.3 ) 1 (4.2 ) 0 0 

  Abdominal pain 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Diarrhoea 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Vomiting 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Abdominal pain lower 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Gastrointestinal motility disorder 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Nausea 1 (4.2 ) 1 (4.2 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 8 (33.3) 2 (8.3 ) 5 (20.8) 1 (4.2 ) 0 

  Pyrexia 6 (25.0) 0 5 (20.8) 1 (4.2 ) 0 



  

  

4403 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Chills 2 (8.3 ) 0 2 (8.3 ) 0 0 

  Gait disturbance 2 (8.3 ) 2 (8.3 ) 0 0 0 

  Axillary pain 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Catheter site erythema 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Fatigue 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Oedema peripheral 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Pain 1 (4.2 ) 1 (4.2 ) 0 0 0 

Immune system disorders      

  -Total 5 (20.8) 2 (8.3 ) 3 (12.5) 0 0 

  Hypogammaglobulinaemia 3 (12.5) 1 (4.2 ) 2 (8.3 ) 0 0 

  Allergy to immunoglobulin therapy 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Cytokine release syndrome 1 (4.2 ) 0 1 (4.2 ) 0 0 

Infections and infestations      

  -Total 13 (54.2) 3 (12.5) 3 (12.5) 7 (29.2) 0 

  Nasopharyngitis 3 (12.5) 3 (12.5) 0 0 0 

  Device related infection 2 (8.3 ) 0 0 2 (8.3 ) 0 

  Rhinitis 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Atypical pneumonia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Body tinea 1 (4.2 ) 0 1 (4.2 ) 0 0 



  

  

4404 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Conjunctivitis 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Enterovirus infection 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Folliculitis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Gastroenteritis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Gastrointestinal infection 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Herpes zoster 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Meningitis aseptic 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Molluscum contagiosum 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Oral herpes 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Otitis externa 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Otitis media 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Parainfluenzae virus infection 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Rash pustular 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Respiratory syncytial virus infection 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Septic shock 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Sinusitis 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Skin infection 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Upper respiratory tract infection 1 (4.2 ) 0 1 (4.2 ) 0 0 



  

  

4405 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Viral upper respiratory tract infection 1 (4.2 ) 0 1 (4.2 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Procedural pain 1 (4.2 ) 0 1 (4.2 ) 0 0 

Investigations      

  -Total 5 (20.8) 1 (4.2 ) 3 (12.5) 1 (4.2 ) 0 

  Alanine aminotransferase increased 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Aspartate aminotransferase 
increased 

2 (8.3 ) 2 (8.3 ) 0 0 0 

  Platelet count decreased 2 (8.3 ) 0 1 (4.2 ) 1 (4.2 ) 0 

  White blood cell count decreased 2 (8.3 ) 1 (4.2 ) 0 1 (4.2 ) 0 

  Blood alkaline phosphatase 
increased 

1 (4.2 ) 1 (4.2 ) 0 0 0 

  Chlamydia test positive 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Gamma-glutamyltransferase 
increased 

1 (4.2 ) 0 1 (4.2 ) 0 0 

  Lymphocyte count decreased 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Neutrophil count decreased 1 (4.2 ) 0 0 1 (4.2 ) 0 

Metabolism and nutrition disorders      



  

  

4406 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 6 (25.0) 3 (12.5) 3 (12.5) 0 0 

  Decreased appetite 2 (8.3 ) 2 (8.3 ) 0 0 0 

  Hypomagnesaemia 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Hypophosphataemia 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Dehydration 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Hyperkalaemia 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Hyperuricaemia 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Hypoalbuminaemia 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Hypocalcaemia 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Hypokalaemia 1 (4.2 ) 1 (4.2 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 5 (20.8) 2 (8.3 ) 3 (12.5) 0 0 

  Pain in extremity 3 (12.5) 1 (4.2 ) 2 (8.3 ) 0 0 

  Arthralgia 2 (8.3 ) 0 2 (8.3 ) 0 0 

  Back pain 2 (8.3 ) 2 (8.3 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (4.2 ) 0 0 0 1 (4.2 ) 



  

  

4407 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  B precursor type acute leukaemia 1 (4.2 ) 0 0 0 1 (4.2 ) 

Nervous system disorders      

  -Total 3 (12.5) 0 3 (12.5) 0 0 

  Dizziness 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Headache 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Hemiparesis 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Intracranial pressure increased 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Subdural hygroma 1 (4.2 ) 0 1 (4.2 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 3 (12.5) 2 (8.3 ) 0 1 (4.2 ) 0 

  Metrorrhagia 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Ovarian failure 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Vulvovaginal dryness 1 (4.2 ) 1 (4.2 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 5 (20.8) 3 (12.5) 2 (8.3 ) 0 0 

  Cough 4 (16.7) 3 (12.5) 1 (4.2 ) 0 0 

  Epistaxis 1 (4.2 ) 1 (4.2 ) 0 0 0 



  

  

4408 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nasal congestion 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Oropharyngeal pain 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Pharyngeal erythema 1 (4.2 ) 0 1 (4.2 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 5 (20.8) 3 (12.5) 2 (8.3 ) 0 0 

  Alopecia 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Dry skin 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Erythema 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Ingrowing nail 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Rash 1 (4.2 ) 0 1 (4.2 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4409 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169g 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

17 (89.5) 4 (21.1) 5 (26.3) 3 (15.8) 5 (26.3) 

Blood and lymphatic system disorders      

  -Total 2 (10.5) 1 (5.3 ) 0 1 (5.3 ) 0 

  Anaemia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Febrile neutropenia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Neutropenia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Cardiac disorders      

  -Total 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Sinus tachycardia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Eye disorders      

  -Total 3 (15.8) 3 (15.8) 0 0 0 

  Astigmatism 1 (5.3 ) 1 (5.3 ) 0 0 0 



  

  

4410 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blepharitis 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Eye pruritus 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Hypermetropia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 6 (31.6) 3 (15.8) 3 (15.8) 0 0 

  Constipation 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Vomiting 2 (10.5) 2 (10.5) 0 0 0 

  Abdominal distension 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Abdominal pain 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Abdominal pain upper 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Gingival bleeding 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Nausea 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Stomatitis 1 (5.3 ) 0 1 (5.3 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 8 (42.1) 6 (31.6) 2 (10.5) 0 0 

  Pyrexia 6 (31.6) 4 (21.1) 2 (10.5) 0 0 

  Chills 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Face oedema 1 (5.3 ) 1 (5.3 ) 0 0 0 



  

  

4411 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders      

  -Total 3 (15.8) 2 (10.5) 1 (5.3 ) 0 0 

  Allergy to immunoglobulin therapy 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Drug hypersensitivity 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Hypogammaglobulinaemia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Infections and infestations      

  -Total 12 (63.2) 5 (26.3) 4 (21.1) 3 (15.8) 0 

  Nasopharyngitis 3 (15.8) 2 (10.5) 1 (5.3 ) 0 0 

  Rhinitis 3 (15.8) 3 (15.8) 0 0 0 

  Upper respiratory tract infection 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Central nervous system infection 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Conjunctivitis viral 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Gastroenteritis 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Herpes zoster 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Influenza 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Laryngitis 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Paronychia 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Periorbital cellulitis 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Pharyngitis 1 (5.3 ) 0 1 (5.3 ) 0 0 



  

  

4412 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Rash pustular 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Tonsillitis 1 (5.3 ) 0 0 1 (5.3 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (21.1) 2 (10.5) 2 (10.5) 0 0 

  Contusion 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Fall 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Infusion related reaction 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Ligament sprain 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Splinter 1 (5.3 ) 1 (5.3 ) 0 0 0 

Investigations      

  -Total 8 (42.1) 2 (10.5) 1 (5.3 ) 1 (5.3 ) 4 (21.1) 

  Platelet count decreased 4 (21.1) 1 (5.3 ) 1 (5.3 ) 0 2 (10.5) 

  Neutrophil count decreased 3 (15.8) 0 0 0 3 (15.8) 

  White blood cell count decreased 3 (15.8) 1 (5.3 ) 0 0 2 (10.5) 

  Immunoglobulins decreased 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Lymphocyte count decreased 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Vitamin d decreased 1 (5.3 ) 1 (5.3 ) 0 0 0 



  

  

4413 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Weight decreased 1 (5.3 ) 0 1 (5.3 ) 0 0 

Metabolism and nutrition disorders      

  -Total 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Hyperferritinaemia 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Hyperglycaemia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Arthralgia 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Osteopenia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (5.3 ) 0 0 0 1 (5.3 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.3 ) 0 0 0 1 (5.3 ) 

Nervous system disorders      

  -Total 2 (10.5) 2 (10.5) 0 0 0 

  Headache 2 (10.5) 2 (10.5) 0 0 0 

Psychiatric disorders      

  -Total 2 (10.5) 2 (10.5) 0 0 0 



  

  

4414 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anxiety 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Insomnia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Renal and urinary disorders      

  -Total 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Haematuria 1 (5.3 ) 1 (5.3 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 7 (36.8) 5 (26.3) 2 (10.5) 0 0 

  Cough 4 (21.1) 3 (15.8) 1 (5.3 ) 0 0 

  Epistaxis 3 (15.8) 2 (10.5) 1 (5.3 ) 0 0 

  Nasal congestion 2 (10.5) 2 (10.5) 0 0 0 

  Oropharyngeal pain 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Rhonchi 1 (5.3 ) 1 (5.3 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 5 (26.3) 4 (21.1) 1 (5.3 ) 0 0 

  Eczema 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Dry skin 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Petechiae 1 (5.3 ) 1 (5.3 ) 0 0 0 



  

  

4415 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pruritus 1 (5.3 ) 1 (5.3 ) 0 0 0 

Vascular disorders      

  -Total 3 (15.8) 2 (10.5) 1 (5.3 ) 0 0 

  Pallor 2 (10.5) 2 (10.5) 0 0 0 

  Hypertension 1 (5.3 ) 0 1 (5.3 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4416 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169g 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

10 (83.3) 1 (8.3 ) 2 (16.7) 5 (41.7) 2 (16.7) 

Blood and lymphatic system disorders      

  -Total 4 (33.3) 1 (8.3 ) 1 (8.3 ) 2 (16.7) 0 

  Anaemia 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  B-cell aplasia 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Thrombocytopenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

Eye disorders      

  -Total 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Conjunctivitis allergic 1 (8.3 ) 0 1 (8.3 ) 0 0 

Gastrointestinal disorders      

  -Total 3 (25.0) 1 (8.3 ) 2 (16.7) 0 0 

  Nausea 3 (25.0) 2 (16.7) 1 (8.3 ) 0 0 



  

  

4417 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Diarrhoea 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Toothache 1 (8.3 ) 1 (8.3 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pyrexia 1 (8.3 ) 0 1 (8.3 ) 0 0 

Hepatobiliary disorders      

  -Total 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Hepatotoxicity 1 (8.3 ) 0 1 (8.3 ) 0 0 

Infections and infestations      

  -Total 8 (66.7) 0 5 (41.7) 2 (16.7) 1 (8.3 ) 

  Bronchitis 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Herpes zoster 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 0 

  Escherichia urinary tract infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Gastroenteritis 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Impetigo 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Nasopharyngitis 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Oral herpes 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Otitis externa 1 (8.3 ) 1 (8.3 ) 0 0 0 



  

  

4418 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Otitis media 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Otitis media acute 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pneumonia haemophilus 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Sepsis 1 (8.3 ) 0 0 0 1 (8.3 ) 

  Tinea pedis 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Tooth infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Upper respiratory tract infection 1 (8.3 ) 1 (8.3 ) 0 0 0 

Investigations      

  -Total 6 (50.0) 2 (16.7) 1 (8.3 ) 2 (16.7) 1 (8.3 ) 

  Alanine aminotransferase increased 4 (33.3) 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 

  Aspartate aminotransferase 
increased 

4 (33.3) 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 

  Platelet count decreased 2 (16.7) 2 (16.7) 0 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (8.3 ) 1 (8.3 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (8.3 ) 1 (8.3 ) 0 0 0 

  Cytomegalovirus test positive 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Lymph node palpable 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Neutrophil count decreased 1 (8.3 ) 0 0 1 (8.3 ) 0 



  

  

4419 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 1 (8.3 ) 0 0 1 (8.3 ) 0 

Metabolism and nutrition disorders      

  -Total 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Hypercalcaemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Hyperuricaemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Hypomagnesaemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Lactic acidosis 1 (8.3 ) 0 0 1 (8.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 3 (25.0) 0 2 (16.7) 1 (8.3 ) 0 

  Arthralgia 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Back pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Bone pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Neck pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Osteoporosis 1 (8.3 ) 0 1 (8.3 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (8.3 ) 0 0 1 (8.3 ) 0 



  

  

4420 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders      

  -Total 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Neuralgia 1 (8.3 ) 0 1 (8.3 ) 0 0 

Psychiatric disorders      

  -Total 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Confusional state 1 (8.3 ) 1 (8.3 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (16.7) 1 (8.3 ) 0 1 (8.3 ) 0 

  Cough 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Dyspnoea 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pulmonary granuloma 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Stridor 1 (8.3 ) 0 1 (8.3 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 3 (25.0) 2 (16.7) 1 (8.3 ) 0 0 

  Dermatitis 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Eczema 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Hangnail 1 (8.3 ) 1 (8.3 ) 0 0 0 



  

  

4421 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ingrowing nail 1 (8.3 ) 0 1 (8.3 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169g 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169g 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=8 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (25.0) 1 (12.5) 1 (12.5) 0 0 

Infections and infestations      

  -Total 1 (12.5) 0 1 (12.5) 0 0 

  Infection 1 (12.5) 0 1 (12.5) 0 0 

Investigations      

  -Total 1 (12.5) 1 (12.5) 0 0 0 

  Lymphocyte count decreased 1 (12.5) 1 (12.5) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169g 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (40.0) 1 (20.0) 0 1 (20.0) 0 

Infections and infestations      

  -Total 1 (20.0) 1 (20.0) 0 0 0 

  Rhinitis 1 (20.0) 1 (20.0) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (20.0) 0 0 1 (20.0) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (20.0) 0 0 1 (20.0) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 
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grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169g 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (20.0) 0 0 1 (20.0) 0 

Eye disorders      

  -Total 1 (20.0) 0 0 1 (20.0) 0 

  Keratitis 1 (20.0) 0 0 1 (20.0) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169g 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

6 (100) 0 0 3 (50.0) 3 (50.0) 

Blood and lymphatic system disorders      

  -Total 5 (83.3) 0 0 4 (66.7) 1 (16.7) 

  Neutropenia 2 (33.3) 0 0 1 (16.7) 1 (16.7) 

  Anaemia 1 (16.7) 0 0 1 (16.7) 0 

  Coagulation factor deficiency 1 (16.7) 0 0 1 (16.7) 0 

  Febrile neutropenia 1 (16.7) 0 0 1 (16.7) 0 

  Leukocytosis 1 (16.7) 0 1 (16.7) 0 0 

Cardiac disorders      

  -Total 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Tachycardia 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Sinus bradycardia 1 (16.7) 1 (16.7) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus tachycardia 1 (16.7) 1 (16.7) 0 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (16.7) 1 (16.7) 0 0 0 

  Talipes 1 (16.7) 1 (16.7) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (16.7) 1 (16.7) 0 0 0 

  Ear pain 1 (16.7) 1 (16.7) 0 0 0 

Endocrine disorders      

  -Total 1 (16.7) 1 (16.7) 0 0 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (16.7) 1 (16.7) 0 0 0 

  Precocious puberty 1 (16.7) 1 (16.7) 0 0 0 

Eye disorders      

  -Total 2 (33.3) 1 (16.7) 0 1 (16.7) 0 

  Amaurosis 1 (16.7) 0 0 1 (16.7) 0 

  Eye pain 1 (16.7) 1 (16.7) 0 0 0 

  Ocular hyperaemia 1 (16.7) 1 (16.7) 0 0 0 

  Optic atrophy 1 (16.7) 0 1 (16.7) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Visual impairment 1 (16.7) 1 (16.7) 0 0 0 

  Vitreous opacities 1 (16.7) 1 (16.7) 0 0 0 

Gastrointestinal disorders      

  -Total 5 (83.3) 1 (16.7) 3 (50.0) 1 (16.7) 0 

  Nausea 3 (50.0) 0 3 (50.0) 0 0 

  Vomiting 3 (50.0) 1 (16.7) 2 (33.3) 0 0 

  Abdominal pain 2 (33.3) 0 2 (33.3) 0 0 

  Diarrhoea 2 (33.3) 1 (16.7) 0 1 (16.7) 0 

  Abdominal distension 1 (16.7) 0 1 (16.7) 0 0 

  Constipation 1 (16.7) 1 (16.7) 0 0 0 

  Dental caries 1 (16.7) 1 (16.7) 0 0 0 

  Dyspepsia 1 (16.7) 1 (16.7) 0 0 0 

  Gingival swelling 1 (16.7) 0 1 (16.7) 0 0 

  Oral pain 1 (16.7) 0 1 (16.7) 0 0 

  Periodontal disease 1 (16.7) 1 (16.7) 0 0 0 

  Proctalgia 1 (16.7) 0 1 (16.7) 0 0 

  Stomatitis 1 (16.7) 0 1 (16.7) 0 0 

General disorders and administration 
site conditions 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (50.0) 0 1 (16.7) 1 (16.7) 1 (16.7) 

  Pyrexia 2 (33.3) 0 2 (33.3) 0 0 

  Face oedema 1 (16.7) 1 (16.7) 0 0 0 

  Facial pain 1 (16.7) 0 1 (16.7) 0 0 

  Generalised oedema 1 (16.7) 0 1 (16.7) 0 0 

  Localised oedema 1 (16.7) 1 (16.7) 0 0 0 

  Malaise 1 (16.7) 0 1 (16.7) 0 0 

  Mucosal inflammation 1 (16.7) 0 0 1 (16.7) 0 

  Multiple organ dysfunction syndrome 1 (16.7) 0 0 0 1 (16.7) 

  Non-cardiac chest pain 1 (16.7) 0 1 (16.7) 0 0 

  Oedema 1 (16.7) 0 1 (16.7) 0 0 

  Pain 1 (16.7) 0 1 (16.7) 0 0 

Hepatobiliary disorders      

  -Total 1 (16.7) 1 (16.7) 0 0 0 

  Hepatic steatosis 1 (16.7) 1 (16.7) 0 0 0 

Immune system disorders      

  -Total 5 (83.3) 0 2 (33.3) 2 (33.3) 1 (16.7) 

  Cytokine release syndrome 5 (83.3) 1 (16.7) 2 (33.3) 1 (16.7) 1 (16.7) 

  Drug hypersensitivity 1 (16.7) 0 1 (16.7) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haemophagocytic 
lymphohistiocytosis 

1 (16.7) 0 1 (16.7) 0 0 

  Hypogammaglobulinaemia 1 (16.7) 0 0 1 (16.7) 0 

Infections and infestations      

  -Total 4 (66.7) 0 1 (16.7) 3 (50.0) 0 

  Pneumonia 2 (33.3) 0 0 2 (33.3) 0 

  Alternaria infection 1 (16.7) 0 0 1 (16.7) 0 

  Aspergillus infection 1 (16.7) 0 0 1 (16.7) 0 

  Bacterial infection 1 (16.7) 0 0 1 (16.7) 0 

  Candida infection 1 (16.7) 0 0 1 (16.7) 0 

  Catheter site infection 1 (16.7) 0 1 (16.7) 0 0 

  Enterococcal infection 1 (16.7) 0 0 1 (16.7) 0 

  Enterovirus infection 1 (16.7) 0 1 (16.7) 0 0 

  Mucosal infection 1 (16.7) 0 1 (16.7) 0 0 

  Nasopharyngitis 1 (16.7) 1 (16.7) 0 0 0 

  Paronychia 1 (16.7) 0 1 (16.7) 0 0 

  Rash pustular 1 (16.7) 1 (16.7) 0 0 0 

  Rhinovirus infection 1 (16.7) 0 1 (16.7) 0 0 

  Sinusitis 1 (16.7) 0 0 1 (16.7) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Systemic infection 1 (16.7) 0 0 1 (16.7) 0 

  Vascular device infection 1 (16.7) 0 0 1 (16.7) 0 

  Viral upper respiratory tract infection 1 (16.7) 0 1 (16.7) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (50.0) 1 (16.7) 2 (33.3) 0 0 

  Contusion 1 (16.7) 1 (16.7) 0 0 0 

  Femoral neck fracture 1 (16.7) 0 1 (16.7) 0 0 

  Skin abrasion 1 (16.7) 0 1 (16.7) 0 0 

  Transfusion reaction 1 (16.7) 1 (16.7) 0 0 0 

Investigations      

  -Total 4 (66.7) 0 1 (16.7) 3 (50.0) 0 

  Immunoglobulins decreased 2 (33.3) 0 1 (16.7) 1 (16.7) 0 

  Blood potassium decreased 1 (16.7) 0 1 (16.7) 0 0 

  Blood uric acid increased 1 (16.7) 0 1 (16.7) 0 0 

  Electrocardiogram repolarisation 
abnormality 

1 (16.7) 1 (16.7) 0 0 0 

  Haemoglobin decreased 1 (16.7) 0 0 1 (16.7) 0 

  Lymphocyte count decreased 1 (16.7) 0 0 1 (16.7) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 1 (16.7) 0 0 1 (16.7) 0 

  Protein total decreased 1 (16.7) 0 1 (16.7) 0 0 

  White blood cell count decreased 1 (16.7) 0 0 1 (16.7) 0 

Metabolism and nutrition disorders      

  -Total 2 (33.3) 0 1 (16.7) 1 (16.7) 0 

  Hypokalaemia 2 (33.3) 0 1 (16.7) 1 (16.7) 0 

  Decreased appetite 1 (16.7) 0 1 (16.7) 0 0 

  Hyperglycaemia 1 (16.7) 0 0 1 (16.7) 0 

  Hyperkalaemia 1 (16.7) 1 (16.7) 0 0 0 

  Hypomagnesaemia 1 (16.7) 1 (16.7) 0 0 0 

  Hyponatraemia 1 (16.7) 0 1 (16.7) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 4 (66.7) 1 (16.7) 2 (33.3) 1 (16.7) 0 

  Back pain 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Pain in extremity 2 (33.3) 0 2 (33.3) 0 0 

  Arthralgia 1 (16.7) 0 1 (16.7) 0 0 

  Muscular weakness 1 (16.7) 0 0 1 (16.7) 0 

  Myalgia 1 (16.7) 0 1 (16.7) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neck pain 1 (16.7) 1 (16.7) 0 0 0 

  Osteonecrosis 1 (16.7) 1 (16.7) 0 0 0 

  Osteopenia 1 (16.7) 1 (16.7) 0 0 0 

Nervous system disorders      

  -Total 4 (66.7) 0 3 (50.0) 1 (16.7) 0 

  Headache 2 (33.3) 2 (33.3) 0 0 0 

  Cerebral atrophy 1 (16.7) 1 (16.7) 0 0 0 

  Dysarthria 1 (16.7) 0 1 (16.7) 0 0 

  Facial paralysis 1 (16.7) 0 1 (16.7) 0 0 

  Lethargy 1 (16.7) 1 (16.7) 0 0 0 

  Neurological decompensation 1 (16.7) 0 1 (16.7) 0 0 

  Neuropathy peripheral 1 (16.7) 0 1 (16.7) 0 0 

  Seizure 1 (16.7) 0 0 1 (16.7) 0 

  Tremor 1 (16.7) 0 1 (16.7) 0 0 

Psychiatric disorders      

  -Total 1 (16.7) 0 1 (16.7) 0 0 

  Agitation 1 (16.7) 0 1 (16.7) 0 0 

Renal and urinary disorders      

  -Total 2 (33.3) 0 1 (16.7) 1 (16.7) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haematuria 1 (16.7) 0 0 1 (16.7) 0 

  Proteinuria 1 (16.7) 0 1 (16.7) 0 0 

  Urinary tract disorder 1 (16.7) 0 1 (16.7) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (16.7) 0 1 (16.7) 0 0 

  Perineal pain 1 (16.7) 1 (16.7) 0 0 0 

  Vulvovaginal pain 1 (16.7) 0 1 (16.7) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (33.3) 1 (16.7) 0 1 (16.7) 0 

  Epistaxis 2 (33.3) 2 (33.3) 0 0 0 

  Oropharyngeal pain 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Cough 1 (16.7) 1 (16.7) 0 0 0 

  Dyspnoea 1 (16.7) 0 1 (16.7) 0 0 

  Hypoxia 1 (16.7) 0 0 1 (16.7) 0 

  Nasal congestion 1 (16.7) 1 (16.7) 0 0 0 

  Nasal septum perforation 1 (16.7) 0 1 (16.7) 0 0 

  Productive cough 1 (16.7) 1 (16.7) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rhinalgia 1 (16.7) 1 (16.7) 0 0 0 

  Rhinorrhoea 1 (16.7) 0 1 (16.7) 0 0 

  Sinus pain 1 (16.7) 1 (16.7) 0 0 0 

  Tachypnoea 1 (16.7) 0 1 (16.7) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 5 (83.3) 4 (66.7) 1 (16.7) 0 0 

  Rash 3 (50.0) 3 (50.0) 0 0 0 

  Pruritus 2 (33.3) 1 (16.7) 1 (16.7) 0 0 

  Dermatitis acneiform 1 (16.7) 1 (16.7) 0 0 0 

  Dermatitis bullous 1 (16.7) 1 (16.7) 0 0 0 

  Erythema 1 (16.7) 1 (16.7) 0 0 0 

  Petechiae 1 (16.7) 1 (16.7) 0 0 0 

  Skin ulcer 1 (16.7) 1 (16.7) 0 0 0 

Vascular disorders      

  -Total 4 (66.7) 1 (16.7) 1 (16.7) 2 (33.3) 0 

  Hypertension 2 (33.3) 0 0 2 (33.3) 0 

  Embolism 1 (16.7) 0 1 (16.7) 0 0 

  Flushing 1 (16.7) 1 (16.7) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hot flush 1 (16.7) 1 (16.7) 0 0 0 

  Vascular occlusion 1 (16.7) 1 (16.7) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169g 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

30 (100) 3 (10.0) 3 (10.0) 13 (43.3) 11 (36.7) 

Blood and lymphatic system disorders      

  -Total 14 (46.7) 2 (6.7 ) 3 (10.0) 8 (26.7) 1 (3.3 ) 

  Thrombocytopenia 4 (13.3) 0 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Anaemia 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

  Bone marrow failure 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Neutropenia 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  B-cell aplasia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Disseminated intravascular 
coagulation 

1 (3.3 ) 0 0 1 (3.3 ) 0 

  Febrile neutropenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Lymphopenia 1 (3.3 ) 0 0 1 (3.3 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pancytopenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Splenomegaly 1 (3.3 ) 1 (3.3 ) 0 0 0 

Cardiac disorders      

  -Total 6 (20.0) 4 (13.3) 1 (3.3 ) 1 (3.3 ) 0 

  Tachycardia 3 (10.0) 3 (10.0) 0 0 0 

  Sinus bradycardia 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Cardiac hypertrophy 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Left ventricular dysfunction 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Sinus tachycardia 1 (3.3 ) 1 (3.3 ) 0 0 0 

Endocrine disorders      

  -Total 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hypothyroidism 1 (3.3 ) 0 1 (3.3 ) 0 0 

Eye disorders      

  -Total 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Blepharospasm 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blindness unilateral 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Eye pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Lacrimation increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Vision blurred 1 (3.3 ) 1 (3.3 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

  -Total 19 (63.3) 9 (30.0) 9 (30.0) 1 (3.3 ) 0 

  Diarrhoea 9 (30.0) 6 (20.0) 3 (10.0) 0 0 

  Vomiting 6 (20.0) 4 (13.3) 2 (6.7 ) 0 0 

  Nausea 5 (16.7) 2 (6.7 ) 3 (10.0) 0 0 

  Abdominal pain 3 (10.0) 1 (3.3 ) 2 (6.7 ) 0 0 

  Constipation 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

  Abdominal pain upper 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Paraesthesia oral 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Abdominal pain lower 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Anal incontinence 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Gastrointestinal motility disorder 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hypoaesthesia oral 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Lip haemorrhage 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Rectal haemorrhage 1 (3.3 ) 0 1 (3.3 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 20 (66.7) 9 (30.0) 8 (26.7) 3 (10.0) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 15 (50.0) 7 (23.3) 6 (20.0) 2 (6.7 ) 0 

  Fatigue 3 (10.0) 0 3 (10.0) 0 0 

  Chills 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Face oedema 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Gait disturbance 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Oedema peripheral 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Axillary pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Catheter site erythema 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Catheter site pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Drug withdrawal syndrome 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

Hepatobiliary disorders      

  -Total 4 (13.3) 0 1 (3.3 ) 2 (6.7 ) 1 (3.3 ) 

  Cholestasis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Hepatic failure 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hepatocellular injury 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Hepatosplenomegaly 1 (3.3 ) 0 0 0 1 (3.3 ) 

Immune system disorders      

  -Total 21 (70.0) 4 (13.3) 8 (26.7) 6 (20.0) 3 (10.0) 



  

  

4443 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cytokine release syndrome 17 (56.7) 5 (16.7) 3 (10.0) 6 (20.0) 3 (10.0) 

  Hypogammaglobulinaemia 8 (26.7) 3 (10.0) 5 (16.7) 0 0 

  Allergy to immunoglobulin therapy 2 (6.7 ) 2 (6.7 ) 0 0 0 

Infections and infestations      

  -Total 17 (56.7) 2 (6.7 ) 6 (20.0) 9 (30.0) 0 

  Nasopharyngitis 4 (13.3) 4 (13.3) 0 0 0 

  Device related infection 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Herpes zoster 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Respiratory syncytial virus infection 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Rhinitis 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Sinusitis 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Aspergillus infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Atypical pneumonia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Bacterial infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Body tinea 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Candida infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Cellulitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Cellulitis orbital 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Conjunctivitis 1 (3.3 ) 0 1 (3.3 ) 0 0 



  

  

4444 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Enterovirus infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Folliculitis 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Gastroenteritis 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Gastrointestinal infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Influenza 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Meningitis aseptic 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Molluscum contagiosum 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Nail infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Oral herpes 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Otitis externa 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Otitis media 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Parainfluenzae virus infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Pneumonia viral 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Rash pustular 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Sepsis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Septic shock 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Skin infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Upper respiratory tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 



  

  

4445 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vascular device infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Viral upper respiratory tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Vulvitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (10.0) 0 3 (10.0) 0 0 

  Allergic transfusion reaction 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Contusion 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Fall 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Procedural pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Subcutaneous haematoma 1 (3.3 ) 1 (3.3 ) 0 0 0 

Investigations      

  -Total 14 (46.7) 2 (6.7 ) 3 (10.0) 3 (10.0) 6 (20.0) 

  White blood cell count decreased 4 (13.3) 1 (3.3 ) 0 1 (3.3 ) 2 (6.7 ) 

  Aspartate aminotransferase 
increased 

3 (10.0) 2 (6.7 ) 0 1 (3.3 ) 0 

  Platelet count decreased 3 (10.0) 0 0 1 (3.3 ) 2 (6.7 ) 

  Alanine aminotransferase increased 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Blood alkaline phosphatase 
increased 

2 (6.7 ) 2 (6.7 ) 0 0 0 



  

  

4446 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood bilirubin increased 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

  Blood creatinine increased 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Blood fibrinogen decreased 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Lymphocyte count decreased 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Neutrophil count decreased 2 (6.7 ) 0 0 0 2 (6.7 ) 

  Serum ferritin increased 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (3.3 ) 1 (3.3 ) 0 0 0 

  Ammonia increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blood fibrinogen increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blood magnesium increased 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Blood urea decreased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blood urine present 1 (3.3 ) 0 1 (3.3 ) 0 0 

  C-reactive protein increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Chest x-ray abnormal 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Chlamydia test positive 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Gamma-glutamyltransferase 
increased 

1 (3.3 ) 0 1 (3.3 ) 0 0 

  Immunoglobulins decreased 1 (3.3 ) 0 0 0 1 (3.3 ) 



  

  

4447 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lipase increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Monocyte count decreased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Prothrombin time prolonged 1 (3.3 ) 1 (3.3 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 15 (50.0) 6 (20.0) 4 (13.3) 5 (16.7) 0 

  Hypokalaemia 8 (26.7) 5 (16.7) 1 (3.3 ) 2 (6.7 ) 0 

  Hypophosphataemia 6 (20.0) 4 (13.3) 1 (3.3 ) 1 (3.3 ) 0 

  Hypocalcaemia 4 (13.3) 1 (3.3 ) 1 (3.3 ) 2 (6.7 ) 0 

  Decreased appetite 3 (10.0) 3 (10.0) 0 0 0 

  Dehydration 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Hyperkalaemia 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Hypomagnesaemia 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Fluid overload 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hypercalcaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hypernatraemia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hyperphosphataemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hyperuricaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hypoalbuminaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Vitamin d deficiency 1 (3.3 ) 1 (3.3 ) 0 0 0 



  

  

4448 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 8 (26.7) 2 (6.7 ) 4 (13.3) 2 (6.7 ) 0 

  Pain in extremity 4 (13.3) 2 (6.7 ) 2 (6.7 ) 0 0 

  Arthralgia 3 (10.0) 0 2 (6.7 ) 1 (3.3 ) 0 

  Back pain 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Bone pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Joint effusion 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Joint stiffness 1 (3.3 ) 1 (3.3 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 3 (10.0) 0 0 0 3 (10.0) 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.3 ) 0 0 0 1 (3.3 ) 

  B precursor type acute leukaemia 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Leukaemia 1 (3.3 ) 0 0 0 1 (3.3 ) 

Nervous system disorders      

  -Total 12 (40.0) 2 (6.7 ) 8 (26.7) 2 (6.7 ) 0 

  Headache 5 (16.7) 1 (3.3 ) 4 (13.3) 0 0 

  Dizziness 2 (6.7 ) 2 (6.7 ) 0 0 0 



  

  

4449 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tremor 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Dyskinesia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Head discomfort 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hemiparesis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Intracranial pressure increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Neuralgia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Seizure 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Somnolence 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Subdural hygroma 1 (3.3 ) 0 1 (3.3 ) 0 0 

Psychiatric disorders      

  -Total 5 (16.7) 2 (6.7 ) 3 (10.0) 0 0 

  Irritability 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Agitation 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Anxiety 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Confusional state 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Delirium 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Insomnia 1 (3.3 ) 0 1 (3.3 ) 0 0 

Renal and urinary disorders      

  -Total 5 (16.7) 3 (10.0) 1 (3.3 ) 1 (3.3 ) 0 



  

  

4450 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute kidney injury 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Dysuria 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Haematuria 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Renal impairment 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Urinary incontinence 1 (3.3 ) 1 (3.3 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 3 (10.0) 2 (6.7 ) 0 1 (3.3 ) 0 

  Metrorrhagia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Ovarian failure 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Vulvovaginal dryness 1 (3.3 ) 1 (3.3 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 10 (33.3) 4 (13.3) 4 (13.3) 2 (6.7 ) 0 

  Cough 6 (20.0) 4 (13.3) 2 (6.7 ) 0 0 

  Epistaxis 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

  Hypoxia 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Increased upper airway secretion 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Lung disorder 1 (3.3 ) 0 0 1 (3.3 ) 0 



  

  

4451 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nasal congestion 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Oropharyngeal pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Pharyngeal erythema 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Rhinorrhoea 1 (3.3 ) 1 (3.3 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 11 (36.7) 8 (26.7) 3 (10.0) 0 0 

  Erythema 3 (10.0) 3 (10.0) 0 0 0 

  Rash 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

  Dry skin 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Petechiae 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Alopecia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Ingrowing nail 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Papule 1 (3.3 ) 1 (3.3 ) 0 0 0 

Vascular disorders      

  -Total 6 (20.0) 4 (13.3) 0 2 (6.7 ) 0 

  Hypotension 3 (10.0) 2 (6.7 ) 0 1 (3.3 ) 0 

  Hypertension 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Jugular vein thrombosis 1 (3.3 ) 0 0 1 (3.3 ) 0 



  

  

4452 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t169_gd_b2001x.sas@@/main/3 23JUL21:09:23                                        Final 

 
  



  

  

4453 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169g 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

21 (100) 0 3 (14.3) 6 (28.6) 12 (57.1) 

Blood and lymphatic system disorders      

  -Total 10 (47.6) 0 4 (19.0) 2 (9.5 ) 4 (19.0) 

  Anaemia 5 (23.8) 0 2 (9.5 ) 3 (14.3) 0 

  Neutropenia 5 (23.8) 1 (4.8 ) 0 0 4 (19.0) 

  Febrile neutropenia 3 (14.3) 1 (4.8 ) 1 (4.8 ) 1 (4.8 ) 0 

  Disseminated intravascular 
coagulation 

2 (9.5 ) 0 2 (9.5 ) 0 0 

  Thrombocytopenia 1 (4.8 ) 0 0 1 (4.8 ) 0 

Cardiac disorders      

  -Total 6 (28.6) 4 (19.0) 1 (4.8 ) 1 (4.8 ) 0 

  Tachycardia 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 0 



  

  

4454 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus tachycardia 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Bradycardia 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Cardiac discomfort 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Left ventricular dysfunction 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Pericardial effusion 1 (4.8 ) 0 1 (4.8 ) 0 0 

Ear and labyrinth disorders      

  -Total 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Vertigo 1 (4.8 ) 0 0 1 (4.8 ) 0 

Eye disorders      

  -Total 5 (23.8) 3 (14.3) 2 (9.5 ) 0 0 

  Astigmatism 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Blepharitis 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Conjunctival haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Diplopia 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Dry eye 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Eye pruritus 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Hypermetropia 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Ocular hypertension 1 (4.8 ) 0 1 (4.8 ) 0 0 

Gastrointestinal disorders      



  

  

4455 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 12 (57.1) 4 (19.0) 6 (28.6) 2 (9.5 ) 0 

  Nausea 4 (19.0) 0 3 (14.3) 1 (4.8 ) 0 

  Abdominal pain 3 (14.3) 3 (14.3) 0 0 0 

  Vomiting 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 0 

  Abdominal distension 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Constipation 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Diarrhoea 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Stomatitis 2 (9.5 ) 0 2 (9.5 ) 0 0 

  Abdominal pain upper 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Anal fissure 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Anal fistula 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Anal haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Gingival bleeding 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Lip dry 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Proctalgia 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Rectal ulcer 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Upper gastrointestinal haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

General disorders and administration 
site conditions 

     



  

  

4456 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 13 (61.9) 5 (23.8) 6 (28.6) 2 (9.5 ) 0 

  Pyrexia 11 (52.4) 4 (19.0) 5 (23.8) 2 (9.5 ) 0 

  Face oedema 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Fatigue 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Oedema peripheral 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Pain 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Catheter site erythema 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Catheter site haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Catheter site pain 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Chills 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Localised oedema 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Non-cardiac chest pain 1 (4.8 ) 1 (4.8 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Gallbladder oedema 1 (4.8 ) 1 (4.8 ) 0 0 0 

Immune system disorders      

  -Total 18 (85.7) 4 (19.0) 4 (19.0) 3 (14.3) 7 (33.3) 

  Cytokine release syndrome 16 (76.2) 5 (23.8) 2 (9.5 ) 2 (9.5 ) 7 (33.3) 

  Hypogammaglobulinaemia 6 (28.6) 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 



  

  

4457 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Allergy to immunoglobulin therapy 2 (9.5 ) 0 2 (9.5 ) 0 0 

  Drug hypersensitivity 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (4.8 ) 0 0 1 (4.8 ) 0 

Infections and infestations      

  -Total 14 (66.7) 4 (19.0) 4 (19.0) 4 (19.0) 2 (9.5 ) 

  Upper respiratory tract infection 4 (19.0) 1 (4.8 ) 3 (14.3) 0 0 

  Nasopharyngitis 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 0 

  Rhinitis 3 (14.3) 3 (14.3) 0 0 0 

  Bronchopulmonary aspergillosis 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Candida infection 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Cellulitis 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Central nervous system infection 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Cerebral fungal infection 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Conjunctivitis viral 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Device related infection 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Gastroenteritis 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Helminthic infection 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Herpes zoster 1 (4.8 ) 0 1 (4.8 ) 0 0 



  

  

4458 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Infection 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Influenza 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Laryngitis 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Paronychia 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Parotitis 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Periorbital cellulitis 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Pharyngitis 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Pneumonia 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Rash pustular 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Respiratory tract infection 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Sepsis 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Tonsillitis 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Urinary tract infection viral 1 (4.8 ) 0 1 (4.8 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 5 (23.8) 2 (9.5 ) 3 (14.3) 0 0 

  Contusion 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Fall 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Infusion related reaction 1 (4.8 ) 0 1 (4.8 ) 0 0 



  

  

4459 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ligament sprain 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Post procedural haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Procedural pain 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Splinter 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Stoma site erythema 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Stoma site haemorrhage 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Thermal burn 1 (4.8 ) 0 1 (4.8 ) 0 0 

Investigations      

  -Total 13 (61.9) 2 (9.5 ) 1 (4.8 ) 3 (14.3) 7 (33.3) 

  White blood cell count decreased 5 (23.8) 0 0 1 (4.8 ) 4 (19.0) 

  Neutrophil count decreased 4 (19.0) 0 0 0 4 (19.0) 

  Platelet count decreased 4 (19.0) 0 0 1 (4.8 ) 3 (14.3) 

  Blood fibrinogen decreased 3 (14.3) 0 0 3 (14.3) 0 

  Immunoglobulins decreased 2 (9.5 ) 0 1 (4.8 ) 1 (4.8 ) 0 

  Lymphocyte count decreased 2 (9.5 ) 0 0 2 (9.5 ) 0 

  Prothrombin time prolonged 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Alanine aminotransferase increased 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Aspartate aminotransferase 
increased 

1 (4.8 ) 0 1 (4.8 ) 0 0 



  

  

4460 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood creatine phosphokinase 
increased 

1 (4.8 ) 0 0 0 1 (4.8 ) 

  C-reactive protein increased 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Heart sounds abnormal 1 (4.8 ) 1 (4.8 ) 0 0 0 

  International normalised ratio 
increased 

1 (4.8 ) 1 (4.8 ) 0 0 0 

  Vitamin d decreased 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Weight decreased 1 (4.8 ) 0 1 (4.8 ) 0 0 

Metabolism and nutrition disorders      

  -Total 9 (42.9) 2 (9.5 ) 3 (14.3) 2 (9.5 ) 2 (9.5 ) 

  Hypokalaemia 5 (23.8) 1 (4.8 ) 0 4 (19.0) 0 

  Hypoalbuminaemia 3 (14.3) 0 3 (14.3) 0 0 

  Hypomagnesaemia 3 (14.3) 3 (14.3) 0 0 0 

  Hypophosphataemia 3 (14.3) 1 (4.8 ) 1 (4.8 ) 1 (4.8 ) 0 

  Hyperuricaemia 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Hypocalcaemia 2 (9.5 ) 0 0 0 2 (9.5 ) 

  Fluid retention 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Hyperferritinaemia 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Hyperglycaemia 1 (4.8 ) 1 (4.8 ) 0 0 0 



  

  

4461 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyponatraemia 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Tumour lysis syndrome 1 (4.8 ) 0 0 0 1 (4.8 ) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 7 (33.3) 4 (19.0) 3 (14.3) 0 0 

  Myalgia 4 (19.0) 4 (19.0) 0 0 0 

  Arthralgia 3 (14.3) 0 3 (14.3) 0 0 

  Muscular weakness 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Back pain 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Bone pain 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Osteopenia 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Pain in extremity 1 (4.8 ) 1 (4.8 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 3 (14.3) 0 0 2 (9.5 ) 1 (4.8 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (9.5 ) 0 0 1 (4.8 ) 1 (4.8 ) 

  Neoplasm progression 1 (4.8 ) 0 0 1 (4.8 ) 0 

Nervous system disorders      

  -Total 11 (52.4) 5 (23.8) 3 (14.3) 3 (14.3) 0 



  

  

4462 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Headache 7 (33.3) 4 (19.0) 2 (9.5 ) 1 (4.8 ) 0 

  Seizure 4 (19.0) 1 (4.8 ) 2 (9.5 ) 1 (4.8 ) 0 

  Intention tremor 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Depressed level of consciousness 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Encephalopathy 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Hyperkinesia 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Lethargy 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Nervous system disorder 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Tremor 1 (4.8 ) 1 (4.8 ) 0 0 0 

Product issues      

  -Total 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Device occlusion 1 (4.8 ) 0 1 (4.8 ) 0 0 

Psychiatric disorders      

  -Total 8 (38.1) 6 (28.6) 1 (4.8 ) 1 (4.8 ) 0 

  Anxiety 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Disorientation 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Insomnia 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Agitation 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Confusional state 1 (4.8 ) 0 0 1 (4.8 ) 0 



  

  

4463 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Delirium 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Hallucination 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Initial insomnia 1 (4.8 ) 1 (4.8 ) 0 0 0 

Renal and urinary disorders      

  -Total 4 (19.0) 1 (4.8 ) 2 (9.5 ) 0 1 (4.8 ) 

  Acute kidney injury 2 (9.5 ) 0 1 (4.8 ) 0 1 (4.8 ) 

  Haematuria 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Polyuria 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Proteinuria 1 (4.8 ) 1 (4.8 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Scrotal oedema 1 (4.8 ) 1 (4.8 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 11 (52.4) 5 (23.8) 3 (14.3) 2 (9.5 ) 1 (4.8 ) 

  Cough 6 (28.6) 4 (19.0) 2 (9.5 ) 0 0 

  Epistaxis 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 0 

  Hypoxia 3 (14.3) 0 1 (4.8 ) 1 (4.8 ) 1 (4.8 ) 



  

  

4464 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nasal congestion 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Oropharyngeal pain 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Apnoea 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Pleural effusion 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Rhonchi 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Tachypnoea 1 (4.8 ) 1 (4.8 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 9 (42.9) 7 (33.3) 1 (4.8 ) 1 (4.8 ) 0 

  Pruritus 4 (19.0) 4 (19.0) 0 0 0 

  Rash 3 (14.3) 2 (9.5 ) 0 1 (4.8 ) 0 

  Dry skin 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Eczema 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Petechiae 2 (9.5 ) 2 (9.5 ) 0 0 0 

  Papule 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Skin discolouration 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Skin exfoliation 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Urticaria 1 (4.8 ) 1 (4.8 ) 0 0 0 

Vascular disorders      



  

  

4465 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 8 (38.1) 3 (14.3) 4 (19.0) 1 (4.8 ) 0 

  Hypertension 3 (14.3) 1 (4.8 ) 2 (9.5 ) 0 0 

  Pallor 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 0 

  Hypotension 2 (9.5 ) 1 (4.8 ) 0 1 (4.8 ) 0 

  Lymphoedema 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Venous thrombosis limb 1 (4.8 ) 0 1 (4.8 ) 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4466 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 169g 

Adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

12 (100) 0 1 (8.3 ) 4 (33.3) 7 (58.3) 

Blood and lymphatic system disorders      

  -Total 9 (75.0) 3 (25.0) 1 (8.3 ) 4 (33.3) 1 (8.3 ) 

  Anaemia 5 (41.7) 3 (25.0) 1 (8.3 ) 1 (8.3 ) 0 

  B-cell aplasia 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Febrile neutropenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Leukopenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Neutropenia 1 (8.3 ) 0 0 0 1 (8.3 ) 

  Thrombocytopenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

Cardiac disorders      

  -Total 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Tachycardia 1 (8.3 ) 1 (8.3 ) 0 0 0 



  

  

4467 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Eye disorders      

  -Total 3 (25.0) 1 (8.3 ) 1 (8.3 ) 1 (8.3 ) 0 

  Conjunctivitis allergic 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Dry eye 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Keratitis 1 (8.3 ) 0 0 1 (8.3 ) 0 

Gastrointestinal disorders      

  -Total 6 (50.0) 3 (25.0) 2 (16.7) 1 (8.3 ) 0 

  Diarrhoea 4 (33.3) 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 

  Nausea 4 (33.3) 2 (16.7) 2 (16.7) 0 0 

  Abdominal pain upper 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Constipation 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Gastrointestinal pain 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Gingival bleeding 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Toothache 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Vomiting 1 (8.3 ) 1 (8.3 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 9 (75.0) 5 (41.7) 2 (16.7) 2 (16.7) 0 

  Pyrexia 5 (41.7) 3 (25.0) 1 (8.3 ) 1 (8.3 ) 0 



  

  

4468 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Asthenia 2 (16.7) 2 (16.7) 0 0 0 

  Fatigue 2 (16.7) 2 (16.7) 0 0 0 

  Catheter site haemorrhage 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Catheter site pruritus 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Chills 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Face oedema 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Localised oedema 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Oedema peripheral 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Pain 1 (8.3 ) 0 0 1 (8.3 ) 0 

Hepatobiliary disorders      

  -Total 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Hepatotoxicity 1 (8.3 ) 0 1 (8.3 ) 0 0 

Immune system disorders      

  -Total 10 (83.3) 1 (8.3 ) 7 (58.3) 0 2 (16.7) 

  Cytokine release syndrome 9 (75.0) 1 (8.3 ) 6 (50.0) 0 2 (16.7) 

  Hypogammaglobulinaemia 6 (50.0) 0 6 (50.0) 0 0 

  Atopy 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (8.3 ) 0 0 1 (8.3 ) 0 



  

  

4469 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

  -Total 10 (83.3) 0 7 (58.3) 2 (16.7) 1 (8.3 ) 

  Bronchitis 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Herpes zoster 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 0 

  Upper respiratory tract infection 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Cystitis 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Device related infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Escherichia urinary tract infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Eye infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Gastroenteritis 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Impetigo 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Nasopharyngitis 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Oral fungal infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Oral herpes 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Otitis externa 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Otitis media 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Otitis media acute 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pneumonia haemophilus 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Pseudomembranous colitis 1 (8.3 ) 0 1 (8.3 ) 0 0 



  

  

4470 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sepsis 1 (8.3 ) 0 0 0 1 (8.3 ) 

  Tinea pedis 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Tooth infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Periorbital haematoma 1 (8.3 ) 0 0 1 (8.3 ) 0 

Investigations      

  -Total 8 (66.7) 0 3 (25.0) 2 (16.7) 3 (25.0) 

  Alanine aminotransferase increased 4 (33.3) 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 

  Aspartate aminotransferase 
increased 

4 (33.3) 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 

  Neutrophil count decreased 4 (33.3) 1 (8.3 ) 0 1 (8.3 ) 2 (16.7) 

  White blood cell count decreased 4 (33.3) 0 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  Platelet count decreased 3 (25.0) 1 (8.3 ) 2 (16.7) 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (8.3 ) 1 (8.3 ) 0 0 0 

  Antithrombin iii decreased 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Blood bilirubin increased 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Blood chloride increased 1 (8.3 ) 1 (8.3 ) 0 0 0 



  

  

4471 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood creatinine increased 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (8.3 ) 1 (8.3 ) 0 0 0 

  Blood urea increased 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Clostridium test positive 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Cytomegalovirus test positive 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Fungal test positive 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Gamma-glutamyltransferase 
increased 

1 (8.3 ) 0 1 (8.3 ) 0 0 

  Lymph node palpable 1 (8.3 ) 0 1 (8.3 ) 0 0 

Metabolism and nutrition disorders      

  -Total 8 (66.7) 4 (33.3) 1 (8.3 ) 3 (25.0) 0 

  Decreased appetite 4 (33.3) 3 (25.0) 0 1 (8.3 ) 0 

  Hypoalbuminaemia 4 (33.3) 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 

  Hyperglycaemia 2 (16.7) 1 (8.3 ) 0 1 (8.3 ) 0 

  Hypocalcaemia 2 (16.7) 0 2 (16.7) 0 0 

  Dehydration 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Hypercalcaemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Hyperphosphataemia 1 (8.3 ) 1 (8.3 ) 0 0 0 



  

  

4472 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperuricaemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Hypomagnesaemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Hypophosphataemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Lactic acidosis 1 (8.3 ) 0 0 1 (8.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 4 (33.3) 1 (8.3 ) 2 (16.7) 1 (8.3 ) 0 

  Arthralgia 2 (16.7) 1 (8.3 ) 0 1 (8.3 ) 0 

  Back pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Bone pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Myalgia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Neck pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Osteoporosis 1 (8.3 ) 0 1 (8.3 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (8.3 ) 0 0 1 (8.3 ) 0 

Nervous system disorders      

  -Total 4 (33.3) 2 (16.7) 1 (8.3 ) 0 1 (8.3 ) 



  

  

4473 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Headache 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Dysgeusia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Encephalopathy 1 (8.3 ) 0 0 0 1 (8.3 ) 

  Neuralgia 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Somnolence 1 (8.3 ) 0 0 1 (8.3 ) 0 

Psychiatric disorders      

  -Total 2 (16.7) 0 2 (16.7) 0 0 

  Insomnia 2 (16.7) 0 2 (16.7) 0 0 

  Anxiety 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Confusional state 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Restlessness 1 (8.3 ) 0 1 (8.3 ) 0 0 

Renal and urinary disorders      

  -Total 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Chromaturia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Dysuria 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Polyuria 1 (8.3 ) 1 (8.3 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 4 (33.3) 1 (8.3 ) 2 (16.7) 1 (8.3 ) 0 



  

  

4474 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dyspnoea 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Hypoxia 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 0 

  Cough 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Oropharyngeal pain 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pleural effusion 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pulmonary granuloma 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Rhinorrhoea 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Stridor 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Tachypnoea 1 (8.3 ) 1 (8.3 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 7 (58.3) 3 (25.0) 4 (33.3) 0 0 

  Erythema 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Hangnail 2 (16.7) 2 (16.7) 0 0 0 

  Ingrowing nail 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Pruritus 2 (16.7) 2 (16.7) 0 0 0 

  Acne 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Decubitus ulcer 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Dermatitis 1 (8.3 ) 1 (8.3 ) 0 0 0 



  

  

4475 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dry skin 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Eczema 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Petechiae 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Rash 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Skin lesion 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Urticaria 1 (8.3 ) 0 1 (8.3 ) 0 0 

Vascular disorders      

  -Total 3 (25.0) 1 (8.3 ) 0 2 (16.7) 0 

  Capillary leak syndrome 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Hypertension 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Hypotension 1 (8.3 ) 1 (8.3 ) 0 0 0 

 

 
- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 170a => Adverse events (not disease related) befor e s tudy treatment, by primar y system organ class, preferred ter m, maxi mum CTC  grade and Age (Enrolled set ) 
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Table 170a 

Adverse events (not disease related) before study treatment, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

34 (91.9) 1 (2.7 ) 5 (13.5) 14 (37.8) 14 (37.8) 

Blood and lymphatic system disorders      

  -Total 20 (54.1) 1 (2.7 ) 2 (5.4 ) 12 (32.4) 5 (13.5) 

  Anaemia 11 (29.7) 1 (2.7 ) 2 (5.4 ) 8 (21.6) 0 

  Febrile neutropenia 9 (24.3) 0 0 9 (24.3) 0 

  Neutropenia 5 (13.5) 0 0 2 (5.4 ) 3 (8.1 ) 

  Thrombocytopenia 5 (13.5) 0 2 (5.4 ) 0 3 (8.1 ) 

  Bone marrow failure 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Febrile bone marrow aplasia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Leukopenia 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Lymphadenopathy 1 (2.7 ) 0 1 (2.7 ) 0 0 

Cardiac disorders      



  

  

4477 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 5 (13.5) 4 (10.8) 0 0 1 (2.7 ) 

  Sinus tachycardia 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Tachycardia 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Pericardial effusion 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Pericarditis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Sinus bradycardia 1 (2.7 ) 1 (2.7 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Ear pain 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

Endocrine disorders      

  -Total 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Cushingoid 1 (2.7 ) 1 (2.7 ) 0 0 0 

Eye disorders      

  -Total 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Conjunctival haemorrhage 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Ocular hyperaemia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Periorbital disorder 1 (2.7 ) 1 (2.7 ) 0 0 0 

Gastrointestinal disorders      
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 16 (43.2) 5 (13.5) 4 (10.8) 6 (16.2) 1 (2.7 ) 

  Stomatitis 8 (21.6) 4 (10.8) 1 (2.7 ) 3 (8.1 ) 0 

  Constipation 5 (13.5) 3 (8.1 ) 2 (5.4 ) 0 0 

  Nausea 5 (13.5) 1 (2.7 ) 3 (8.1 ) 1 (2.7 ) 0 

  Vomiting 5 (13.5) 4 (10.8) 1 (2.7 ) 0 0 

  Abdominal distension 3 (8.1 ) 1 (2.7 ) 2 (5.4 ) 0 0 

  Abdominal pain 3 (8.1 ) 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 0 

  Diarrhoea 3 (8.1 ) 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 0 

  Anal fissure 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Anal fistula 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Dental caries 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Gingival bleeding 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Oral pain 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Anal inflammation 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Ascites 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Hypoaesthesia oral 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Lip swelling 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Pancreatitis acute 1 (2.7 ) 0 0 0 1 (2.7 ) 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Pancreatitis chronic 1 (2.7 ) 0 1 (2.7 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 19 (51.4) 6 (16.2) 8 (21.6) 5 (13.5) 0 

  Pyrexia 15 (40.5) 4 (10.8) 7 (18.9) 4 (10.8) 0 

  Fatigue 4 (10.8) 3 (8.1 ) 1 (2.7 ) 0 0 

  Pain 3 (8.1 ) 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 0 

  Catheter site pain 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Malaise 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Asthenia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Facial pain 1 (2.7 ) 1 (2.7 ) 0 0 0 

  General physical health deterioration 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Generalised oedema 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Localised oedema 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Oedema peripheral 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Vessel puncture site erythema 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Vessel puncture site haematoma 1 (2.7 ) 1 (2.7 ) 0 0 0 

Hepatobiliary disorders      



  

  

4480 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 3 (8.1 ) 1 (2.7 ) 0 2 (5.4 ) 0 

  Hepatocellular injury 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Hepatomegaly 1 (2.7 ) 1 (2.7 ) 0 0 0 

Immune system disorders      

  -Total 4 (10.8) 0 2 (5.4 ) 2 (5.4 ) 0 

  Hypogammaglobulinaemia 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Anaphylactic reaction 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.7 ) 0 0 1 (2.7 ) 0 

Infections and infestations      

  -Total 18 (48.6) 2 (5.4 ) 4 (10.8) 9 (24.3) 3 (8.1 ) 

  Clostridium difficile infection 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Oral candidiasis 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Pneumonia 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Staphylococcal infection 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Urinary tract infection 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Anal fistula infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Bacterial infection 1 (2.7 ) 0 1 (2.7 ) 0 0 



  

  

4481 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Bacterial pyelonephritis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Bronchopulmonary aspergillosis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Cellulitis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Central nervous system infection 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Croup infectious 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Device related infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Enterococcal sepsis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Escherichia bacteraemia 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Oral infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Otitis externa 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Otitis media 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Parvovirus b19 infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Pneumonia fungal 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Rotavirus infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Sepsis 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Upper respiratory tract infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Urinary tract infection viral 1 (2.7 ) 1 (2.7 ) 0 0 0 



  

  

4482 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Injury, poisoning and procedural 
complications 

     

  -Total 7 (18.9) 4 (10.8) 2 (5.4 ) 1 (2.7 ) 0 

  Contusion 4 (10.8) 4 (10.8) 0 0 0 

  Delayed serologic transfusion 
reaction 

1 (2.7 ) 0 1 (2.7 ) 0 0 

  Eye contusion 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Gastrostomy tube site complication 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Transfusion related complication 1 (2.7 ) 0 1 (2.7 ) 0 0 

Investigations      

  -Total 18 (48.6) 3 (8.1 ) 1 (2.7 ) 3 (8.1 ) 11 (29.7) 

  Neutrophil count decreased 8 (21.6) 2 (5.4 ) 0 1 (2.7 ) 5 (13.5) 

  Platelet count decreased 8 (21.6) 0 0 1 (2.7 ) 7 (18.9) 

  White blood cell count decreased 7 (18.9) 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 4 (10.8) 

  Aspartate aminotransferase 
increased 

3 (8.1 ) 1 (2.7 ) 0 2 (5.4 ) 0 

  Weight decreased 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Alanine aminotransferase increased 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Amylase increased 1 (2.7 ) 1 (2.7 ) 0 0 0 



  

  

4483 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Antithrombin iii decreased 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Blood bilirubin increased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Blood creatinine increased 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Blood lactate dehydrogenase 
increased 

1 (2.7 ) 0 1 (2.7 ) 0 0 

  Blood urea decreased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  C-reactive protein increased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Cardiac murmur 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Ejection fraction decreased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Human rhinovirus test positive 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Influenza a virus test positive 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Lipase increased 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Oxygen saturation decreased 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Serum ferritin increased 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Urine output decreased 1 (2.7 ) 0 1 (2.7 ) 0 0 

Metabolism and nutrition disorders      

  -Total 11 (29.7) 4 (10.8) 3 (8.1 ) 4 (10.8) 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Hypokalaemia 5 (13.5) 0 2 (5.4 ) 3 (8.1 ) 0 

  Hypocalcaemia 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

  Hypophosphataemia 3 (8.1 ) 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 0 

  Decreased appetite 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Hyperkalaemia 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Hyperuricaemia 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Hypoalbuminaemia 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Dehydration 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Hyperferritinaemia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Hypomagnesaemia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Iron overload 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Obesity 1 (2.7 ) 1 (2.7 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 6 (16.2) 2 (5.4 ) 2 (5.4 ) 2 (5.4 ) 0 

  Pain in extremity 4 (10.8) 0 4 (10.8) 0 0 

  Arthralgia 3 (8.1 ) 0 3 (8.1 ) 0 0 

  Back pain 2 (5.4 ) 1 (2.7 ) 0 1 (2.7 ) 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Bone pain 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Myalgia 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Neck pain 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Pain in jaw 1 (2.7 ) 1 (2.7 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (5.4 ) 0 1 (2.7 ) 0 1 (2.7 ) 

  Malignant neoplasm progression 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Neoplasm of orbit 1 (2.7 ) 0 0 0 1 (2.7 ) 

Nervous system disorders      

  -Total 10 (27.0) 3 (8.1 ) 3 (8.1 ) 4 (10.8) 0 

  Headache 7 (18.9) 2 (5.4 ) 3 (8.1 ) 2 (5.4 ) 0 

  Seizure 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Cerebral haemorrhage 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Cranial nerve disorder 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Dizziness 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Dyskinesia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Hypoaesthesia 1 (2.7 ) 1 (2.7 ) 0 0 0 



  

  

4486 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Paraesthesia 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.7 ) 0 0 1 (2.7 ) 0 

  Somnolence 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Status epilepticus 1 (2.7 ) 0 1 (2.7 ) 0 0 

Psychiatric disorders      

  -Total 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Anxiety 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Agitation 1 (2.7 ) 0 1 (2.7 ) 0 0 

Renal and urinary disorders      

  -Total 7 (18.9) 4 (10.8) 2 (5.4 ) 1 (2.7 ) 0 

  Haematuria 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Urinary retention 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Dysuria 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Haemoglobinuria 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Nephropathy 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Renal impairment 1 (2.7 ) 0 0 1 (2.7 ) 0 

Reproductive system and breast 
disorders 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Perineal rash 1 (2.7 ) 1 (2.7 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 11 (29.7) 4 (10.8) 5 (13.5) 2 (5.4 ) 0 

  Epistaxis 4 (10.8) 2 (5.4 ) 2 (5.4 ) 0 0 

  Cough 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

  Hypoxia 3 (8.1 ) 1 (2.7 ) 0 2 (5.4 ) 0 

  Tachypnoea 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

  Oropharyngeal pain 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Rhinorrhoea 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Atelectasis 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Dyspnoea 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Haemoptysis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Pharyngeal erythema 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Pleural effusion 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Pneumonitis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Pneumothorax 1 (2.7 ) 1 (2.7 ) 0 0 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Wheezing 1 (2.7 ) 0 1 (2.7 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 8 (21.6) 7 (18.9) 0 1 (2.7 ) 0 

  Ingrowing nail 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Rash 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Dermatitis 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Dry skin 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Eczema 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Hyperhidrosis 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Pruritus 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Rash maculo-papular 1 (2.7 ) 0 0 1 (2.7 ) 0 

Vascular disorders      

  -Total 7 (18.9) 2 (5.4 ) 5 (13.5) 0 0 

  Hypertension 7 (18.9) 2 (5.4 ) 5 (13.5) 0 0 

  Hypotension 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Pallor 1 (2.7 ) 1 (2.7 ) 0 0 0 

 

 



  

  

4489 

- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t170_gd_b2001x.sas@@/main/2 25JUN21:17:31                                        Final 
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4491 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 170a 

Adverse events (not disease related) before study treatment, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

18 (94.7) 1 (5.3 ) 1 (5.3 ) 8 (42.1) 8 (42.1) 

Blood and lymphatic system disorders      

  -Total 12 (63.2) 3 (15.8) 1 (5.3 ) 5 (26.3) 3 (15.8) 

  Anaemia 4 (21.1) 1 (5.3 ) 0 3 (15.8) 0 

  Febrile neutropenia 4 (21.1) 0 1 (5.3 ) 3 (15.8) 0 

  Neutropenia 4 (21.1) 1 (5.3 ) 0 2 (10.5) 1 (5.3 ) 

  Leukopenia 3 (15.8) 0 0 1 (5.3 ) 2 (10.5) 

  Thrombocytopenia 3 (15.8) 0 0 1 (5.3 ) 2 (10.5) 

  Bone marrow failure 2 (10.5) 0 1 (5.3 ) 1 (5.3 ) 0 

  Lymphopenia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Splenomegaly 1 (5.3 ) 1 (5.3 ) 0 0 0 

Cardiac disorders      
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 4 (21.1) 3 (15.8) 1 (5.3 ) 0 0 

  Sinus bradycardia 2 (10.5) 2 (10.5) 0 0 0 

  Atrioventricular block 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Diastolic dysfunction 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Tachycardia 1 (5.3 ) 0 1 (5.3 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase 
deficiency 

1 (5.3 ) 1 (5.3 ) 0 0 0 

Eye disorders      

  -Total 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Erythema of eyelid 1 (5.3 ) 1 (5.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 9 (47.4) 2 (10.5) 4 (21.1) 3 (15.8) 0 

  Stomatitis 4 (21.1) 0 3 (15.8) 1 (5.3 ) 0 

  Constipation 3 (15.8) 0 2 (10.5) 1 (5.3 ) 0 

  Dental caries 2 (10.5) 0 1 (5.3 ) 1 (5.3 ) 0 

  Nausea 2 (10.5) 2 (10.5) 0 0 0 



  

  

4493 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Abdominal discomfort 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Abdominal distension 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Abdominal pain upper 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Abdominal tenderness 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Diarrhoea 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Flatulence 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Gingival pruritus 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Oral mucosal erythema 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Tooth loss 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Vomiting 1 (5.3 ) 1 (5.3 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 7 (36.8) 2 (10.5) 4 (21.1) 1 (5.3 ) 0 

  Fatigue 3 (15.8) 3 (15.8) 0 0 0 

  Pyrexia 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Catheter site pain 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Asthenia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Catheter site haemorrhage 1 (5.3 ) 0 1 (5.3 ) 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  General physical health deterioration 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Malaise 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Mucosal inflammation 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Puncture site haemorrhage 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Puncture site pain 1 (5.3 ) 1 (5.3 ) 0 0 0 

Hepatobiliary disorders      

  -Total 2 (10.5) 0 1 (5.3 ) 1 (5.3 ) 0 

  Hepatocellular injury 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Hepatomegaly 1 (5.3 ) 0 1 (5.3 ) 0 0 

Immune system disorders      

  -Total 2 (10.5) 1 (5.3 ) 0 1 (5.3 ) 0 

  Cell-mediated immune deficiency 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Drug hypersensitivity 1 (5.3 ) 1 (5.3 ) 0 0 0 

Infections and infestations      

  -Total 8 (42.1) 1 (5.3 ) 1 (5.3 ) 3 (15.8) 3 (15.8) 

  Septic shock 2 (10.5) 0 0 0 2 (10.5) 

  Bronchopulmonary aspergillosis 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Device related infection 1 (5.3 ) 0 0 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Herpes zoster 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Neutropenic infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Periorbital cellulitis 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Rash pustular 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Rhinitis 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Rhinovirus infection 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Sepsis 1 (5.3 ) 0 0 0 1 (5.3 ) 

  Varicella 1 (5.3 ) 0 0 1 (5.3 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (15.8) 1 (5.3 ) 0 2 (10.5) 0 

  Contusion 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Fall 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Infusion related reaction 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Procedural pain 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Transfusion reaction 1 (5.3 ) 0 0 1 (5.3 ) 0 

Investigations      

  -Total 7 (36.8) 2 (10.5) 3 (15.8) 1 (5.3 ) 1 (5.3 ) 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  C-reactive protein increased 3 (15.8) 0 2 (10.5) 1 (5.3 ) 0 

  Alanine aminotransferase increased 2 (10.5) 1 (5.3 ) 0 1 (5.3 ) 0 

  Platelet count decreased 2 (10.5) 1 (5.3 ) 0 0 1 (5.3 ) 

  Activated partial thromboplastin time 
shortened 

1 (5.3 ) 0 1 (5.3 ) 0 0 

  Antithrombin iii decreased 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Aspartate aminotransferase 
increased 

1 (5.3 ) 1 (5.3 ) 0 0 0 

  Blood bilirubin increased 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Immunoglobulins decreased 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Protein total decreased 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Urine output decreased 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Weight decreased 1 (5.3 ) 1 (5.3 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 4 (21.1) 2 (10.5) 2 (10.5) 0 0 

  Decreased appetite 2 (10.5) 2 (10.5) 0 0 0 

  Hypokalaemia 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Dehydration 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Hyperuricaemia 1 (5.3 ) 1 (5.3 ) 0 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 5 (26.3) 1 (5.3 ) 4 (21.1) 0 0 

  Back pain 3 (15.8) 0 3 (15.8) 0 0 

  Pain in extremity 2 (10.5) 2 (10.5) 0 0 0 

  Arthralgia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Muscular weakness 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Neck pain 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Temporomandibular joint syndrome 1 (5.3 ) 1 (5.3 ) 0 0 0 

Nervous system disorders      

  -Total 4 (21.1) 1 (5.3 ) 2 (10.5) 1 (5.3 ) 0 

  Headache 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Cerebral venous sinus thrombosis 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Depressed level of consciousness 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Encephalopathy 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Lethargy 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Leukoencephalopathy 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Seizure 1 (5.3 ) 1 (5.3 ) 0 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Speech disorder 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Tremor 1 (5.3 ) 1 (5.3 ) 0 0 0 

Psychiatric disorders      

  -Total 3 (15.8) 0 1 (5.3 ) 2 (10.5) 0 

  Abnormal behaviour 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Agitation 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Anxiety 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Confusional state 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Depression 1 (5.3 ) 0 0 1 (5.3 ) 0 

Renal and urinary disorders      

  -Total 3 (15.8) 2 (10.5) 1 (5.3 ) 0 0 

  Haematuria 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Urinary incontinence 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Urinary tract disorder 1 (5.3 ) 0 1 (5.3 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Penile erythema 1 (5.3 ) 1 (5.3 ) 0 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 4 (21.1) 0 3 (15.8) 0 1 (5.3 ) 

  Epistaxis 2 (10.5) 0 2 (10.5) 0 0 

  Cough 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Dyspnoea 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Pneumonia aspiration 1 (5.3 ) 0 0 0 1 (5.3 ) 

Skin and subcutaneous tissue 
disorders 

     

  -Total 3 (15.8) 2 (10.5) 1 (5.3 ) 0 0 

  Erythema 2 (10.5) 2 (10.5) 0 0 0 

  Alopecia 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Rash 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Skin lesion 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Skin oedema 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Urticaria 1 (5.3 ) 0 1 (5.3 ) 0 0 

Vascular disorders      

  -Total 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Hypotension 1 (5.3 ) 1 (5.3 ) 0 0 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 170a 

Adverse events (not disease related) before study treatment, by primary system organ class, 

preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

18 (100) 1 (5.6 ) 3 (16.7) 6 (33.3) 8 (44.4) 

Blood and lymphatic system disorders      

  -Total 10 (55.6) 0 1 (5.6 ) 7 (38.9) 2 (11.1) 

  Anaemia 5 (27.8) 1 (5.6 ) 2 (11.1) 2 (11.1) 0 

  Febrile neutropenia 4 (22.2) 0 0 3 (16.7) 1 (5.6 ) 

  Neutropenia 2 (11.1) 0 0 2 (11.1) 0 

  Thrombocytopenia 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

Cardiac disorders      

  -Total 4 (22.2) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 0 

  Bradycardia 2 (11.1) 0 2 (11.1) 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Aortic valve disease 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Bundle branch block left 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Coronary artery dilatation 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Mitral valve disease 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sinus tachycardia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Tachycardia 1 (5.6 ) 0 1 (5.6 ) 0 0 

Endocrine disorders      

  -Total 2 (11.1) 1 (5.6 ) 0 0 1 (5.6 ) 

  Cushingoid 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypercalcaemia of malignancy 1 (5.6 ) 0 0 0 1 (5.6 ) 

Gastrointestinal disorders      

  -Total 10 (55.6) 2 (11.1) 5 (27.8) 2 (11.1) 1 (5.6 ) 

  Constipation 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Nausea 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Stomatitis 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Abdominal pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Anal fissure 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Anal pruritus 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Dyspepsia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Gingival bleeding 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hyperaesthesia teeth 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Neutropenic colitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Oral pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Proctalgia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Rectal haemorrhage 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Retching 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Subileus 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vomiting 1 (5.6 ) 1 (5.6 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 8 (44.4) 4 (22.2) 4 (22.2) 0 0 

  Pyrexia 4 (22.2) 1 (5.6 ) 3 (16.7) 0 0 

  Fatigue 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Oedema peripheral 2 (11.1) 2 (11.1) 0 0 0 

  Catheter site erythema 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Device related thrombosis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Injection site reaction 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Malaise 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

Hepatobiliary disorders      

  -Total 2 (11.1) 2 (11.1) 0 0 0 

  Hepatomegaly 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Jaundice 1 (5.6 ) 1 (5.6 ) 0 0 0 

Immune system disorders      

  -Total 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Drug hypersensitivity 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections and infestations      

  -Total 12 (66.7) 1 (5.6 ) 4 (22.2) 5 (27.8) 2 (11.1) 

  Pneumonia 3 (16.7) 0 0 2 (11.1) 1 (5.6 ) 

  Neutropenic infection 2 (11.1) 0 0 2 (11.1) 0 

  Oral herpes 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Bacterial infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Cellulitis orbital 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Device related infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Enterovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Escherichia sepsis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Herpes simplex 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Human herpesvirus 6 infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Listeria sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Post procedural infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pseudomonas infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Rhinovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sepsis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Staphylococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Cervical vertebral fracture 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Toxicity to various agents 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Vascular access site occlusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

Investigations      

  -Total 9 (50.0) 1 (5.6 ) 1 (5.6 ) 3 (16.7) 4 (22.2) 

  White blood cell count decreased 5 (27.8) 0 0 3 (16.7) 2 (11.1) 

  Activated partial thromboplastin time 
prolonged 

2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  C-reactive protein increased 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Gamma-glutamyltransferase 
increased 

2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Neutrophil count decreased 2 (11.1) 0 0 0 2 (11.1) 

  Platelet count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Serum ferritin increased 2 (11.1) 2 (11.1) 0 0 0 

  Aspartate aminotransferase 
increased 

1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood bilirubin increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood fibrinogen decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood pressure increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood urea increased 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Blood uric acid increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Influenza virus test positive 1 (5.6 ) 1 (5.6 ) 0 0 0 

  International normalised ratio 
increased 

1 (5.6 ) 0 1 (5.6 ) 0 0 

  Lipase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Weight decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 7 (38.9) 5 (27.8) 1 (5.6 ) 1 (5.6 ) 0 

  Hyperglycaemia 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Hypokalaemia 3 (16.7) 3 (16.7) 0 0 0 

  Hypomagnesaemia 3 (16.7) 3 (16.7) 0 0 0 

  Decreased appetite 2 (11.1) 2 (11.1) 0 0 0 

  Fluid overload 2 (11.1) 0 2 (11.1) 0 0 

  Hyperkalaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hypertriglyceridaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hyperuricaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hypocalcaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hypophosphataemia 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Hypermagnesaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypoalbuminaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypoglycaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyponatraemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Tumour lysis syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 7 (38.9) 1 (5.6 ) 5 (27.8) 1 (5.6 ) 0 

  Pain in extremity 4 (22.2) 1 (5.6 ) 3 (16.7) 0 0 

  Arthralgia 2 (11.1) 0 2 (11.1) 0 0 

  Bone pain 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Back pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Myalgia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Meningioma malignant 1 (5.6 ) 0 1 (5.6 ) 0 0 

Nervous system disorders      

  -Total 10 (55.6) 3 (16.7) 3 (16.7) 3 (16.7) 1 (5.6 ) 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Somnolence 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Headache 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Dyskinesia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Intracranial pressure increased 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Neuralgia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Neurological symptom 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Neuropathy peripheral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Partial seizures 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Peripheral motor neuropathy 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Peripheral sensory neuropathy 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Seizure 1 (5.6 ) 0 0 1 (5.6 ) 0 

Product issues      

  -Total 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Manufacturing product shipping issue 1 (5.6 ) 0 0 0 1 (5.6 ) 

Psychiatric disorders      

  -Total 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Insomnia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Anxiety 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Renal and urinary disorders      

  -Total 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Acute kidney injury 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Chromaturia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dysuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Haematuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Penile pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Epistaxis 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Cough 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyspnoea exertional 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypoxia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Orthopnoea 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pleural effusion 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Tachypnoea 1 (5.6 ) 0 1 (5.6 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 8 (44.4) 4 (22.2) 3 (16.7) 1 (5.6 ) 0 

  Dry skin 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Rash 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Toxic skin eruption 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Alopecia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Petechiae 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rash maculo-papular 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Skin ulcer 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Urticaria 1 (5.6 ) 0 1 (5.6 ) 0 0 

Vascular disorders      

  -Total 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Hypertension 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypotension 1 (5.6 ) 0 0 1 (5.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 170b => Adverse events (not disease related) befor e s tudy treatment, by primar y system organ class, preferred ter m, maxi mum CTC  grade and Gender  (Enrolled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                    
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 170b 

Adverse events (not disease related) before study treatment, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

42 (95.5) 3 (6.8 ) 3 (6.8 ) 16 (36.4) 20 (45.5) 

Blood and lymphatic system disorders      

  -Total 29 (65.9) 3 (6.8 ) 4 (9.1 ) 15 (34.1) 7 (15.9) 

  Anaemia 14 (31.8) 2 (4.5 ) 4 (9.1 ) 8 (18.2) 0 

  Febrile neutropenia 12 (27.3) 0 1 (2.3 ) 10 (22.7) 1 (2.3 ) 

  Neutropenia 8 (18.2) 1 (2.3 ) 0 5 (11.4) 2 (4.5 ) 

  Thrombocytopenia 7 (15.9) 0 1 (2.3 ) 2 (4.5 ) 4 (9.1 ) 

  Leukopenia 4 (9.1 ) 0 0 1 (2.3 ) 3 (6.8 ) 

  Bone marrow failure 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Lymphopenia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Splenomegaly 1 (2.3 ) 1 (2.3 ) 0 0 0 

Cardiac disorders      
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 9 (20.5) 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 1 (2.3 ) 

  Sinus bradycardia 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Bradycardia 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Sinus tachycardia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Tachycardia 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Atrioventricular block 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Bundle branch block left 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Coronary artery dilatation 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Diastolic dysfunction 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pericardial effusion 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Pericarditis 1 (2.3 ) 0 1 (2.3 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase 
deficiency 

1 (2.3 ) 1 (2.3 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Ear pain 1 (2.3 ) 0 1 (2.3 ) 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Endocrine disorders      

  -Total 2 (4.5 ) 1 (2.3 ) 0 0 1 (2.3 ) 

  Cushingoid 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hypercalcaemia of malignancy 1 (2.3 ) 0 0 0 1 (2.3 ) 

Eye disorders      

  -Total 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Conjunctival haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Erythema of eyelid 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Periorbital disorder 1 (2.3 ) 1 (2.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 22 (50.0) 5 (11.4) 10 (22.7) 5 (11.4) 2 (4.5 ) 

  Constipation 8 (18.2) 3 (6.8 ) 4 (9.1 ) 1 (2.3 ) 0 

  Stomatitis 8 (18.2) 3 (6.8 ) 3 (6.8 ) 2 (4.5 ) 0 

  Nausea 6 (13.6) 3 (6.8 ) 3 (6.8 ) 0 0 

  Abdominal pain 4 (9.1 ) 1 (2.3 ) 2 (4.5 ) 1 (2.3 ) 0 

  Diarrhoea 3 (6.8 ) 1 (2.3 ) 1 (2.3 ) 1 (2.3 ) 0 

  Vomiting 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Abdominal distension 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 



  

  

4516 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Dental caries 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Gingival bleeding 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Oral pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Abdominal discomfort 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Abdominal pain upper 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Abdominal tenderness 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Anal fissure 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Anal fistula 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Anal pruritus 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Dyspepsia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Flatulence 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gastrointestinal haemorrhage 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Gingival pruritus 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hyperaesthesia teeth 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hypoaesthesia oral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Lip swelling 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Neutropenic colitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Oral mucosal erythema 1 (2.3 ) 1 (2.3 ) 0 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Pancreatitis acute 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Pancreatitis chronic 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Proctalgia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Rectal haemorrhage 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Retching 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Tooth loss 1 (2.3 ) 1 (2.3 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 21 (47.7) 8 (18.2) 10 (22.7) 3 (6.8 ) 0 

  Pyrexia 13 (29.5) 4 (9.1 ) 7 (15.9) 2 (4.5 ) 0 

  Fatigue 7 (15.9) 5 (11.4) 2 (4.5 ) 0 0 

  Malaise 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Oedema peripheral 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Catheter site pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Pain 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Asthenia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Catheter site erythema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Catheter site haemorrhage 1 (2.3 ) 0 1 (2.3 ) 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  General physical health deterioration 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Injection site reaction 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Localised oedema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Mucosal inflammation 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Puncture site haemorrhage 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Puncture site pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Vessel puncture site erythema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Vessel puncture site haematoma 1 (2.3 ) 1 (2.3 ) 0 0 0 

Hepatobiliary disorders      

  -Total 3 (6.8 ) 1 (2.3 ) 1 (2.3 ) 1 (2.3 ) 0 

  Hepatocellular injury 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Hepatomegaly 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Jaundice 1 (2.3 ) 1 (2.3 ) 0 0 0 

Immune system disorders      

  -Total 4 (9.1 ) 2 (4.5 ) 0 2 (4.5 ) 0 

  Drug hypersensitivity 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Cell-mediated immune deficiency 1 (2.3 ) 0 0 1 (2.3 ) 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.3 ) 0 0 1 (2.3 ) 0 

Infections and infestations      

  -Total 19 (43.2) 4 (9.1 ) 4 (9.1 ) 7 (15.9) 4 (9.1 ) 

  Pneumonia 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Bacterial infection 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Neutropenic infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Oral herpes 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Rhinovirus infection 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Anal fistula infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Bacterial pyelonephritis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Croup infectious 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Device related infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Enterococcal sepsis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Enterovirus infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Escherichia bacteraemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Escherichia sepsis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Herpes simplex 1 (2.3 ) 1 (2.3 ) 0 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Human herpesvirus 6 infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Listeria sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Oral infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Otitis media 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Periorbital cellulitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Rash pustular 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Septic shock 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Staphylococcal infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Urinary tract infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 9 (20.5) 4 (9.1 ) 3 (6.8 ) 2 (4.5 ) 0 

  Contusion 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Cervical vertebral fracture 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Delayed serologic transfusion 
reaction 

1 (2.3 ) 0 1 (2.3 ) 0 0 

  Eye contusion 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Fall 1 (2.3 ) 1 (2.3 ) 0 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Infusion related reaction 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Procedural pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Transfusion reaction 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Transfusion related complication 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Vascular access site occlusion 1 (2.3 ) 1 (2.3 ) 0 0 0 

Investigations      

  -Total 22 (50.0) 2 (4.5 ) 4 (9.1 ) 5 (11.4) 11 (25.0) 

  Platelet count decreased 8 (18.2) 0 0 1 (2.3 ) 7 (15.9) 

  White blood cell count decreased 8 (18.2) 1 (2.3 ) 1 (2.3 ) 4 (9.1 ) 2 (4.5 ) 

  Neutrophil count decreased 6 (13.6) 2 (4.5 ) 0 0 4 (9.1 ) 

  C-reactive protein increased 5 (11.4) 2 (4.5 ) 2 (4.5 ) 1 (2.3 ) 0 

  Aspartate aminotransferase 
increased 

4 (9.1 ) 1 (2.3 ) 1 (2.3 ) 2 (4.5 ) 0 

  Weight decreased 4 (9.1 ) 2 (4.5 ) 2 (4.5 ) 0 0 

  Blood bilirubin increased 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Activated partial thromboplastin time 
prolonged 

2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Alanine aminotransferase increased 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Antithrombin iii decreased 2 (4.5 ) 0 2 (4.5 ) 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Gamma-glutamyltransferase 
increased 

2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Lipase increased 2 (4.5 ) 1 (2.3 ) 0 1 (2.3 ) 0 

  Serum ferritin increased 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Urine output decreased 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Activated partial thromboplastin time 
shortened 

1 (2.3 ) 0 1 (2.3 ) 0 0 

  Amylase increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood fibrinogen decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood pressure increased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood urea decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood urea increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood uric acid increased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Cardiac murmur 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Immunoglobulins decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Influenza virus test positive 1 (2.3 ) 1 (2.3 ) 0 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  International normalised ratio 
increased 

1 (2.3 ) 0 1 (2.3 ) 0 0 

  Protein total decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

Metabolism and nutrition disorders      

  -Total 14 (31.8) 7 (15.9) 3 (6.8 ) 4 (9.1 ) 0 

  Hypokalaemia 9 (20.5) 4 (9.1 ) 2 (4.5 ) 3 (6.8 ) 0 

  Decreased appetite 6 (13.6) 4 (9.1 ) 0 2 (4.5 ) 0 

  Hyperuricaemia 5 (11.4) 5 (11.4) 0 0 0 

  Hypocalcaemia 4 (9.1 ) 4 (9.1 ) 0 0 0 

  Hypophosphataemia 4 (9.1 ) 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 

  Hyperglycaemia 3 (6.8 ) 2 (4.5 ) 0 1 (2.3 ) 0 

  Hyperkalaemia 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Hypomagnesaemia 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Dehydration 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Hypertriglyceridaemia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Fluid overload 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hypermagnesaemia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hypoalbuminaemia 1 (2.3 ) 1 (2.3 ) 0 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Hyponatraemia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Tumour lysis syndrome 1 (2.3 ) 0 0 1 (2.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 13 (29.5) 3 (6.8 ) 8 (18.2) 2 (4.5 ) 0 

  Pain in extremity 7 (15.9) 3 (6.8 ) 4 (9.1 ) 0 0 

  Back pain 5 (11.4) 0 4 (9.1 ) 1 (2.3 ) 0 

  Arthralgia 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Bone pain 3 (6.8 ) 0 2 (4.5 ) 1 (2.3 ) 0 

  Myalgia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Muscular weakness 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Neck pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pain in jaw 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Temporomandibular joint syndrome 1 (2.3 ) 1 (2.3 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (4.5 ) 0 1 (2.3 ) 0 1 (2.3 ) 

  Meningioma malignant 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Neoplasm of orbit 1 (2.3 ) 0 0 0 1 (2.3 ) 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Nervous system disorders      

  -Total 16 (36.4) 5 (11.4) 5 (11.4) 5 (11.4) 1 (2.3 ) 

  Headache 7 (15.9) 3 (6.8 ) 3 (6.8 ) 1 (2.3 ) 0 

  Seizure 3 (6.8 ) 1 (2.3 ) 1 (2.3 ) 1 (2.3 ) 0 

  Somnolence 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Cerebral venous sinus thrombosis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Cranial nerve disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Depressed level of consciousness 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Dizziness 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dyskinesia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Encephalopathy 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Hypoaesthesia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Intracranial pressure increased 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Lethargy 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Leukoencephalopathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Neurological symptom 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Neuropathy peripheral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Paraesthesia 1 (2.3 ) 0 1 (2.3 ) 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Partial seizures 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Peripheral motor neuropathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.3 ) 0 0 1 (2.3 ) 0 

  Speech disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Status epilepticus 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Tremor 1 (2.3 ) 1 (2.3 ) 0 0 0 

Product issues      

  -Total 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Manufacturing product shipping issue 1 (2.3 ) 0 0 0 1 (2.3 ) 

Psychiatric disorders      

  -Total 6 (13.6) 1 (2.3 ) 3 (6.8 ) 2 (4.5 ) 0 

  Agitation 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Anxiety 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Insomnia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Abnormal behaviour 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Confusional state 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Depression 1 (2.3 ) 0 0 1 (2.3 ) 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Renal and urinary disorders      

  -Total 8 (18.2) 5 (11.4) 2 (4.5 ) 1 (2.3 ) 0 

  Dysuria 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Haematuria 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Acute kidney injury 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Chromaturia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Haemoglobinuria 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Nephropathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Urinary incontinence 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Urinary retention 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Urinary tract disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Penile erythema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Penile pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Perineal rash 1 (2.3 ) 1 (2.3 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 10 (22.7) 1 (2.3 ) 6 (13.6) 2 (4.5 ) 1 (2.3 ) 

  Epistaxis 6 (13.6) 1 (2.3 ) 4 (9.1 ) 1 (2.3 ) 0 

  Tachypnoea 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Cough 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Dyspnoea 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Hypoxia 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Pleural effusion 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Atelectasis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dyspnoea exertional 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Oropharyngeal pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Orthopnoea 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pneumonia aspiration 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Wheezing 1 (2.3 ) 0 1 (2.3 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 11 (25.0) 7 (15.9) 4 (9.1 ) 0 0 

  Rash 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Dry skin 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Alopecia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Erythema 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Urticaria 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Hyperhidrosis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Petechiae 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pruritus 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin lesion 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin oedema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin ulcer 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Toxic skin eruption 1 (2.3 ) 0 1 (2.3 ) 0 0 

Vascular disorders      

  -Total 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Hypertension 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Hypotension 2 (4.5 ) 2 (4.5 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 
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- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t170_gd_b2001x.sas@@/main/2 25JUN21:17:31                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 170b 

Adverse events (not disease related) before study treatment, by primary system organ class, 

preferred term, maximum CTC grade and Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

28 (93.3) 0 6 (20.0) 12 (40.0) 10 (33.3) 

Blood and lymphatic system disorders      

  -Total 13 (43.3) 1 (3.3 ) 0 9 (30.0) 3 (10.0) 

  Anaemia 6 (20.0) 1 (3.3 ) 0 5 (16.7) 0 

  Febrile neutropenia 5 (16.7) 0 0 5 (16.7) 0 

  Neutropenia 3 (10.0) 0 0 1 (3.3 ) 2 (6.7 ) 

  Thrombocytopenia 3 (10.0) 0 1 (3.3 ) 0 2 (6.7 ) 

  Bone marrow failure 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Febrile bone marrow aplasia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Lymphadenopathy 1 (3.3 ) 0 1 (3.3 ) 0 0 

Cardiac disorders      

  -Total 4 (13.3) 4 (13.3) 0 0 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Tachycardia 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Aortic valve disease 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Mitral valve disease 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Sinus tachycardia 1 (3.3 ) 1 (3.3 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Ear pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

Endocrine disorders      

  -Total 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Cushingoid 1 (3.3 ) 1 (3.3 ) 0 0 0 

Eye disorders      

  -Total 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Ocular hyperaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 13 (43.3) 4 (13.3) 3 (10.0) 6 (20.0) 0 

  Stomatitis 6 (20.0) 2 (6.7 ) 1 (3.3 ) 3 (10.0) 0 

  Nausea 4 (13.3) 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 

  Vomiting 4 (13.3) 3 (10.0) 1 (3.3 ) 0 0 



  

  

4534 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Constipation 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

  Abdominal distension 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Anal fissure 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Dental caries 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Anal fistula 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Anal inflammation 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Ascites 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Diarrhoea 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Gingival bleeding 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Oral pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Subileus 1 (3.3 ) 0 1 (3.3 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 13 (43.3) 4 (13.3) 6 (20.0) 3 (10.0) 0 

  Pyrexia 9 (30.0) 2 (6.7 ) 5 (16.7) 2 (6.7 ) 0 

  Catheter site pain 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Fatigue 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Pain 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 



  

  

4535 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Asthenia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Device related thrombosis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Facial pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

  General physical health deterioration 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Generalised oedema 1 (3.3 ) 0 1 (3.3 ) 0 0 

Hepatobiliary disorders      

  -Total 4 (13.3) 2 (6.7 ) 0 2 (6.7 ) 0 

  Hepatocellular injury 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Hepatomegaly 2 (6.7 ) 2 (6.7 ) 0 0 0 

Immune system disorders      

  -Total 4 (13.3) 0 2 (6.7 ) 2 (6.7 ) 0 

  Hypogammaglobulinaemia 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Anaphylactic reaction 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.3 ) 0 0 1 (3.3 ) 0 

Infections and infestations      

  -Total 19 (63.3) 0 5 (16.7) 10 (33.3) 4 (13.3) 

  Bronchopulmonary aspergillosis 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 



  

  

4536 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Clostridium difficile infection 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Device related infection 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Oral candidiasis 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Pneumonia 2 (6.7 ) 1 (3.3 ) 0 0 1 (3.3 ) 

  Sepsis 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

  Staphylococcal infection 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Cellulitis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Cellulitis orbital 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Central nervous system infection 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Fungal infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Herpes zoster 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Neutropenic infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Otitis externa 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Parvovirus b19 infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pneumonia fungal 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Post procedural infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pseudomonas infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Rhinitis 1 (3.3 ) 0 1 (3.3 ) 0 0 



  

  

4537 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Rotavirus infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Septic shock 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Upper respiratory tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Urinary tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Urinary tract infection viral 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Varicella 1 (3.3 ) 0 0 1 (3.3 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (13.3) 2 (6.7 ) 0 2 (6.7 ) 0 

  Contusion 3 (10.0) 3 (10.0) 0 0 0 

  Gastrostomy tube site complication 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Toxicity to various agents 1 (3.3 ) 0 0 1 (3.3 ) 0 

Investigations      

  -Total 12 (40.0) 4 (13.3) 1 (3.3 ) 2 (6.7 ) 5 (16.7) 

  Neutrophil count decreased 4 (13.3) 0 0 1 (3.3 ) 3 (10.0) 

  Platelet count decreased 4 (13.3) 1 (3.3 ) 0 1 (3.3 ) 2 (6.7 ) 

  White blood cell count decreased 4 (13.3) 0 0 0 4 (13.3) 

  Alanine aminotransferase increased 1 (3.3 ) 1 (3.3 ) 0 0 0 



  

  

4538 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Aspartate aminotransferase 
increased 

1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blood creatinine increased 1 (3.3 ) 0 1 (3.3 ) 0 0 

  C-reactive protein increased 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Ejection fraction decreased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Human rhinovirus test positive 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Influenza a virus test positive 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Oxygen saturation decreased 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Serum ferritin increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 8 (26.7) 4 (13.3) 3 (10.0) 1 (3.3 ) 0 

  Hypoalbuminaemia 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Fluid overload 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hyperferritinaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hyperkalaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hypocalcaemia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hypoglycaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hypokalaemia 1 (3.3 ) 0 1 (3.3 ) 0 0 



  

  

4539 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Hypomagnesaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hypophosphataemia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Iron overload 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Obesity 1 (3.3 ) 1 (3.3 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 5 (16.7) 1 (3.3 ) 3 (10.0) 1 (3.3 ) 0 

  Arthralgia 3 (10.0) 0 3 (10.0) 0 0 

  Pain in extremity 3 (10.0) 0 3 (10.0) 0 0 

  Back pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Bone pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Myalgia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Neck pain 1 (3.3 ) 0 0 1 (3.3 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Malignant neoplasm progression 1 (3.3 ) 0 1 (3.3 ) 0 0 

Nervous system disorders      

  -Total 8 (26.7) 2 (6.7 ) 3 (10.0) 3 (10.0) 0 



  

  

4540 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Headache 4 (13.3) 1 (3.3 ) 2 (6.7 ) 1 (3.3 ) 0 

  Cerebral haemorrhage 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Dyskinesia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Neuralgia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Peripheral sensory neuropathy 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Seizure 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Somnolence 1 (3.3 ) 0 0 1 (3.3 ) 0 

Psychiatric disorders      

  -Total 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Anxiety 2 (6.7 ) 0 2 (6.7 ) 0 0 

Renal and urinary disorders      

  -Total 4 (13.3) 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 

  Haematuria 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Renal impairment 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Urinary retention 1 (3.3 ) 0 1 (3.3 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 7 (23.3) 3 (10.0) 3 (10.0) 1 (3.3 ) 0 



  

  

4541 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Cough 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

  Epistaxis 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Hypoxia 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Rhinorrhoea 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Haemoptysis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Oropharyngeal pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Pharyngeal erythema 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Pneumonitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Pneumothorax 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Tachypnoea 1 (3.3 ) 1 (3.3 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 8 (26.7) 6 (20.0) 0 2 (6.7 ) 0 

  Ingrowing nail 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Rash 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Rash maculo-papular 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Dermatitis 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Dry skin 1 (3.3 ) 1 (3.3 ) 0 0 0 



  

  

4542 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Eczema 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Toxic skin eruption 1 (3.3 ) 0 0 1 (3.3 ) 0 

Vascular disorders      

  -Total 6 (20.0) 0 5 (16.7) 1 (3.3 ) 0 

  Hypertension 5 (16.7) 0 5 (16.7) 0 0 

  Hypotension 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pallor 1 (3.3 ) 1 (3.3 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 170c 

Adverse events (not disease related) before study treatment, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 0 1 (100) 0 

Blood and lymphatic system disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Febrile neutropenia 1 (100) 0 0 1 (100) 0 

  Neutropenia 1 (100) 0 0 1 (100) 0 

Gastrointestinal disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Abdominal pain upper 1 (100) 0 1 (100) 0 0 

  Constipation 1 (100) 0 1 (100) 0 0 

  Flatulence 1 (100) 0 1 (100) 0 0 

  Gingival pruritus 1 (100) 1 (100) 0 0 0 

  Stomatitis 1 (100) 0 1 (100) 0 0 



  

  

4544 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

     

  -Total 1 (100) 0 0 1 (100) 0 

  General physical health deterioration 1 (100) 0 1 (100) 0 0 

  Puncture site haemorrhage 1 (100) 0 0 1 (100) 0 

  Puncture site pain 1 (100) 1 (100) 0 0 0 

  Pyrexia 1 (100) 0 1 (100) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (100) 0 0 1 (100) 0 

  Fall 1 (100) 1 (100) 0 0 0 

  Transfusion reaction 1 (100) 0 0 1 (100) 0 

Investigations      

  -Total 1 (100) 0 1 (100) 0 0 

  Activated partial thromboplastin time 
shortened 

1 (100) 0 1 (100) 0 0 

  Antithrombin iii decreased 1 (100) 0 1 (100) 0 0 

  C-reactive protein increased 1 (100) 0 1 (100) 0 0 

  Immunoglobulins decreased 1 (100) 0 1 (100) 0 0 



  

  

4545 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Protein total decreased 1 (100) 0 1 (100) 0 0 

  Urine output decreased 1 (100) 0 1 (100) 0 0 

Metabolism and nutrition disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Hypokalaemia 1 (100) 0 1 (100) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (100) 0 1 (100) 0 0 

  Arthralgia 1 (100) 1 (100) 0 0 0 

  Back pain 1 (100) 0 1 (100) 0 0 

  Pain in extremity 1 (100) 1 (100) 0 0 0 

  Temporomandibular joint syndrome 1 (100) 1 (100) 0 0 0 

Nervous system disorders      

  -Total 1 (100) 1 (100) 0 0 0 

  Leukoencephalopathy 1 (100) 1 (100) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (100) 1 (100) 0 0 0 

  Penile erythema 1 (100) 1 (100) 0 0 0 



  

  

4546 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 1 (100) 0 1 (100) 0 0 

  Cough 1 (100) 1 (100) 0 0 0 

  Dyspnoea 1 (100) 0 1 (100) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (100) 1 (100) 0 0 0 

  Erythema 1 (100) 1 (100) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 170c 

Adverse events (not disease related) before study treatment, by primary system organ class, 

preferred term, maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

69 (94.5) 3 (4.1 ) 9 (12.3) 27 (37.0) 30 (41.1) 

Blood and lymphatic system disorders      

  -Total 41 (56.2) 4 (5.5 ) 4 (5.5 ) 23 (31.5) 10 (13.7) 

  Anaemia 20 (27.4) 3 (4.1 ) 4 (5.5 ) 13 (17.8) 0 

  Febrile neutropenia 16 (21.9) 0 1 (1.4 ) 14 (19.2) 1 (1.4 ) 

  Neutropenia 10 (13.7) 1 (1.4 ) 0 5 (6.8 ) 4 (5.5 ) 

  Thrombocytopenia 10 (13.7) 0 2 (2.7 ) 2 (2.7 ) 6 (8.2 ) 

  Bone marrow failure 4 (5.5 ) 0 1 (1.4 ) 3 (4.1 ) 0 

  Leukopenia 4 (5.5 ) 0 0 1 (1.4 ) 3 (4.1 ) 

  Febrile bone marrow aplasia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Lymphadenopathy 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Lymphopenia 1 (1.4 ) 0 0 1 (1.4 ) 0 



  

  

4549 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Splenomegaly 1 (1.4 ) 1 (1.4 ) 0 0 0 

Cardiac disorders      

  -Total 13 (17.8) 8 (11.0) 3 (4.1 ) 1 (1.4 ) 1 (1.4 ) 

  Tachycardia 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 0 0 

  Sinus bradycardia 3 (4.1 ) 3 (4.1 ) 0 0 0 

  Sinus tachycardia 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Bradycardia 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Aortic valve disease 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Atrioventricular block 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Bundle branch block left 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Coronary artery dilatation 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Diastolic dysfunction 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Mitral valve disease 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Pericardial effusion 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Pericarditis 1 (1.4 ) 0 1 (1.4 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (1.4 ) 1 (1.4 ) 0 0 0 



  

  

4550 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Glucose-6-phosphate dehydrogenase 
deficiency 

1 (1.4 ) 1 (1.4 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Ear pain 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

Endocrine disorders      

  -Total 3 (4.1 ) 2 (2.7 ) 0 0 1 (1.4 ) 

  Cushingoid 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Hypercalcaemia of malignancy 1 (1.4 ) 0 0 0 1 (1.4 ) 

Eye disorders      

  -Total 3 (4.1 ) 3 (4.1 ) 0 0 0 

  Conjunctival haemorrhage 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Erythema of eyelid 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Ocular hyperaemia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Periorbital disorder 1 (1.4 ) 1 (1.4 ) 0 0 0 

Gastrointestinal disorders      

  -Total 34 (46.6) 9 (12.3) 12 (16.4) 11 (15.1) 2 (2.7 ) 

  Stomatitis 13 (17.8) 5 (6.8 ) 3 (4.1 ) 5 (6.8 ) 0 



  

  

4551 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Constipation 10 (13.7) 5 (6.8 ) 4 (5.5 ) 1 (1.4 ) 0 

  Nausea 10 (13.7) 5 (6.8 ) 4 (5.5 ) 1 (1.4 ) 0 

  Vomiting 7 (9.6 ) 6 (8.2 ) 1 (1.4 ) 0 0 

  Abdominal distension 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 0 0 

  Abdominal pain 4 (5.5 ) 1 (1.4 ) 2 (2.7 ) 1 (1.4 ) 0 

  Dental caries 4 (5.5 ) 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 

  Diarrhoea 4 (5.5 ) 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 

  Anal fissure 3 (4.1 ) 0 1 (1.4 ) 2 (2.7 ) 0 

  Gingival bleeding 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Oral pain 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Anal fistula 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Abdominal discomfort 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Abdominal tenderness 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Anal inflammation 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Anal pruritus 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Ascites 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Dyspepsia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (1.4 ) 0 0 0 1 (1.4 ) 



  

  

4552 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperaesthesia teeth 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hypoaesthesia oral 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Lip swelling 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Neutropenic colitis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Oral mucosal erythema 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Pancreatitis acute 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Pancreatitis chronic 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Proctalgia 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Rectal haemorrhage 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Retching 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Subileus 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Tooth loss 1 (1.4 ) 1 (1.4 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 33 (45.2) 12 (16.4) 16 (21.9) 5 (6.8 ) 0 

  Pyrexia 21 (28.8) 6 (8.2 ) 11 (15.1) 4 (5.5 ) 0 

  Fatigue 9 (12.3) 7 (9.6 ) 2 (2.7 ) 0 0 

  Catheter site pain 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Malaise 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Pain 4 (5.5 ) 1 (1.4 ) 2 (2.7 ) 1 (1.4 ) 0 

  Oedema peripheral 3 (4.1 ) 3 (4.1 ) 0 0 0 

  Asthenia 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Catheter site erythema 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Catheter site haemorrhage 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Device related thrombosis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Facial pain 1 (1.4 ) 1 (1.4 ) 0 0 0 

  General physical health deterioration 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Generalised oedema 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Injection site reaction 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Localised oedema 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Mucosal inflammation 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Vessel puncture site erythema 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Vessel puncture site haematoma 1 (1.4 ) 1 (1.4 ) 0 0 0 

Hepatobiliary disorders      

  -Total 7 (9.6 ) 3 (4.1 ) 1 (1.4 ) 3 (4.1 ) 0 

  Hepatocellular injury 3 (4.1 ) 0 0 3 (4.1 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hepatomegaly 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Jaundice 1 (1.4 ) 1 (1.4 ) 0 0 0 

Immune system disorders      

  -Total 8 (11.0) 2 (2.7 ) 2 (2.7 ) 4 (5.5 ) 0 

  Drug hypersensitivity 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (2.7 ) 0 0 2 (2.7 ) 0 

  Hypogammaglobulinaemia 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Anaphylactic reaction 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Cell-mediated immune deficiency 1 (1.4 ) 0 0 1 (1.4 ) 0 

Infections and infestations      

  -Total 38 (52.1) 4 (5.5 ) 9 (12.3) 17 (23.3) 8 (11.0) 

  Pneumonia 5 (6.8 ) 1 (1.4 ) 1 (1.4 ) 2 (2.7 ) 1 (1.4 ) 

  Device related infection 3 (4.1 ) 0 1 (1.4 ) 2 (2.7 ) 0 

  Neutropenic infection 3 (4.1 ) 0 0 3 (4.1 ) 0 

  Sepsis 3 (4.1 ) 0 0 1 (1.4 ) 2 (2.7 ) 

  Staphylococcal infection 3 (4.1 ) 0 1 (1.4 ) 2 (2.7 ) 0 

  Bacterial infection 2 (2.7 ) 0 2 (2.7 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bronchopulmonary aspergillosis 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Clostridium difficile infection 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Oral candidiasis 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Oral herpes 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Rhinovirus infection 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Septic shock 2 (2.7 ) 0 0 0 2 (2.7 ) 

  Urinary tract infection 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Anal fistula infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Bacterial pyelonephritis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Cellulitis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Cellulitis orbital 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Central nervous system infection 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Croup infectious 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Enterococcal sepsis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Enterovirus infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Escherichia bacteraemia 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Escherichia sepsis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Fungal infection 1 (1.4 ) 0 1 (1.4 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Herpes simplex 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Herpes zoster 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Human herpesvirus 6 infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Listeria sepsis 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Oral infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Otitis externa 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Otitis media 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Parvovirus b19 infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Periorbital cellulitis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Pneumonia fungal 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Post procedural infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Pseudomonas infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Rash pustular 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Rhinitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Rotavirus infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Upper respiratory tract infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Urinary tract infection viral 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Varicella 1 (1.4 ) 0 0 1 (1.4 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural 
complications 

     

  -Total 12 (16.4) 6 (8.2 ) 3 (4.1 ) 3 (4.1 ) 0 

  Contusion 5 (6.8 ) 5 (6.8 ) 0 0 0 

  Cervical vertebral fracture 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Delayed serologic transfusion 
reaction 

1 (1.4 ) 0 1 (1.4 ) 0 0 

  Eye contusion 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Gastrostomy tube site complication 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Infusion related reaction 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Procedural pain 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Toxicity to various agents 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Transfusion related complication 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Vascular access site occlusion 1 (1.4 ) 1 (1.4 ) 0 0 0 

Investigations      

  -Total 33 (45.2) 6 (8.2 ) 4 (5.5 ) 7 (9.6 ) 16 (21.9) 

  Platelet count decreased 12 (16.4) 1 (1.4 ) 0 2 (2.7 ) 9 (12.3) 

  White blood cell count decreased 12 (16.4) 1 (1.4 ) 1 (1.4 ) 4 (5.5 ) 6 (8.2 ) 

  Neutrophil count decreased 10 (13.7) 2 (2.7 ) 0 1 (1.4 ) 7 (9.6 ) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspartate aminotransferase 
increased 

5 (6.8 ) 2 (2.7 ) 1 (1.4 ) 2 (2.7 ) 0 

  C-reactive protein increased 5 (6.8 ) 2 (2.7 ) 1 (1.4 ) 2 (2.7 ) 0 

  Weight decreased 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 0 0 

  Alanine aminotransferase increased 3 (4.1 ) 1 (1.4 ) 0 2 (2.7 ) 0 

  Blood bilirubin increased 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Serum ferritin increased 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Activated partial thromboplastin time 
prolonged 

2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Gamma-glutamyltransferase 
increased 

2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Lipase increased 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

  Amylase increased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Antithrombin iii decreased 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Blood creatinine increased 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Blood fibrinogen decreased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (1.4 ) 0 1 (1.4 ) 0 0 

  Blood pressure increased 1 (1.4 ) 0 1 (1.4 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood urea decreased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blood urea increased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blood uric acid increased 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Cardiac murmur 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Ejection fraction decreased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Human rhinovirus test positive 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Influenza a virus test positive 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Influenza virus test positive 1 (1.4 ) 1 (1.4 ) 0 0 0 

  International normalised ratio 
increased 

1 (1.4 ) 0 1 (1.4 ) 0 0 

  Oxygen saturation decreased 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Urine output decreased 1 (1.4 ) 0 1 (1.4 ) 0 0 

Metabolism and nutrition disorders      

  -Total 21 (28.8) 11 (15.1) 5 (6.8 ) 5 (6.8 ) 0 

  Hypokalaemia 9 (12.3) 4 (5.5 ) 2 (2.7 ) 3 (4.1 ) 0 

  Decreased appetite 6 (8.2 ) 4 (5.5 ) 0 2 (2.7 ) 0 

  Hyperuricaemia 5 (6.8 ) 5 (6.8 ) 0 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypocalcaemia 5 (6.8 ) 4 (5.5 ) 1 (1.4 ) 0 0 

  Hypophosphataemia 5 (6.8 ) 2 (2.7 ) 1 (1.4 ) 2 (2.7 ) 0 

  Hyperkalaemia 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Hypomagnesaemia 4 (5.5 ) 4 (5.5 ) 0 0 0 

  Hyperglycaemia 3 (4.1 ) 2 (2.7 ) 0 1 (1.4 ) 0 

  Hypoalbuminaemia 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Dehydration 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Fluid overload 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Hypertriglyceridaemia 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Hyperferritinaemia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hypermagnesaemia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hypoglycaemia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hyponatraemia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Iron overload 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Obesity 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Tumour lysis syndrome 1 (1.4 ) 0 0 1 (1.4 ) 0 

Musculoskeletal and connective tissue 
disorders 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 17 (23.3) 4 (5.5 ) 10 (13.7) 3 (4.1 ) 0 

  Pain in extremity 9 (12.3) 2 (2.7 ) 7 (9.6 ) 0 0 

  Arthralgia 5 (6.8 ) 0 5 (6.8 ) 0 0 

  Back pain 5 (6.8 ) 1 (1.4 ) 3 (4.1 ) 1 (1.4 ) 0 

  Bone pain 4 (5.5 ) 0 3 (4.1 ) 1 (1.4 ) 0 

  Myalgia 3 (4.1 ) 3 (4.1 ) 0 0 0 

  Neck pain 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

  Muscular weakness 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Pain in jaw 1 (1.4 ) 1 (1.4 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 3 (4.1 ) 0 2 (2.7 ) 0 1 (1.4 ) 

  Malignant neoplasm progression 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Meningioma malignant 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Neoplasm of orbit 1 (1.4 ) 0 0 0 1 (1.4 ) 

Nervous system disorders      

  -Total 23 (31.5) 6 (8.2 ) 8 (11.0) 8 (11.0) 1 (1.4 ) 

  Headache 11 (15.1) 4 (5.5 ) 5 (6.8 ) 2 (2.7 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Seizure 4 (5.5 ) 1 (1.4 ) 1 (1.4 ) 2 (2.7 ) 0 

  Somnolence 4 (5.5 ) 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 

  Dyskinesia 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Cerebral haemorrhage 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Cerebral venous sinus thrombosis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Cranial nerve disorder 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Depressed level of consciousness 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Dizziness 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Encephalopathy 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Hypoaesthesia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Intracranial pressure increased 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Lethargy 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Neuralgia 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Neurological symptom 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Neuropathy peripheral 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Paraesthesia 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Partial seizures 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Peripheral motor neuropathy 1 (1.4 ) 1 (1.4 ) 0 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Peripheral sensory neuropathy 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (1.4 ) 0 0 1 (1.4 ) 0 

  Speech disorder 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Status epilepticus 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Tremor 1 (1.4 ) 1 (1.4 ) 0 0 0 

Product issues      

  -Total 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Manufacturing product shipping issue 1 (1.4 ) 0 0 0 1 (1.4 ) 

Psychiatric disorders      

  -Total 8 (11.0) 1 (1.4 ) 5 (6.8 ) 2 (2.7 ) 0 

  Anxiety 4 (5.5 ) 0 4 (5.5 ) 0 0 

  Agitation 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Insomnia 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Abnormal behaviour 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Confusional state 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Depression 1 (1.4 ) 0 0 1 (1.4 ) 0 

Renal and urinary disorders      
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 12 (16.4) 7 (9.6 ) 3 (4.1 ) 2 (2.7 ) 0 

  Haematuria 4 (5.5 ) 4 (5.5 ) 0 0 0 

  Dysuria 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Urinary retention 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Acute kidney injury 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Chromaturia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Haemoglobinuria 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Nephropathy 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Renal impairment 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Urinary incontinence 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Urinary tract disorder 1 (1.4 ) 0 1 (1.4 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Penile pain 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Perineal rash 1 (1.4 ) 1 (1.4 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 16 (21.9) 4 (5.5 ) 8 (11.0) 3 (4.1 ) 1 (1.4 ) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Epistaxis 8 (11.0) 3 (4.1 ) 4 (5.5 ) 1 (1.4 ) 0 

  Cough 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Hypoxia 4 (5.5 ) 1 (1.4 ) 1 (1.4 ) 2 (2.7 ) 0 

  Tachypnoea 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 0 0 

  Oropharyngeal pain 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Pleural effusion 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Rhinorrhoea 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Atelectasis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Dyspnoea 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Dyspnoea exertional 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Haemoptysis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Orthopnoea 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Pharyngeal erythema 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Pneumonia aspiration 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Pneumonitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Pneumothorax 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Wheezing 1 (1.4 ) 0 1 (1.4 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Skin and subcutaneous tissue 
disorders 

     

  -Total 18 (24.7) 12 (16.4) 4 (5.5 ) 2 (2.7 ) 0 

  Rash 6 (8.2 ) 5 (6.8 ) 1 (1.4 ) 0 0 

  Dry skin 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Alopecia 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Ingrowing nail 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Rash maculo-papular 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

  Toxic skin eruption 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Urticaria 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Dermatitis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Eczema 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Erythema 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hyperhidrosis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Petechiae 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Pruritus 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Skin lesion 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Skin oedema 1 (1.4 ) 1 (1.4 ) 0 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Skin ulcer 1 (1.4 ) 1 (1.4 ) 0 0 0 

Vascular disorders      

  -Total 10 (13.7) 3 (4.1 ) 6 (8.2 ) 1 (1.4 ) 0 

  Hypertension 8 (11.0) 2 (2.7 ) 6 (8.2 ) 0 0 

  Hypotension 3 (4.1 ) 2 (2.7 ) 0 1 (1.4 ) 0 

  Pallor 1 (1.4 ) 1 (1.4 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t170_gd_b2001x.sas@@/main/2 25JUN21:17:31                                        Final 
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Tabl e 170d => Adverse events (not disease related) befor e s tudy treatment, by primar y system organ class, preferred ter m, maxi mum CTC  grade and R egion ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                    
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 170d 

Adverse events (not disease related) before study treatment, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

49 (92.5) 3 (5.7 ) 7 (13.2) 25 (47.2) 14 (26.4) 

Blood and lymphatic system disorders      

  -Total 23 (43.4) 4 (7.5 ) 3 (5.7 ) 14 (26.4) 2 (3.8 ) 

  Febrile neutropenia 9 (17.0) 0 0 9 (17.0) 0 

  Neutropenia 7 (13.2) 1 (1.9 ) 0 5 (9.4 ) 1 (1.9 ) 

  Anaemia 6 (11.3) 2 (3.8 ) 2 (3.8 ) 2 (3.8 ) 0 

  Bone marrow failure 3 (5.7 ) 0 1 (1.9 ) 2 (3.8 ) 0 

  Leukopenia 3 (5.7 ) 0 0 1 (1.9 ) 2 (3.8 ) 

  Thrombocytopenia 2 (3.8 ) 0 1 (1.9 ) 0 1 (1.9 ) 

  Febrile bone marrow aplasia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Lymphopenia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Splenomegaly 1 (1.9 ) 1 (1.9 ) 0 0 0 



  

  

4569 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Cardiac disorders      

  -Total 3 (5.7 ) 2 (3.8 ) 0 1 (1.9 ) 0 

  Atrioventricular block 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Coronary artery dilatation 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Diastolic dysfunction 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Sinus bradycardia 1 (1.9 ) 1 (1.9 ) 0 0 0 

Endocrine disorders      

  -Total 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Hypercalcaemia of malignancy 1 (1.9 ) 0 0 0 1 (1.9 ) 

Gastrointestinal disorders      

  -Total 19 (35.8) 4 (7.5 ) 6 (11.3) 8 (15.1) 1 (1.9 ) 

  Stomatitis 9 (17.0) 2 (3.8 ) 2 (3.8 ) 5 (9.4 ) 0 

  Constipation 5 (9.4 ) 1 (1.9 ) 3 (5.7 ) 1 (1.9 ) 0 

  Dental caries 3 (5.7 ) 1 (1.9 ) 1 (1.9 ) 1 (1.9 ) 0 

  Nausea 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 0 0 

  Anal fissure 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Abdominal pain upper 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Anal inflammation 1 (1.9 ) 0 0 1 (1.9 ) 0 



  

  

4570 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Anal pruritus 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Ascites 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Flatulence 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Gastrointestinal haemorrhage 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Gingival pruritus 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Neutropenic colitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Proctalgia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Rectal haemorrhage 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Subileus 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Vomiting 1 (1.9 ) 1 (1.9 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 19 (35.8) 7 (13.2) 9 (17.0) 3 (5.7 ) 0 

  Pyrexia 12 (22.6) 3 (5.7 ) 7 (13.2) 2 (3.8 ) 0 

  Catheter site pain 2 (3.8 ) 2 (3.8 ) 0 0 0 

  General physical health deterioration 2 (3.8 ) 0 2 (3.8 ) 0 0 

  Catheter site erythema 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Device related thrombosis 1 (1.9 ) 0 1 (1.9 ) 0 0 



  

  

4571 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Fatigue 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Mucosal inflammation 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Puncture site haemorrhage 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Puncture site pain 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Vessel puncture site erythema 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Vessel puncture site haematoma 1 (1.9 ) 1 (1.9 ) 0 0 0 

Hepatobiliary disorders      

  -Total 6 (11.3) 2 (3.8 ) 1 (1.9 ) 3 (5.7 ) 0 

  Hepatocellular injury 3 (5.7 ) 0 0 3 (5.7 ) 0 

  Hepatomegaly 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 0 0 

Immune system disorders      

  -Total 4 (7.5 ) 1 (1.9 ) 1 (1.9 ) 2 (3.8 ) 0 

  Cell-mediated immune deficiency 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Drug hypersensitivity 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (1.9 ) 0 0 1 (1.9 ) 0 

  Hypogammaglobulinaemia 1 (1.9 ) 0 1 (1.9 ) 0 0 

Infections and infestations      



  

  

4572 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 23 (43.4) 1 (1.9 ) 6 (11.3) 10 (18.9) 6 (11.3) 

  Neutropenic infection 3 (5.7 ) 0 0 3 (5.7 ) 0 

  Sepsis 3 (5.7 ) 0 0 1 (1.9 ) 2 (3.8 ) 

  Bronchopulmonary aspergillosis 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Device related infection 2 (3.8 ) 0 0 2 (3.8 ) 0 

  Pneumonia 2 (3.8 ) 0 1 (1.9 ) 0 1 (1.9 ) 

  Septic shock 2 (3.8 ) 0 0 0 2 (3.8 ) 

  Staphylococcal infection 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Urinary tract infection 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Cellulitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Cellulitis orbital 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Central nervous system infection 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Clostridium difficile infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Escherichia sepsis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Herpes zoster 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Human herpesvirus 6 infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Oral herpes 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Parvovirus b19 infection 1 (1.9 ) 0 0 1 (1.9 ) 0 



  

  

4573 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Post procedural infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Pseudomonas infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Rhinitis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Rotavirus infection 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Urinary tract infection viral 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Varicella 1 (1.9 ) 0 0 1 (1.9 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 3 (5.7 ) 0 1 (1.9 ) 2 (3.8 ) 0 

  Cervical vertebral fracture 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Fall 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Toxicity to various agents 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Transfusion reaction 1 (1.9 ) 0 0 1 (1.9 ) 0 

Investigations      

  -Total 14 (26.4) 2 (3.8 ) 3 (5.7 ) 5 (9.4 ) 4 (7.5 ) 

  White blood cell count decreased 6 (11.3) 1 (1.9 ) 1 (1.9 ) 2 (3.8 ) 2 (3.8 ) 

  Platelet count decreased 5 (9.4 ) 1 (1.9 ) 0 2 (3.8 ) 2 (3.8 ) 

  C-reactive protein increased 4 (7.5 ) 0 2 (3.8 ) 2 (3.8 ) 0 



  

  

4574 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Neutrophil count decreased 4 (7.5 ) 2 (3.8 ) 0 0 2 (3.8 ) 

  Activated partial thromboplastin time 
shortened 

1 (1.9 ) 0 1 (1.9 ) 0 0 

  Alanine aminotransferase increased 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Antithrombin iii decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Aspartate aminotransferase 
increased 

1 (1.9 ) 1 (1.9 ) 0 0 0 

  Blood uric acid increased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Immunoglobulins decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Protein total decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Urine output decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

Metabolism and nutrition disorders      

  -Total 6 (11.3) 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 0 

  Hypoalbuminaemia 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Hyperuricaemia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Hypocalcaemia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Hypoglycaemia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Hypokalaemia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Hypomagnesaemia 1 (1.9 ) 1 (1.9 ) 0 0 0 



  

  

4575 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Hypophosphataemia 1 (1.9 ) 0 0 1 (1.9 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 6 (11.3) 0 5 (9.4 ) 1 (1.9 ) 0 

  Arthralgia 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 0 0 

  Back pain 3 (5.7 ) 0 3 (5.7 ) 0 0 

  Bone pain 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Pain in extremity 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Temporomandibular joint syndrome 1 (1.9 ) 1 (1.9 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (3.8 ) 0 2 (3.8 ) 0 0 

  Malignant neoplasm progression 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Meningioma malignant 1 (1.9 ) 0 1 (1.9 ) 0 0 

Nervous system disorders      

  -Total 11 (20.8) 2 (3.8 ) 4 (7.5 ) 5 (9.4 ) 0 

  Seizure 4 (7.5 ) 1 (1.9 ) 1 (1.9 ) 2 (3.8 ) 0 

  Headache 3 (5.7 ) 1 (1.9 ) 1 (1.9 ) 1 (1.9 ) 0 

  Cerebral venous sinus thrombosis 1 (1.9 ) 0 1 (1.9 ) 0 0 



  

  

4576 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Leukoencephalopathy 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Neuralgia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Neuropathy peripheral 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Peripheral sensory neuropathy 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (1.9 ) 0 0 1 (1.9 ) 0 

  Somnolence 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Status epilepticus 1 (1.9 ) 0 1 (1.9 ) 0 0 

Psychiatric disorders      

  -Total 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Depression 1 (1.9 ) 0 0 1 (1.9 ) 0 

Renal and urinary disorders      

  -Total 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 0 0 

  Haematuria 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Nephropathy 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Urinary tract disorder 1 (1.9 ) 0 1 (1.9 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 



  

  

4577 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Penile erythema 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Penile pain 1 (1.9 ) 0 1 (1.9 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 4 (7.5 ) 1 (1.9 ) 2 (3.8 ) 0 1 (1.9 ) 

  Cough 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Dyspnoea 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Hypoxia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Pneumonia aspiration 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Pneumonitis 1 (1.9 ) 0 1 (1.9 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 8 (15.1) 4 (7.5 ) 2 (3.8 ) 2 (3.8 ) 0 

  Rash 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 0 0 

  Rash maculo-papular 2 (3.8 ) 1 (1.9 ) 0 1 (1.9 ) 0 

  Toxic skin eruption 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Dry skin 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Eczema 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Erythema 1 (1.9 ) 1 (1.9 ) 0 0 0 



  

  

4578 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Petechiae 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Urticaria 1 (1.9 ) 0 1 (1.9 ) 0 0 

Vascular disorders      

  -Total 4 (7.5 ) 0 3 (5.7 ) 1 (1.9 ) 0 

  Hypertension 3 (5.7 ) 0 3 (5.7 ) 0 0 

  Hypotension 1 (1.9 ) 0 0 1 (1.9 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t170_gd_b2001x.sas@@/main/2 25JUN21:17:31                                        Final 
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4580 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 170d 

Adverse events (not disease related) before study treatment, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

18 (100) 0 2 (11.1) 2 (11.1) 14 (77.8) 

Blood and lymphatic system disorders      

  -Total 16 (88.9) 0 1 (5.6 ) 7 (38.9) 8 (44.4) 

  Anaemia 12 (66.7) 1 (5.6 ) 2 (11.1) 9 (50.0) 0 

  Thrombocytopenia 8 (44.4) 0 1 (5.6 ) 2 (11.1) 5 (27.8) 

  Febrile neutropenia 6 (33.3) 0 1 (5.6 ) 4 (22.2) 1 (5.6 ) 

  Neutropenia 4 (22.2) 0 0 1 (5.6 ) 3 (16.7) 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Leukopenia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Lymphadenopathy 1 (5.6 ) 0 1 (5.6 ) 0 0 

Cardiac disorders      

  -Total 10 (55.6) 6 (33.3) 3 (16.7) 0 1 (5.6 ) 



  

  

4581 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Tachycardia 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Sinus tachycardia 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Bradycardia 2 (11.1) 0 2 (11.1) 0 0 

  Sinus bradycardia 2 (11.1) 2 (11.1) 0 0 0 

  Aortic valve disease 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Bundle branch block left 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Mitral valve disease 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pericardial effusion 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Pericarditis 1 (5.6 ) 0 1 (5.6 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase 
deficiency 

1 (5.6 ) 1 (5.6 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Ear pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

Endocrine disorders      

  -Total 2 (11.1) 2 (11.1) 0 0 0 



  

  

4582 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Cushingoid 2 (11.1) 2 (11.1) 0 0 0 

Eye disorders      

  -Total 3 (16.7) 3 (16.7) 0 0 0 

  Conjunctival haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Erythema of eyelid 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Ocular hyperaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Periorbital disorder 1 (5.6 ) 1 (5.6 ) 0 0 0 

Gastrointestinal disorders      

  -Total 16 (88.9) 5 (27.8) 7 (38.9) 3 (16.7) 1 (5.6 ) 

  Nausea 7 (38.9) 3 (16.7) 3 (16.7) 1 (5.6 ) 0 

  Constipation 6 (33.3) 4 (22.2) 2 (11.1) 0 0 

  Vomiting 6 (33.3) 5 (27.8) 1 (5.6 ) 0 0 

  Stomatitis 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Abdominal distension 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Abdominal pain 4 (22.2) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 0 

  Diarrhoea 4 (22.2) 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 

  Gingival bleeding 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Oral pain 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 



  

  

4583 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Anal fistula 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Abdominal discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Abdominal tenderness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Anal fissure 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Dental caries 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyspepsia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyperaesthesia teeth 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypoaesthesia oral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Lip swelling 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral mucosal erythema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pancreatitis acute 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Pancreatitis chronic 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Retching 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Tooth loss 1 (5.6 ) 1 (5.6 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 14 (77.8) 5 (27.8) 7 (38.9) 2 (11.1) 0 

  Pyrexia 9 (50.0) 3 (16.7) 5 (27.8) 1 (5.6 ) 0 



  

  

4584 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Fatigue 8 (44.4) 6 (33.3) 2 (11.1) 0 0 

  Malaise 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Pain 4 (22.2) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 0 

  Oedema peripheral 3 (16.7) 3 (16.7) 0 0 0 

  Asthenia 2 (11.1) 2 (11.1) 0 0 0 

  Catheter site pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Catheter site haemorrhage 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Facial pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Generalised oedema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Injection site reaction 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Localised oedema 1 (5.6 ) 0 1 (5.6 ) 0 0 

Hepatobiliary disorders      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Jaundice 1 (5.6 ) 1 (5.6 ) 0 0 0 

Immune system disorders      

  -Total 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Drug hypersensitivity 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

4585 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections and infestations      

  -Total 13 (72.2) 3 (16.7) 3 (16.7) 5 (27.8) 2 (11.1) 

  Pneumonia 3 (16.7) 1 (5.6 ) 0 2 (11.1) 0 

  Bacterial infection 2 (11.1) 0 2 (11.1) 0 0 

  Oral candidiasis 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Rhinovirus infection 2 (11.1) 2 (11.1) 0 0 0 

  Anal fistula infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Bacterial pyelonephritis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Clostridium difficile infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Device related infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Enterococcal sepsis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Enterovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Escherichia bacteraemia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Herpes simplex 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Listeria sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 



  

  

4586 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Oral herpes 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Otitis media 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Periorbital cellulitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pneumonia fungal 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Rash pustular 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Staphylococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 10 (55.6) 6 (33.3) 2 (11.1) 2 (11.1) 0 

  Contusion 5 (27.8) 5 (27.8) 0 0 0 

  Delayed serologic transfusion 
reaction 

1 (5.6 ) 0 1 (5.6 ) 0 0 

  Eye contusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gastrostomy tube site complication 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Infusion related reaction 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Procedural pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Transfusion related complication 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

4587 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Vascular access site occlusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

Investigations      

  -Total 17 (94.4) 4 (22.2) 2 (11.1) 1 (5.6 ) 10 (55.6) 

  Platelet count decreased 5 (27.8) 0 0 0 5 (27.8) 

  White blood cell count decreased 5 (27.8) 0 0 2 (11.1) 3 (16.7) 

  Aspartate aminotransferase 
increased 

4 (22.2) 1 (5.6 ) 1 (5.6 ) 2 (11.1) 0 

  Weight decreased 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Blood bilirubin increased 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Neutrophil count decreased 3 (16.7) 0 0 0 3 (16.7) 

  Serum ferritin increased 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Activated partial thromboplastin time 
prolonged 

2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Alanine aminotransferase increased 2 (11.1) 0 0 2 (11.1) 0 

  C-reactive protein increased 2 (11.1) 2 (11.1) 0 0 0 

  Gamma-glutamyltransferase 
increased 

2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Lipase increased 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Amylase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

4588 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Blood creatinine increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood fibrinogen decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood pressure increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood urea decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood urea increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Cardiac murmur 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Ejection fraction decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Human rhinovirus test positive 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Influenza a virus test positive 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Influenza virus test positive 1 (5.6 ) 1 (5.6 ) 0 0 0 

  International normalised ratio 
increased 

1 (5.6 ) 0 1 (5.6 ) 0 0 

  Oxygen saturation decreased 1 (5.6 ) 0 0 1 (5.6 ) 0 

Metabolism and nutrition disorders      

  -Total 15 (83.3) 8 (44.4) 4 (22.2) 3 (16.7) 0 

  Hypokalaemia 8 (44.4) 4 (22.2) 2 (11.1) 2 (11.1) 0 



  

  

4589 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Decreased appetite 6 (33.3) 4 (22.2) 0 2 (11.1) 0 

  Hyperkalaemia 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Hyperuricaemia 4 (22.2) 4 (22.2) 0 0 0 

  Hypocalcaemia 4 (22.2) 4 (22.2) 0 0 0 

  Hypophosphataemia 4 (22.2) 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 

  Hyperglycaemia 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Hypomagnesaemia 3 (16.7) 3 (16.7) 0 0 0 

  Dehydration 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Fluid overload 2 (11.1) 0 2 (11.1) 0 0 

  Hypertriglyceridaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hyperferritinaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypermagnesaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypoalbuminaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyponatraemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Iron overload 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Obesity 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Tumour lysis syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 



  

  

4590 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 12 (66.7) 4 (22.2) 6 (33.3) 2 (11.1) 0 

  Pain in extremity 8 (44.4) 2 (11.1) 6 (33.3) 0 0 

  Arthralgia 3 (16.7) 0 3 (16.7) 0 0 

  Back pain 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Myalgia 3 (16.7) 3 (16.7) 0 0 0 

  Bone pain 2 (11.1) 0 2 (11.1) 0 0 

  Neck pain 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Muscular weakness 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pain in jaw 1 (5.6 ) 1 (5.6 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Neoplasm of orbit 1 (5.6 ) 0 0 0 1 (5.6 ) 

Nervous system disorders      

  -Total 13 (72.2) 5 (27.8) 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Headache 8 (44.4) 3 (16.7) 4 (22.2) 1 (5.6 ) 0 

  Somnolence 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 



  

  

4591 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Dyskinesia 2 (11.1) 2 (11.1) 0 0 0 

  Cerebral haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Cranial nerve disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Depressed level of consciousness 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Dizziness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Encephalopathy 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Hypoaesthesia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Intracranial pressure increased 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Lethargy 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Neurological symptom 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Paraesthesia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Partial seizures 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Peripheral motor neuropathy 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Speech disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Tremor 1 (5.6 ) 1 (5.6 ) 0 0 0 

Product issues      

  -Total 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Manufacturing product shipping issue 1 (5.6 ) 0 0 0 1 (5.6 ) 



  

  

4592 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Psychiatric disorders      

  -Total 7 (38.9) 1 (5.6 ) 5 (27.8) 1 (5.6 ) 0 

  Anxiety 4 (22.2) 0 4 (22.2) 0 0 

  Agitation 2 (11.1) 0 2 (11.1) 0 0 

  Insomnia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Abnormal behaviour 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Confusional state 1 (5.6 ) 0 0 1 (5.6 ) 0 

Renal and urinary disorders      

  -Total 9 (50.0) 5 (27.8) 2 (11.1) 2 (11.1) 0 

  Haematuria 3 (16.7) 3 (16.7) 0 0 0 

  Dysuria 2 (11.1) 2 (11.1) 0 0 0 

  Urinary retention 2 (11.1) 0 2 (11.1) 0 0 

  Acute kidney injury 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Chromaturia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Haemoglobinuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Renal impairment 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Urinary incontinence 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

4593 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Reproductive system and breast 
disorders 

     

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Perineal rash 1 (5.6 ) 1 (5.6 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 13 (72.2) 3 (16.7) 7 (38.9) 3 (16.7) 0 

  Epistaxis 8 (44.4) 3 (16.7) 4 (22.2) 1 (5.6 ) 0 

  Cough 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Tachypnoea 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Hypoxia 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Oropharyngeal pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Pleural effusion 2 (11.1) 0 2 (11.1) 0 0 

  Rhinorrhoea 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Atelectasis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyspnoea 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Dyspnoea exertional 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Haemoptysis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Orthopnoea 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

4594 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Pharyngeal erythema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pneumothorax 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Wheezing 1 (5.6 ) 0 1 (5.6 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 11 (61.1) 9 (50.0) 2 (11.1) 0 0 

  Dry skin 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Rash 3 (16.7) 3 (16.7) 0 0 0 

  Alopecia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Ingrowing nail 2 (11.1) 2 (11.1) 0 0 0 

  Dermatitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Erythema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyperhidrosis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pruritus 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Skin lesion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Skin oedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Skin ulcer 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Urticaria 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

4595 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Vascular disorders      

  -Total 6 (33.3) 3 (16.7) 3 (16.7) 0 0 

  Hypertension 5 (27.8) 2 (11.1) 3 (16.7) 0 0 

  Hypotension 2 (11.1) 2 (11.1) 0 0 0 

  Pallor 1 (5.6 ) 1 (5.6 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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4596 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 170d 

Adverse events (not disease related) before study treatment, by primary system organ class, 

preferred term, maximum CTC grade and Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

3 (100) 0 0 1 (33.3) 2 (66.7) 

Blood and lymphatic system disorders      

  -Total 3 (100) 0 0 3 (100) 0 

  Anaemia 2 (66.7) 0 0 2 (66.7) 0 

  Febrile neutropenia 2 (66.7) 0 0 2 (66.7) 0 

General disorders and administration 
site conditions 

     

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Pyrexia 1 (33.3) 0 0 1 (33.3) 0 

Immune system disorders      

  -Total 2 (66.7) 0 1 (33.3) 1 (33.3) 0 



  

  

4597 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Anaphylactic reaction 1 (33.3) 0 0 1 (33.3) 0 

  Hypogammaglobulinaemia 1 (33.3) 0 1 (33.3) 0 0 

Infections and infestations      

  -Total 2 (66.7) 0 0 2 (66.7) 0 

  Croup infectious 1 (33.3) 0 0 1 (33.3) 0 

  Otitis externa 1 (33.3) 0 0 1 (33.3) 0 

Investigations      

  -Total 3 (100) 0 0 1 (33.3) 2 (66.7) 

  Neutrophil count decreased 3 (100) 0 0 1 (33.3) 2 (66.7) 

  Platelet count decreased 2 (66.7) 0 0 0 2 (66.7) 

  Antithrombin iii decreased 1 (33.3) 0 1 (33.3) 0 0 

  Urine output decreased 1 (33.3) 0 1 (33.3) 0 0 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Hypokalaemia 1 (33.3) 0 0 1 (33.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 



  

  

4598 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t170_gd_b2001x.sas@@/main/2 25JUN21:17:31                                        Final 
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Tabl e 170e => Adverse events (not disease related) befor e s tudy treatment, by primar y system organ class, preferred ter m, maxi mum CTC  grade and Prior SCT thera py ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                         
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 170e 

Adverse events (not disease related) before study treatment, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

43 (95.6) 2 (4.4 ) 7 (15.6) 14 (31.1) 20 (44.4) 

Blood and lymphatic system disorders      

  -Total 25 (55.6) 4 (8.9 ) 3 (6.7 ) 12 (26.7) 6 (13.3) 

  Anaemia 12 (26.7) 2 (4.4 ) 3 (6.7 ) 7 (15.6) 0 

  Febrile neutropenia 8 (17.8) 0 0 7 (15.6) 1 (2.2 ) 

  Neutropenia 8 (17.8) 1 (2.2 ) 0 5 (11.1) 2 (4.4 ) 

  Thrombocytopenia 6 (13.3) 0 2 (4.4 ) 0 4 (8.9 ) 

  Leukopenia 2 (4.4 ) 0 0 1 (2.2 ) 1 (2.2 ) 

  Bone marrow failure 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Lymphadenopathy 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Splenomegaly 1 (2.2 ) 1 (2.2 ) 0 0 0 

Cardiac disorders      



  

  

4600 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 9 (20.0) 5 (11.1) 3 (6.7 ) 0 1 (2.2 ) 

  Tachycardia 4 (8.9 ) 2 (4.4 ) 2 (4.4 ) 0 0 

  Bradycardia 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Sinus bradycardia 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Aortic valve disease 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Bundle branch block left 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Diastolic dysfunction 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Mitral valve disease 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pericardial effusion 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Pericarditis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Sinus tachycardia 1 (2.2 ) 0 1 (2.2 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase 
deficiency 

1 (2.2 ) 1 (2.2 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Ear pain 1 (2.2 ) 1 (2.2 ) 0 0 0 



  

  

4601 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Endocrine disorders      

  -Total 2 (4.4 ) 1 (2.2 ) 0 0 1 (2.2 ) 

  Cushingoid 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hypercalcaemia of malignancy 1 (2.2 ) 0 0 0 1 (2.2 ) 

Eye disorders      

  -Total 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Erythema of eyelid 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Ocular hyperaemia 1 (2.2 ) 1 (2.2 ) 0 0 0 

Gastrointestinal disorders      

  -Total 17 (37.8) 5 (11.1) 7 (15.6) 3 (6.7 ) 2 (4.4 ) 

  Nausea 7 (15.6) 4 (8.9 ) 3 (6.7 ) 0 0 

  Stomatitis 7 (15.6) 2 (4.4 ) 3 (6.7 ) 2 (4.4 ) 0 

  Constipation 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 0 

  Vomiting 5 (11.1) 5 (11.1) 0 0 0 

  Abdominal pain 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 0 0 

  Anal fissure 3 (6.7 ) 0 1 (2.2 ) 2 (4.4 ) 0 

  Abdominal distension 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Diarrhoea 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 



  

  

4602 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Oral pain 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Abdominal discomfort 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Abdominal tenderness 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Anal fistula 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Anal inflammation 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Anal pruritus 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Ascites 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Dental caries 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Dyspepsia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Gingival bleeding 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hyperaesthesia teeth 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Oral mucosal erythema 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pancreatitis acute 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Pancreatitis chronic 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Proctalgia 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Retching 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Subileus 1 (2.2 ) 0 1 (2.2 ) 0 0 



  

  

4603 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Tooth loss 1 (2.2 ) 1 (2.2 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 19 (42.2) 9 (20.0) 8 (17.8) 2 (4.4 ) 0 

  Pyrexia 13 (28.9) 6 (13.3) 5 (11.1) 2 (4.4 ) 0 

  Fatigue 6 (13.3) 5 (11.1) 1 (2.2 ) 0 0 

  Catheter site pain 3 (6.7 ) 3 (6.7 ) 0 0 0 

  Malaise 3 (6.7 ) 3 (6.7 ) 0 0 0 

  Asthenia 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Catheter site haemorrhage 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Device related thrombosis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Facial pain 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Generalised oedema 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Oedema peripheral 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pain 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Vessel puncture site erythema 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Vessel puncture site haematoma 1 (2.2 ) 1 (2.2 ) 0 0 0 

Hepatobiliary disorders      



  

  

4604 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 6 (13.3) 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 0 

  Hepatomegaly 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Hepatocellular injury 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Jaundice 1 (2.2 ) 1 (2.2 ) 0 0 0 

Immune system disorders      

  -Total 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 1 (2.2 ) 0 

  Anaphylactic reaction 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Drug hypersensitivity 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hypogammaglobulinaemia 1 (2.2 ) 0 1 (2.2 ) 0 0 

Infections and infestations      

  -Total 24 (53.3) 2 (4.4 ) 4 (8.9 ) 12 (26.7) 6 (13.3) 

  Pneumonia 4 (8.9 ) 1 (2.2 ) 1 (2.2 ) 2 (4.4 ) 0 

  Sepsis 3 (6.7 ) 0 0 1 (2.2 ) 2 (4.4 ) 

  Bronchopulmonary aspergillosis 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Device related infection 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Neutropenic infection 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Septic shock 2 (4.4 ) 0 0 0 2 (4.4 ) 

  Urinary tract infection 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 



  

  

4605 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Bacterial infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Bacterial pyelonephritis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Cellulitis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Central nervous system infection 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Clostridium difficile infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Enterococcal sepsis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Enterovirus infection 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Escherichia sepsis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Fungal infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Herpes simplex 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Listeria sepsis 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Oral candidiasis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Otitis externa 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Otitis media 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Periorbital cellulitis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Pneumonia fungal 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Rash pustular 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Rhinovirus infection 1 (2.2 ) 1 (2.2 ) 0 0 0 



  

  

4606 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Staphylococcal infection 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Varicella 1 (2.2 ) 0 0 1 (2.2 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 7 (15.6) 4 (8.9 ) 2 (4.4 ) 1 (2.2 ) 0 

  Contusion 4 (8.9 ) 4 (8.9 ) 0 0 0 

  Cervical vertebral fracture 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Toxicity to various agents 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Transfusion related complication 1 (2.2 ) 0 1 (2.2 ) 0 0 

Investigations      

  -Total 21 (46.7) 3 (6.7 ) 1 (2.2 ) 7 (15.6) 10 (22.2) 

  Platelet count decreased 8 (17.8) 1 (2.2 ) 0 2 (4.4 ) 5 (11.1) 

  Neutrophil count decreased 7 (15.6) 2 (4.4 ) 0 1 (2.2 ) 4 (8.9 ) 

  White blood cell count decreased 7 (15.6) 0 1 (2.2 ) 3 (6.7 ) 3 (6.7 ) 

  C-reactive protein increased 4 (8.9 ) 2 (4.4 ) 0 2 (4.4 ) 0 

  Aspartate aminotransferase 
increased 

3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Alanine aminotransferase increased 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 

  Blood bilirubin increased 2 (4.4 ) 2 (4.4 ) 0 0 0 



  

  

4607 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Weight decreased 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (2.2 ) 0 1 (2.2 ) 0 0 

  Amylase increased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Blood creatinine increased 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Blood pressure increased 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Blood urea decreased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Blood urea increased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Gamma-glutamyltransferase 
increased 

1 (2.2 ) 0 1 (2.2 ) 0 0 

  Influenza a virus test positive 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Influenza virus test positive 1 (2.2 ) 1 (2.2 ) 0 0 0 

  International normalised ratio 
increased 

1 (2.2 ) 0 1 (2.2 ) 0 0 

  Lipase increased 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Oxygen saturation decreased 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Serum ferritin increased 1 (2.2 ) 1 (2.2 ) 0 0 0 

Metabolism and nutrition disorders      



  

  

4608 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 12 (26.7) 6 (13.3) 4 (8.9 ) 2 (4.4 ) 0 

  Hypokalaemia 4 (8.9 ) 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 

  Decreased appetite 3 (6.7 ) 2 (4.4 ) 0 1 (2.2 ) 0 

  Hyperkalaemia 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Hyperuricaemia 3 (6.7 ) 3 (6.7 ) 0 0 0 

  Hypocalcaemia 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Dehydration 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Fluid overload 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Hyperglycaemia 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 

  Hypomagnesaemia 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Hypophosphataemia 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 

  Hypermagnesaemia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hypertriglyceridaemia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hypoalbuminaemia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hypoglycaemia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hyponatraemia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Iron overload 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Tumour lysis syndrome 1 (2.2 ) 0 0 1 (2.2 ) 0 



  

  

4609 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 11 (24.4) 4 (8.9 ) 6 (13.3) 1 (2.2 ) 0 

  Pain in extremity 5 (11.1) 2 (4.4 ) 3 (6.7 ) 0 0 

  Arthralgia 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Back pain 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Bone pain 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Myalgia 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Muscular weakness 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Neck pain 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pain in jaw 1 (2.2 ) 1 (2.2 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Malignant neoplasm progression 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Meningioma malignant 1 (2.2 ) 0 1 (2.2 ) 0 0 

Nervous system disorders      

  -Total 12 (26.7) 3 (6.7 ) 5 (11.1) 3 (6.7 ) 1 (2.2 ) 

  Headache 7 (15.6) 3 (6.7 ) 4 (8.9 ) 0 0 



  

  

4610 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Somnolence 4 (8.9 ) 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 

  Depressed level of consciousness 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Encephalopathy 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Hypoaesthesia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Intracranial pressure increased 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Lethargy 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Neuralgia 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Partial seizures 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Peripheral motor neuropathy 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Peripheral sensory neuropathy 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Seizure 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Speech disorder 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Tremor 1 (2.2 ) 1 (2.2 ) 0 0 0 

Product issues      

  -Total 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Manufacturing product shipping issue 1 (2.2 ) 0 0 0 1 (2.2 ) 

Psychiatric disorders      

  -Total 4 (8.9 ) 1 (2.2 ) 2 (4.4 ) 1 (2.2 ) 0 



  

  

4611 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Insomnia 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Abnormal behaviour 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Agitation 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Anxiety 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Confusional state 1 (2.2 ) 0 0 1 (2.2 ) 0 

Renal and urinary disorders      

  -Total 7 (15.6) 5 (11.1) 0 2 (4.4 ) 0 

  Dysuria 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Haematuria 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Acute kidney injury 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Chromaturia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Haemoglobinuria 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Nephropathy 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Renal impairment 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Urinary incontinence 1 (2.2 ) 1 (2.2 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (2.2 ) 0 1 (2.2 ) 0 0 



  

  

4612 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Penile pain 1 (2.2 ) 0 1 (2.2 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 11 (24.4) 2 (4.4 ) 6 (13.3) 2 (4.4 ) 1 (2.2 ) 

  Epistaxis 5 (11.1) 1 (2.2 ) 3 (6.7 ) 1 (2.2 ) 0 

  Cough 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Hypoxia 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 1 (2.2 ) 0 

  Tachypnoea 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 0 0 

  Oropharyngeal pain 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Pleural effusion 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Atelectasis 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Dyspnoea 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Dyspnoea exertional 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Haemoptysis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Orthopnoea 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pharyngeal erythema 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Pneumonia aspiration 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Pneumonitis 1 (2.2 ) 0 1 (2.2 ) 0 0 



  

  

4613 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Pneumothorax 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Rhinorrhoea 1 (2.2 ) 0 1 (2.2 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 11 (24.4) 7 (15.6) 3 (6.7 ) 1 (2.2 ) 0 

  Rash 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 0 

  Dry skin 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 0 0 

  Alopecia 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Rash maculo-papular 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 

  Urticaria 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Eczema 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Erythema 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Ingrowing nail 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Petechiae 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pruritus 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Skin lesion 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Skin oedema 1 (2.2 ) 1 (2.2 ) 0 0 0 

Vascular disorders      



  

  

4614 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 7 (15.6) 1 (2.2 ) 5 (11.1) 1 (2.2 ) 0 

  Hypertension 6 (13.3) 1 (2.2 ) 5 (11.1) 0 0 

  Hypotension 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Pallor 1 (2.2 ) 1 (2.2 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t170_gd_b2001x.sas@@/main/2 25JUN21:17:31                                        Final 
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4616 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 170e 

Adverse events (not disease related) before study treatment, by primary system organ class, 

preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

27 (93.1) 1 (3.4 ) 2 (6.9 ) 14 (48.3) 10 (34.5) 

Blood and lymphatic system disorders      

  -Total 17 (58.6) 0 1 (3.4 ) 12 (41.4) 4 (13.8) 

  Febrile neutropenia 9 (31.0) 0 1 (3.4 ) 8 (27.6) 0 

  Anaemia 8 (27.6) 1 (3.4 ) 1 (3.4 ) 6 (20.7) 0 

  Thrombocytopenia 4 (13.8) 0 0 2 (6.9 ) 2 (6.9 ) 

  Bone marrow failure 3 (10.3) 0 1 (3.4 ) 2 (6.9 ) 0 

  Neutropenia 3 (10.3) 0 0 1 (3.4 ) 2 (6.9 ) 

  Leukopenia 2 (6.9 ) 0 0 0 2 (6.9 ) 

  Febrile bone marrow aplasia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Lymphopenia 1 (3.4 ) 0 0 1 (3.4 ) 0 

Cardiac disorders      



  

  

4617 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 4 (13.8) 3 (10.3) 0 1 (3.4 ) 0 

  Sinus tachycardia 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Atrioventricular block 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Coronary artery dilatation 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Sinus bradycardia 1 (3.4 ) 1 (3.4 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Ear pain 1 (3.4 ) 0 1 (3.4 ) 0 0 

Endocrine disorders      

  -Total 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Cushingoid 1 (3.4 ) 1 (3.4 ) 0 0 0 

Eye disorders      

  -Total 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Conjunctival haemorrhage 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Periorbital disorder 1 (3.4 ) 1 (3.4 ) 0 0 0 

Gastrointestinal disorders      

  -Total 18 (62.1) 4 (13.8) 6 (20.7) 8 (27.6) 0 

  Stomatitis 7 (24.1) 3 (10.3) 1 (3.4 ) 3 (10.3) 0 



  

  

4618 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Constipation 6 (20.7) 1 (3.4 ) 4 (13.8) 1 (3.4 ) 0 

  Dental caries 3 (10.3) 2 (6.9 ) 0 1 (3.4 ) 0 

  Nausea 3 (10.3) 1 (3.4 ) 1 (3.4 ) 1 (3.4 ) 0 

  Abdominal distension 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Diarrhoea 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Gingival bleeding 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Vomiting 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Abdominal pain 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Abdominal pain upper 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Anal fistula 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Flatulence 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Gingival pruritus 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Hypoaesthesia oral 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Lip swelling 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Neutropenic colitis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Oral pain 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Rectal haemorrhage 1 (3.4 ) 0 0 1 (3.4 ) 0 



  

  

4619 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

General disorders and administration 
site conditions 

     

  -Total 15 (51.7) 3 (10.3) 8 (27.6) 4 (13.8) 0 

  Pyrexia 9 (31.0) 0 7 (24.1) 2 (6.9 ) 0 

  Fatigue 3 (10.3) 2 (6.9 ) 1 (3.4 ) 0 0 

  Pain 3 (10.3) 1 (3.4 ) 1 (3.4 ) 1 (3.4 ) 0 

  General physical health deterioration 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Oedema peripheral 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Catheter site erythema 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Catheter site pain 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Injection site reaction 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Localised oedema 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Malaise 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Mucosal inflammation 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Puncture site haemorrhage 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Puncture site pain 1 (3.4 ) 1 (3.4 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (3.4 ) 0 0 1 (3.4 ) 0 



  

  

4620 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Hepatocellular injury 1 (3.4 ) 0 0 1 (3.4 ) 0 

Immune system disorders      

  -Total 5 (17.2) 1 (3.4 ) 1 (3.4 ) 3 (10.3) 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (6.9 ) 0 0 2 (6.9 ) 0 

  Cell-mediated immune deficiency 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Drug hypersensitivity 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Hypogammaglobulinaemia 1 (3.4 ) 0 1 (3.4 ) 0 0 

Infections and infestations      

  -Total 14 (48.3) 2 (6.9 ) 5 (17.2) 5 (17.2) 2 (6.9 ) 

  Oral herpes 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Staphylococcal infection 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Anal fistula infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Bacterial infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cellulitis orbital 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Clostridium difficile infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Croup infectious 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Device related infection 1 (3.4 ) 0 1 (3.4 ) 0 0 



  

  

4621 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Escherichia bacteraemia 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Herpes zoster 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Human herpesvirus 6 infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Neutropenic infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Oral candidiasis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Oral infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Parvovirus b19 infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Pneumonia 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Post procedural infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Pseudomonas infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Rhinitis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Rhinovirus infection 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Rotavirus infection 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Upper respiratory tract infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Urinary tract infection viral 1 (3.4 ) 1 (3.4 ) 0 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 6 (20.7) 2 (6.9 ) 1 (3.4 ) 3 (10.3) 0 



  

  

4622 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Contusion 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Delayed serologic transfusion 
reaction 

1 (3.4 ) 0 1 (3.4 ) 0 0 

  Eye contusion 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Fall 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Gastrostomy tube site complication 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Infusion related reaction 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Procedural pain 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Transfusion reaction 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Vascular access site occlusion 1 (3.4 ) 1 (3.4 ) 0 0 0 

Investigations      

  -Total 13 (44.8) 3 (10.3) 4 (13.8) 0 6 (20.7) 

  White blood cell count decreased 5 (17.2) 1 (3.4 ) 0 1 (3.4 ) 3 (10.3) 

  Platelet count decreased 4 (13.8) 0 0 0 4 (13.8) 

  Neutrophil count decreased 3 (10.3) 0 0 0 3 (10.3) 

  Antithrombin iii decreased 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Aspartate aminotransferase 
increased 

2 (6.9 ) 0 0 2 (6.9 ) 0 

  C-reactive protein increased 2 (6.9 ) 0 2 (6.9 ) 0 0 



  

  

4623 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Serum ferritin increased 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Urine output decreased 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Weight decreased 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (3.4 ) 1 (3.4 ) 0 0 0 

  Activated partial thromboplastin time 
shortened 

1 (3.4 ) 0 1 (3.4 ) 0 0 

  Alanine aminotransferase increased 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Blood bilirubin increased 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Blood fibrinogen decreased 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (3.4 ) 0 1 (3.4 ) 0 0 

  Blood uric acid increased 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cardiac murmur 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Ejection fraction decreased 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Gamma-glutamyltransferase 
increased 

1 (3.4 ) 1 (3.4 ) 0 0 0 

  Human rhinovirus test positive 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Immunoglobulins decreased 1 (3.4 ) 0 1 (3.4 ) 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Lipase increased 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Protein total decreased 1 (3.4 ) 0 1 (3.4 ) 0 0 

Metabolism and nutrition disorders      

  -Total 10 (34.5) 5 (17.2) 2 (6.9 ) 3 (10.3) 0 

  Hypokalaemia 6 (20.7) 2 (6.9 ) 2 (6.9 ) 2 (6.9 ) 0 

  Decreased appetite 3 (10.3) 2 (6.9 ) 0 1 (3.4 ) 0 

  Hypophosphataemia 3 (10.3) 1 (3.4 ) 1 (3.4 ) 1 (3.4 ) 0 

  Hyperuricaemia 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Hypoalbuminaemia 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Hypocalcaemia 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Hypomagnesaemia 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Hyperferritinaemia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Hyperglycaemia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Hyperkalaemia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Hypertriglyceridaemia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Obesity 1 (3.4 ) 1 (3.4 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 7 (24.1) 0 5 (17.2) 2 (6.9 ) 0 

  Pain in extremity 5 (17.2) 1 (3.4 ) 4 (13.8) 0 0 

  Arthralgia 4 (13.8) 1 (3.4 ) 3 (10.3) 0 0 

  Back pain 4 (13.8) 0 3 (10.3) 1 (3.4 ) 0 

  Bone pain 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Myalgia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Neck pain 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Temporomandibular joint syndrome 1 (3.4 ) 1 (3.4 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Neoplasm of orbit 1 (3.4 ) 0 0 0 1 (3.4 ) 

Nervous system disorders      

  -Total 12 (41.4) 4 (13.8) 3 (10.3) 5 (17.2) 0 

  Headache 4 (13.8) 1 (3.4 ) 1 (3.4 ) 2 (6.9 ) 0 

  Seizure 3 (10.3) 1 (3.4 ) 1 (3.4 ) 1 (3.4 ) 0 

  Dyskinesia 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Cerebral haemorrhage 1 (3.4 ) 1 (3.4 ) 0 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Cerebral venous sinus thrombosis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cranial nerve disorder 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Dizziness 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Leukoencephalopathy 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Neurological symptom 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Neuropathy peripheral 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Paraesthesia 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (3.4 ) 0 0 1 (3.4 ) 0 

  Status epilepticus 1 (3.4 ) 0 1 (3.4 ) 0 0 

Psychiatric disorders      

  -Total 4 (13.8) 0 3 (10.3) 1 (3.4 ) 0 

  Anxiety 3 (10.3) 0 3 (10.3) 0 0 

  Agitation 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Depression 1 (3.4 ) 0 0 1 (3.4 ) 0 

Renal and urinary disorders      

  -Total 5 (17.2) 2 (6.9 ) 3 (10.3) 0 0 

  Haematuria 2 (6.9 ) 2 (6.9 ) 0 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Urinary retention 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Urinary tract disorder 1 (3.4 ) 0 1 (3.4 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Penile erythema 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Perineal rash 1 (3.4 ) 1 (3.4 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 6 (20.7) 2 (6.9 ) 3 (10.3) 1 (3.4 ) 0 

  Epistaxis 3 (10.3) 2 (6.9 ) 1 (3.4 ) 0 0 

  Cough 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Dyspnoea 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Hypoxia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Rhinorrhoea 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Tachypnoea 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Wheezing 1 (3.4 ) 0 1 (3.4 ) 0 0 

Skin and subcutaneous tissue 
disorders 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 8 (27.6) 6 (20.7) 1 (3.4 ) 1 (3.4 ) 0 

  Toxic skin eruption 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Dermatitis 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Erythema 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Hyperhidrosis 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Ingrowing nail 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Rash 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Skin ulcer 1 (3.4 ) 1 (3.4 ) 0 0 0 

Vascular disorders      

  -Total 3 (10.3) 2 (6.9 ) 1 (3.4 ) 0 0 

  Hypertension 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Hypotension 2 (6.9 ) 2 (6.9 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 
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grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 170f => Adverse events  (not disease r elated) before study tr eatment,  by primar y system organ class , preferred ter m, maxi mum CTC grade and Baseline bone marrow tumor bur den ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                         
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 170f 

Adverse events (not disease related) before study treatment, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

24 (88.9) 2 (7.4 ) 5 (18.5) 8 (29.6) 9 (33.3) 

Blood and lymphatic system disorders      

  -Total 13 (48.1) 2 (7.4 ) 1 (3.7 ) 8 (29.6) 2 (7.4 ) 

  Anaemia 6 (22.2) 1 (3.7 ) 1 (3.7 ) 4 (14.8) 0 

  Febrile neutropenia 6 (22.2) 0 0 6 (22.2) 0 

  Neutropenia 3 (11.1) 0 0 2 (7.4 ) 1 (3.7 ) 

  Thrombocytopenia 3 (11.1) 0 1 (3.7 ) 0 2 (7.4 ) 

  Bone marrow failure 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Leukopenia 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Splenomegaly 1 (3.7 ) 1 (3.7 ) 0 0 0 

Cardiac disorders      

  -Total 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Bradycardia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Sinus bradycardia 1 (3.7 ) 1 (3.7 ) 0 0 0 

Endocrine disorders      

  -Total 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Hypercalcaemia of malignancy 1 (3.7 ) 0 0 0 1 (3.7 ) 

Gastrointestinal disorders      

  -Total 10 (37.0) 3 (11.1) 6 (22.2) 0 1 (3.7 ) 

  Nausea 5 (18.5) 3 (11.1) 2 (7.4 ) 0 0 

  Vomiting 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Abdominal pain 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Constipation 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Gingival bleeding 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Stomatitis 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Abdominal discomfort 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Abdominal distension 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Abdominal tenderness 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dental caries 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Gastrointestinal haemorrhage 1 (3.7 ) 0 0 0 1 (3.7 ) 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Subileus 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Tooth loss 1 (3.7 ) 1 (3.7 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 9 (33.3) 4 (14.8) 5 (18.5) 0 0 

  Pyrexia 5 (18.5) 2 (7.4 ) 3 (11.1) 0 0 

  Fatigue 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Malaise 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Pain 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Asthenia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Catheter site erythema 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Catheter site haemorrhage 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Vessel puncture site erythema 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Vessel puncture site haematoma 1 (3.7 ) 1 (3.7 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hepatomegaly 1 (3.7 ) 0 1 (3.7 ) 0 0 

Immune system disorders      
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Anaphylactic reaction 1 (3.7 ) 0 0 1 (3.7 ) 0 

Infections and infestations      

  -Total 9 (33.3) 1 (3.7 ) 3 (11.1) 4 (14.8) 1 (3.7 ) 

  Pneumonia 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Sepsis 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Device related infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Escherichia sepsis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Oral herpes 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Otitis externa 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Otitis media 1 (3.7 ) 1 (3.7 ) 0 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (14.8) 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 

  Contusion 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Cervical vertebral fracture 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Toxicity to various agents 1 (3.7 ) 0 0 1 (3.7 ) 0 

Investigations      
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 12 (44.4) 3 (11.1) 1 (3.7 ) 5 (18.5) 3 (11.1) 

  White blood cell count decreased 5 (18.5) 1 (3.7 ) 0 3 (11.1) 1 (3.7 ) 

  Platelet count decreased 4 (14.8) 1 (3.7 ) 0 1 (3.7 ) 2 (7.4 ) 

  Neutrophil count decreased 3 (11.1) 1 (3.7 ) 0 1 (3.7 ) 1 (3.7 ) 

  Alanine aminotransferase increased 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Aspartate aminotransferase 
increased 

2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  C-reactive protein increased 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Activated partial thromboplastin time 
prolonged 

1 (3.7 ) 0 1 (3.7 ) 0 0 

  Blood bilirubin increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood urea increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood uric acid increased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Gamma-glutamyltransferase 
increased 

1 (3.7 ) 0 1 (3.7 ) 0 0 

  Human rhinovirus test positive 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Influenza virus test positive 1 (3.7 ) 1 (3.7 ) 0 0 0 

  International normalised ratio 
increased 

1 (3.7 ) 0 1 (3.7 ) 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Metabolism and nutrition disorders      

  -Total 6 (22.2) 5 (18.5) 1 (3.7 ) 0 0 

  Hypocalcaemia 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Hypokalaemia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Dehydration 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hyperferritinaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hyperglycaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hyperkalaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypermagnesaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypertriglyceridaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypoglycaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypomagnesaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hyponatraemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 7 (25.9) 1 (3.7 ) 5 (18.5) 1 (3.7 ) 0 

  Arthralgia 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Back pain 2 (7.4 ) 0 2 (7.4 ) 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Bone pain 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Pain in extremity 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Muscular weakness 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Neck pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Pain in jaw 1 (3.7 ) 1 (3.7 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Meningioma malignant 1 (3.7 ) 0 1 (3.7 ) 0 0 

Nervous system disorders      

  -Total 7 (25.9) 2 (7.4 ) 2 (7.4 ) 2 (7.4 ) 1 (3.7 ) 

  Headache 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 

  Somnolence 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

  Depressed level of consciousness 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Dyskinesia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Encephalopathy 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Hypoaesthesia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Intracranial pressure increased 1 (3.7 ) 0 0 0 1 (3.7 ) 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Lethargy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Neuropathy peripheral 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Peripheral sensory neuropathy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Speech disorder 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Tremor 1 (3.7 ) 1 (3.7 ) 0 0 0 

Psychiatric disorders      

  -Total 4 (14.8) 0 2 (7.4 ) 2 (7.4 ) 0 

  Abnormal behaviour 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Agitation 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Anxiety 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Confusional state 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Depression 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Insomnia 1 (3.7 ) 0 1 (3.7 ) 0 0 

Renal and urinary disorders      

  -Total 3 (11.1) 3 (11.1) 0 0 0 

  Chromaturia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Nephropathy 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Urinary incontinence 1 (3.7 ) 1 (3.7 ) 0 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 6 (22.2) 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 

  Epistaxis 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

  Cough 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypoxia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Oropharyngeal pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Pneumonia aspiration 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Rhinorrhoea 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Tachypnoea 1 (3.7 ) 0 1 (3.7 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 6 (22.2) 4 (14.8) 2 (7.4 ) 0 0 

  Alopecia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Dermatitis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dry skin 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Ingrowing nail 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rash 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rash maculo-papular 1 (3.7 ) 1 (3.7 ) 0 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Skin oedema 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Urticaria 1 (3.7 ) 0 1 (3.7 ) 0 0 

Vascular disorders      

  -Total 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

  Hypertension 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Hypotension 1 (3.7 ) 0 0 1 (3.7 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 170f 

Adverse events (not disease related) before study treatment, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

43 (97.7) 1 (2.3 ) 3 (6.8 ) 19 (43.2) 20 (45.5) 

Blood and lymphatic system disorders      

  -Total 28 (63.6) 2 (4.5 ) 3 (6.8 ) 16 (36.4) 7 (15.9) 

  Anaemia 14 (31.8) 2 (4.5 ) 3 (6.8 ) 9 (20.5) 0 

  Febrile neutropenia 11 (25.0) 0 1 (2.3 ) 9 (20.5) 1 (2.3 ) 

  Neutropenia 7 (15.9) 1 (2.3 ) 0 4 (9.1 ) 2 (4.5 ) 

  Thrombocytopenia 6 (13.6) 0 0 2 (4.5 ) 4 (9.1 ) 

  Bone marrow failure 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Leukopenia 3 (6.8 ) 0 0 1 (2.3 ) 2 (4.5 ) 

  Febrile bone marrow aplasia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Lymphadenopathy 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Lymphopenia 1 (2.3 ) 0 0 1 (2.3 ) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Cardiac disorders      

  -Total 10 (22.7) 6 (13.6) 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 

  Sinus tachycardia 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Tachycardia 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Sinus bradycardia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Aortic valve disease 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Atrioventricular block 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Bradycardia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Bundle branch block left 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Coronary artery dilatation 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Diastolic dysfunction 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Mitral valve disease 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pericardial effusion 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Pericarditis 1 (2.3 ) 0 1 (2.3 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase 
deficiency 

1 (2.3 ) 1 (2.3 ) 0 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Ear and labyrinth disorders      

  -Total 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Ear pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

Endocrine disorders      

  -Total 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Cushingoid 2 (4.5 ) 2 (4.5 ) 0 0 0 

Eye disorders      

  -Total 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Conjunctival haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Erythema of eyelid 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Ocular hyperaemia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Periorbital disorder 1 (2.3 ) 1 (2.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 24 (54.5) 6 (13.6) 7 (15.9) 10 (22.7) 1 (2.3 ) 

  Stomatitis 12 (27.3) 4 (9.1 ) 3 (6.8 ) 5 (11.4) 0 

  Constipation 9 (20.5) 4 (9.1 ) 4 (9.1 ) 1 (2.3 ) 0 

  Diarrhoea 4 (9.1 ) 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 

  Nausea 4 (9.1 ) 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 



  

  

4644 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Dental caries 3 (6.8 ) 2 (4.5 ) 0 1 (2.3 ) 0 

  Oral pain 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Vomiting 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Abdominal distension 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Abdominal pain 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Anal fissure 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Abdominal pain upper 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Anal fistula 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Anal inflammation 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Anal pruritus 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Ascites 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Dyspepsia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Flatulence 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gingival bleeding 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gingival pruritus 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hyperaesthesia teeth 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hypoaesthesia oral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Lip swelling 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

4645 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Neutropenic colitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Oral mucosal erythema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pancreatitis acute 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Pancreatitis chronic 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Proctalgia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Rectal haemorrhage 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Retching 1 (2.3 ) 1 (2.3 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 22 (50.0) 6 (13.6) 10 (22.7) 6 (13.6) 0 

  Pyrexia 15 (34.1) 2 (4.5 ) 9 (20.5) 4 (9.1 ) 0 

  Fatigue 6 (13.6) 4 (9.1 ) 2 (4.5 ) 0 0 

  Catheter site pain 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Oedema peripheral 3 (6.8 ) 3 (6.8 ) 0 0 0 

  General physical health deterioration 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Malaise 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Pain 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Facial pain 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

4646 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Generalised oedema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Injection site reaction 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Localised oedema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Mucosal inflammation 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Puncture site haemorrhage 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Puncture site pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

Hepatobiliary disorders      

  -Total 5 (11.4) 3 (6.8 ) 0 2 (4.5 ) 0 

  Hepatocellular injury 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Hepatomegaly 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Jaundice 1 (2.3 ) 1 (2.3 ) 0 0 0 

Immune system disorders      

  -Total 7 (15.9) 2 (4.5 ) 2 (4.5 ) 3 (6.8 ) 0 

  Drug hypersensitivity 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (4.5 ) 0 0 2 (4.5 ) 0 

  Hypogammaglobulinaemia 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Cell-mediated immune deficiency 1 (2.3 ) 0 0 1 (2.3 ) 0 



  

  

4647 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Infections and infestations      

  -Total 28 (63.6) 3 (6.8 ) 6 (13.6) 12 (27.3) 7 (15.9) 

  Neutropenic infection 3 (6.8 ) 0 0 3 (6.8 ) 0 

  Bacterial infection 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Bronchopulmonary aspergillosis 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Clostridium difficile infection 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Device related infection 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Pneumonia 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

  Rhinovirus infection 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Septic shock 2 (4.5 ) 0 0 0 2 (4.5 ) 

  Staphylococcal infection 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Urinary tract infection 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Anal fistula infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Bacterial pyelonephritis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Cellulitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Cellulitis orbital 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Central nervous system infection 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Croup infectious 1 (2.3 ) 0 0 1 (2.3 ) 0 



  

  

4648 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Enterococcal sepsis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Enterovirus infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Escherichia bacteraemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Fungal infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Herpes simplex 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Herpes zoster 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Human herpesvirus 6 infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Listeria sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Oral candidiasis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Oral herpes 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Oral infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Parvovirus b19 infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Periorbital cellulitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Post procedural infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Pseudomonas infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Rash pustular 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Rhinitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Rotavirus infection 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

4649 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Upper respiratory tract infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Urinary tract infection viral 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Varicella 1 (2.3 ) 0 0 1 (2.3 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 8 (18.2) 3 (6.8 ) 2 (4.5 ) 3 (6.8 ) 0 

  Contusion 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Delayed serologic transfusion 
reaction 

1 (2.3 ) 0 1 (2.3 ) 0 0 

  Eye contusion 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Fall 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Gastrostomy tube site complication 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Infusion related reaction 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Procedural pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Transfusion reaction 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Transfusion related complication 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Vascular access site occlusion 1 (2.3 ) 1 (2.3 ) 0 0 0 

Investigations      



  

  

4650 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 21 (47.7) 3 (6.8 ) 4 (9.1 ) 2 (4.5 ) 12 (27.3) 

  Platelet count decreased 8 (18.2) 0 0 1 (2.3 ) 7 (15.9) 

  Neutrophil count decreased 7 (15.9) 1 (2.3 ) 0 0 6 (13.6) 

  White blood cell count decreased 6 (13.6) 0 1 (2.3 ) 1 (2.3 ) 4 (9.1 ) 

  C-reactive protein increased 4 (9.1 ) 1 (2.3 ) 2 (4.5 ) 1 (2.3 ) 0 

  Weight decreased 4 (9.1 ) 2 (4.5 ) 2 (4.5 ) 0 0 

  Aspartate aminotransferase 
increased 

3 (6.8 ) 1 (2.3 ) 0 2 (4.5 ) 0 

  Serum ferritin increased 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Antithrombin iii decreased 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Blood bilirubin increased 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Lipase increased 2 (4.5 ) 1 (2.3 ) 0 1 (2.3 ) 0 

  Urine output decreased 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (2.3 ) 1 (2.3 ) 0 0 0 

  Activated partial thromboplastin time 
shortened 

1 (2.3 ) 0 1 (2.3 ) 0 0 

  Alanine aminotransferase increased 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Amylase increased 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

4651 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Blood fibrinogen decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood pressure increased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood urea decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Cardiac murmur 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Ejection fraction decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gamma-glutamyltransferase 
increased 

1 (2.3 ) 1 (2.3 ) 0 0 0 

  Immunoglobulins decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Influenza a virus test positive 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Protein total decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

Metabolism and nutrition disorders      

  -Total 15 (34.1) 6 (13.6) 4 (9.1 ) 5 (11.4) 0 

  Hypokalaemia 7 (15.9) 2 (4.5 ) 2 (4.5 ) 3 (6.8 ) 0 

  Decreased appetite 6 (13.6) 4 (9.1 ) 0 2 (4.5 ) 0 

  Hyperuricaemia 5 (11.4) 5 (11.4) 0 0 0 

  Hypophosphataemia 5 (11.4) 2 (4.5 ) 1 (2.3 ) 2 (4.5 ) 0 



  

  

4652 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Hyperkalaemia 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Hypoalbuminaemia 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Hypocalcaemia 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Hypomagnesaemia 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Fluid overload 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Hyperglycaemia 2 (4.5 ) 1 (2.3 ) 0 1 (2.3 ) 0 

  Dehydration 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hypertriglyceridaemia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Obesity 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Tumour lysis syndrome 1 (2.3 ) 0 0 1 (2.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 9 (20.5) 2 (4.5 ) 5 (11.4) 2 (4.5 ) 0 

  Pain in extremity 8 (18.2) 3 (6.8 ) 5 (11.4) 0 0 

  Back pain 4 (9.1 ) 1 (2.3 ) 2 (4.5 ) 1 (2.3 ) 0 

  Arthralgia 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Bone pain 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Myalgia 2 (4.5 ) 2 (4.5 ) 0 0 0 



  

  

4653 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Neck pain 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Temporomandibular joint syndrome 1 (2.3 ) 1 (2.3 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (4.5 ) 0 1 (2.3 ) 0 1 (2.3 ) 

  Malignant neoplasm progression 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Neoplasm of orbit 1 (2.3 ) 0 0 0 1 (2.3 ) 

Nervous system disorders      

  -Total 17 (38.6) 5 (11.4) 6 (13.6) 6 (13.6) 0 

  Headache 7 (15.9) 1 (2.3 ) 4 (9.1 ) 2 (4.5 ) 0 

  Seizure 4 (9.1 ) 1 (2.3 ) 1 (2.3 ) 2 (4.5 ) 0 

  Cerebral haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Cerebral venous sinus thrombosis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Cranial nerve disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Dizziness 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dyskinesia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Leukoencephalopathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Neuralgia 1 (2.3 ) 0 1 (2.3 ) 0 0 



  

  

4654 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Neurological symptom 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Paraesthesia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Partial seizures 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Peripheral motor neuropathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.3 ) 0 0 1 (2.3 ) 0 

  Somnolence 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Status epilepticus 1 (2.3 ) 0 1 (2.3 ) 0 0 

Product issues      

  -Total 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Manufacturing product shipping issue 1 (2.3 ) 0 0 0 1 (2.3 ) 

Psychiatric disorders      

  -Total 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 0 0 

  Anxiety 3 (6.8 ) 0 3 (6.8 ) 0 0 

  Agitation 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Insomnia 1 (2.3 ) 1 (2.3 ) 0 0 0 

Renal and urinary disorders      

  -Total 8 (18.2) 3 (6.8 ) 3 (6.8 ) 2 (4.5 ) 0 



  

  

4655 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Haematuria 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Dysuria 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Urinary retention 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Acute kidney injury 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Haemoglobinuria 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Renal impairment 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Urinary tract disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Penile erythema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Penile pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Perineal rash 1 (2.3 ) 1 (2.3 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 10 (22.7) 1 (2.3 ) 7 (15.9) 2 (4.5 ) 0 

  Epistaxis 5 (11.4) 2 (4.5 ) 3 (6.8 ) 0 0 

  Cough 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Hypoxia 3 (6.8 ) 1 (2.3 ) 0 2 (4.5 ) 0 



  

  

4656 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Tachypnoea 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Dyspnoea 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Pleural effusion 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Atelectasis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dyspnoea exertional 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Oropharyngeal pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Orthopnoea 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pharyngeal erythema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Pneumonitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Rhinorrhoea 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Wheezing 1 (2.3 ) 0 1 (2.3 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 12 (27.3) 8 (18.2) 2 (4.5 ) 2 (4.5 ) 0 

  Rash 5 (11.4) 4 (9.1 ) 1 (2.3 ) 0 0 

  Dry skin 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Erythema 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Toxic skin eruption 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 



  

  

4657 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Alopecia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Eczema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hyperhidrosis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Petechiae 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pruritus 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Rash maculo-papular 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Skin lesion 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin ulcer 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Urticaria 1 (2.3 ) 0 1 (2.3 ) 0 0 

Vascular disorders      

  -Total 6 (13.6) 2 (4.5 ) 4 (9.1 ) 0 0 

  Hypertension 5 (11.4) 1 (2.3 ) 4 (9.1 ) 0 0 

  Hypotension 2 (4.5 ) 2 (4.5 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 



  

  

4658 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t170_gd_b2001x.sas@@/main/2 25JUN21:17:32                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 170f 

Adverse events (not disease related) before study treatment, by primary system organ class, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100) 0 1 (33.3) 1 (33.3) 1 (33.3) 

Blood and lymphatic system disorders      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

  Thrombocytopenia 1 (33.3) 0 1 (33.3) 0 0 

Cardiac disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Tachycardia 1 (33.3) 1 (33.3) 0 0 0 

Gastrointestinal disorders      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Abdominal distension 1 (33.3) 0 1 (33.3) 0 0 



  

  

4660 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal fissure 1 (33.3) 0 0 1 (33.3) 0 

  Anal fistula 1 (33.3) 0 0 1 (33.3) 0 

  Nausea 1 (33.3) 0 1 (33.3) 0 0 

  Vomiting 1 (33.3) 1 (33.3) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 3 (100) 2 (66.7) 1 (33.3) 0 0 

  Pyrexia 2 (66.7) 2 (66.7) 0 0 0 

  Asthenia 1 (33.3) 1 (33.3) 0 0 0 

  Catheter site pain 1 (33.3) 1 (33.3) 0 0 0 

  Device related thrombosis 1 (33.3) 0 1 (33.3) 0 0 

  Fatigue 1 (33.3) 1 (33.3) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Hepatocellular injury 1 (33.3) 0 0 1 (33.3) 0 

Infections and infestations      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Oral candidiasis 1 (33.3) 0 1 (33.3) 0 0 



  

  

4661 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia 1 (33.3) 1 (33.3) 0 0 0 

  Pneumonia fungal 1 (33.3) 0 0 1 (33.3) 0 

  Staphylococcal infection 1 (33.3) 0 0 1 (33.3) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Contusion 1 (33.3) 1 (33.3) 0 0 0 

Investigations      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Blood creatinine increased 1 (33.3) 0 1 (33.3) 0 0 

  Oxygen saturation decreased 1 (33.3) 0 0 1 (33.3) 0 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypokalaemia 1 (33.3) 0 1 (33.3) 0 0 

  Iron overload 1 (33.3) 0 1 (33.3) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 0 0 



  

  

4662 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Arthralgia 1 (33.3) 0 1 (33.3) 0 0 

  Myalgia 1 (33.3) 1 (33.3) 0 0 0 

Renal and urinary disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Haematuria 1 (33.3) 1 (33.3) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Cough 1 (33.3) 1 (33.3) 0 0 0 

  Haemoptysis 1 (33.3) 0 1 (33.3) 0 0 

  Pneumothorax 1 (33.3) 1 (33.3) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Ingrowing nail 1 (33.3) 1 (33.3) 0 0 0 

Vascular disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypertension 1 (33.3) 0 1 (33.3) 0 0 

  Pallor 1 (33.3) 1 (33.3) 0 0 0 



  

  

4663 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 170g => Adverse events (not disease related) befor e s tudy treatment, by primar y system organ class, preferred ter m, maxi mum CTC  grade and N umber of pr evious r elapses ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                               
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 170g 

Adverse events (not disease related) before study treatment, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

7 (100) 0 1 (14.3) 3 (42.9) 3 (42.9) 

Blood and lymphatic system disorders      

  -Total 5 (71.4) 0 1 (14.3) 2 (28.6) 2 (28.6) 

  Febrile neutropenia 2 (28.6) 0 0 2 (28.6) 0 

  Neutropenia 2 (28.6) 0 0 2 (28.6) 0 

  Thrombocytopenia 2 (28.6) 0 1 (14.3) 0 1 (14.3) 

  Bone marrow failure 1 (14.3) 0 1 (14.3) 0 0 

  Leukopenia 1 (14.3) 0 0 0 1 (14.3) 

  Lymphopenia 1 (14.3) 0 0 1 (14.3) 0 

Cardiac disorders      

  -Total 2 (28.6) 2 (28.6) 0 0 0 

  Atrioventricular block 1 (14.3) 1 (14.3) 0 0 0 



  

  

4665 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Sinus tachycardia 1 (14.3) 1 (14.3) 0 0 0 

Endocrine disorders      

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Cushingoid 1 (14.3) 1 (14.3) 0 0 0 

Gastrointestinal disorders      

  -Total 5 (71.4) 0 2 (28.6) 3 (42.9) 0 

  Constipation 3 (42.9) 1 (14.3) 1 (14.3) 1 (14.3) 0 

  Nausea 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Stomatitis 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Abdominal distension 1 (14.3) 1 (14.3) 0 0 0 

  Abdominal pain upper 1 (14.3) 0 1 (14.3) 0 0 

  Flatulence 1 (14.3) 0 1 (14.3) 0 0 

  Gingival pruritus 1 (14.3) 1 (14.3) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 7 (100) 0 4 (57.1) 3 (42.9) 0 

  Pyrexia 4 (57.1) 0 3 (42.9) 1 (14.3) 0 

  Fatigue 1 (14.3) 1 (14.3) 0 0 0 



  

  

4666 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  General physical health deterioration 1 (14.3) 0 1 (14.3) 0 0 

  Mucosal inflammation 1 (14.3) 0 1 (14.3) 0 0 

  Pain 1 (14.3) 0 0 1 (14.3) 0 

  Puncture site haemorrhage 1 (14.3) 0 0 1 (14.3) 0 

  Puncture site pain 1 (14.3) 1 (14.3) 0 0 0 

  Vessel puncture site erythema 1 (14.3) 0 1 (14.3) 0 0 

  Vessel puncture site haematoma 1 (14.3) 1 (14.3) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Hepatomegaly 1 (14.3) 1 (14.3) 0 0 0 

Immune system disorders      

  -Total 2 (28.6) 0 0 2 (28.6) 0 

  Cell-mediated immune deficiency 1 (14.3) 0 0 1 (14.3) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (14.3) 0 0 1 (14.3) 0 

Infections and infestations      

  -Total 2 (28.6) 0 0 1 (14.3) 1 (14.3) 

  Central nervous system infection 1 (14.3) 0 0 0 1 (14.3) 



  

  

4667 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Oral candidiasis 1 (14.3) 0 0 1 (14.3) 0 

  Upper respiratory tract infection 1 (14.3) 0 1 (14.3) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 2 (28.6) 0 0 2 (28.6) 0 

  Contusion 1 (14.3) 1 (14.3) 0 0 0 

  Fall 1 (14.3) 1 (14.3) 0 0 0 

  Gastrostomy tube site complication 1 (14.3) 0 0 1 (14.3) 0 

  Transfusion reaction 1 (14.3) 0 0 1 (14.3) 0 

Investigations      

  -Total 3 (42.9) 1 (14.3) 2 (28.6) 0 0 

  C-reactive protein increased 2 (28.6) 0 2 (28.6) 0 0 

  Activated partial thromboplastin time 
shortened 

1 (14.3) 0 1 (14.3) 0 0 

  Antithrombin iii decreased 1 (14.3) 0 1 (14.3) 0 0 

  Ejection fraction decreased 1 (14.3) 1 (14.3) 0 0 0 

  Immunoglobulins decreased 1 (14.3) 0 1 (14.3) 0 0 

  Protein total decreased 1 (14.3) 0 1 (14.3) 0 0 

  Urine output decreased 1 (14.3) 0 1 (14.3) 0 0 



  

  

4668 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Metabolism and nutrition disorders      

  -Total 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Hyperkalaemia 1 (14.3) 1 (14.3) 0 0 0 

  Hypokalaemia 1 (14.3) 0 1 (14.3) 0 0 

  Obesity 1 (14.3) 1 (14.3) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Pain in extremity 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Arthralgia 1 (14.3) 1 (14.3) 0 0 0 

  Back pain 1 (14.3) 0 1 (14.3) 0 0 

  Neck pain 1 (14.3) 0 0 1 (14.3) 0 

  Temporomandibular joint syndrome 1 (14.3) 1 (14.3) 0 0 0 

Nervous system disorders      

  -Total 5 (71.4) 2 (28.6) 2 (28.6) 1 (14.3) 0 

  Seizure 2 (28.6) 1 (14.3) 0 1 (14.3) 0 

  Cerebral haemorrhage 1 (14.3) 1 (14.3) 0 0 0 

  Cerebral venous sinus thrombosis 1 (14.3) 0 1 (14.3) 0 0 



  

  

4669 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Headache 1 (14.3) 0 1 (14.3) 0 0 

  Leukoencephalopathy 1 (14.3) 1 (14.3) 0 0 0 

Renal and urinary disorders      

  -Total 3 (42.9) 1 (14.3) 2 (28.6) 0 0 

  Nephropathy 1 (14.3) 1 (14.3) 0 0 0 

  Urinary retention 1 (14.3) 0 1 (14.3) 0 0 

  Urinary tract disorder 1 (14.3) 0 1 (14.3) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Penile erythema 1 (14.3) 1 (14.3) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Cough 1 (14.3) 1 (14.3) 0 0 0 

  Dyspnoea 1 (14.3) 0 1 (14.3) 0 0 

  Epistaxis 1 (14.3) 1 (14.3) 0 0 0 

  Hypoxia 1 (14.3) 0 0 1 (14.3) 0 



  

  

4670 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Erythema 1 (14.3) 1 (14.3) 0 0 0 

Vascular disorders      

  -Total 2 (28.6) 0 2 (28.6) 0 0 

  Hypertension 2 (28.6) 0 2 (28.6) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 170g 

Adverse events (not disease related) before study treatment, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

28 (87.5) 1 (3.1 ) 4 (12.5) 13 (40.6) 10 (31.3) 

Blood and lymphatic system disorders      

  -Total 13 (40.6) 1 (3.1 ) 0 10 (31.3) 2 (6.3 ) 

  Anaemia 8 (25.0) 2 (6.3 ) 1 (3.1 ) 5 (15.6) 0 

  Febrile neutropenia 6 (18.8) 0 0 6 (18.8) 0 

  Thrombocytopenia 3 (9.4 ) 0 0 1 (3.1 ) 2 (6.3 ) 

  Neutropenia 2 (6.3 ) 0 0 2 (6.3 ) 0 

  Bone marrow failure 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Febrile bone marrow aplasia 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Leukopenia 1 (3.1 ) 0 0 0 1 (3.1 ) 

Cardiac disorders      

  -Total 5 (15.6) 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 1 (3.1 ) 



  

  

4673 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Aortic valve disease 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Coronary artery dilatation 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Mitral valve disease 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Pericardial effusion 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Pericarditis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Sinus bradycardia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Sinus tachycardia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Tachycardia 1 (3.1 ) 0 1 (3.1 ) 0 0 

Congenital, familial and genetic 
disorders 

     

  -Total 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase 
deficiency 

1 (3.1 ) 1 (3.1 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Ear pain 1 (3.1 ) 0 1 (3.1 ) 0 0 

Eye disorders      

  -Total 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Conjunctival haemorrhage 1 (3.1 ) 1 (3.1 ) 0 0 0 



  

  

4674 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Erythema of eyelid 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Periorbital disorder 1 (3.1 ) 1 (3.1 ) 0 0 0 

Gastrointestinal disorders      

  -Total 16 (50.0) 5 (15.6) 6 (18.8) 4 (12.5) 1 (3.1 ) 

  Stomatitis 8 (25.0) 4 (12.5) 2 (6.3 ) 2 (6.3 ) 0 

  Nausea 5 (15.6) 4 (12.5) 1 (3.1 ) 0 0 

  Vomiting 5 (15.6) 4 (12.5) 1 (3.1 ) 0 0 

  Abdominal pain 3 (9.4 ) 1 (3.1 ) 1 (3.1 ) 1 (3.1 ) 0 

  Constipation 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 0 0 

  Dental caries 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Gingival bleeding 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Diarrhoea 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Abdominal distension 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Anal fissure 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Anal inflammation 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Ascites 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Hypoaesthesia oral 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Lip swelling 1 (3.1 ) 1 (3.1 ) 0 0 0 



  

  

4675 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Oral mucosal erythema 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Oral pain 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Pancreatitis acute 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Pancreatitis chronic 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Rectal haemorrhage 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Subileus 1 (3.1 ) 0 1 (3.1 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 13 (40.6) 8 (25.0) 4 (12.5) 1 (3.1 ) 0 

  Pyrexia 9 (28.1) 4 (12.5) 4 (12.5) 1 (3.1 ) 0 

  Fatigue 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Catheter site pain 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Malaise 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Oedema peripheral 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Pain 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  General physical health deterioration 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Injection site reaction 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Localised oedema 1 (3.1 ) 0 1 (3.1 ) 0 0 



  

  

4676 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Hepatobiliary disorders      

  -Total 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Hepatocellular injury 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Hepatomegaly 1 (3.1 ) 1 (3.1 ) 0 0 0 

Immune system disorders      

  -Total 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Drug hypersensitivity 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.1 ) 0 0 1 (3.1 ) 0 

Infections and infestations      

  -Total 19 (59.4) 2 (6.3 ) 5 (15.6) 9 (28.1) 3 (9.4 ) 

  Device related infection 3 (9.4 ) 0 1 (3.1 ) 2 (6.3 ) 0 

  Bacterial infection 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Sepsis 2 (6.3 ) 0 0 1 (3.1 ) 1 (3.1 ) 

  Staphylococcal infection 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Bacterial pyelonephritis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Bronchopulmonary aspergillosis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Cellulitis 1 (3.1 ) 0 0 1 (3.1 ) 0 



  

  

4677 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Cellulitis orbital 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Clostridium difficile infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Enterococcal sepsis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Escherichia sepsis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Fungal infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Human herpesvirus 6 infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Neutropenic infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Oral herpes 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Otitis media 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Parvovirus b19 infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Periorbital cellulitis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Pneumonia 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Post procedural infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Pseudomonas infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Rash pustular 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Rotavirus infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Septic shock 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Urinary tract infection viral 1 (3.1 ) 1 (3.1 ) 0 0 0 



  

  

4678 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Varicella 1 (3.1 ) 0 0 1 (3.1 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 5 (15.6) 3 (9.4 ) 1 (3.1 ) 1 (3.1 ) 0 

  Contusion 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Eye contusion 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Toxicity to various agents 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Transfusion related complication 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Vascular access site occlusion 1 (3.1 ) 1 (3.1 ) 0 0 0 

Investigations      

  -Total 11 (34.4) 4 (12.5) 0 1 (3.1 ) 6 (18.8) 

  Platelet count decreased 4 (12.5) 1 (3.1 ) 0 0 3 (9.4 ) 

  Weight decreased 4 (12.5) 2 (6.3 ) 2 (6.3 ) 0 0 

  White blood cell count decreased 4 (12.5) 0 0 1 (3.1 ) 3 (9.4 ) 

  Aspartate aminotransferase 
increased 

3 (9.4 ) 2 (6.3 ) 0 1 (3.1 ) 0 

  Serum ferritin increased 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  C-reactive protein increased 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Lipase increased 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 



  

  

4679 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Neutrophil count decreased 2 (6.3 ) 0 0 0 2 (6.3 ) 

  Activated partial thromboplastin time 
prolonged 

1 (3.1 ) 1 (3.1 ) 0 0 0 

  Alanine aminotransferase increased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Amylase increased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Blood bilirubin increased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Blood fibrinogen decreased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Blood lactate dehydrogenase 
increased 

1 (3.1 ) 0 1 (3.1 ) 0 0 

  Blood urea decreased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Cardiac murmur 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Gamma-glutamyltransferase 
increased 

1 (3.1 ) 1 (3.1 ) 0 0 0 

  Human rhinovirus test positive 1 (3.1 ) 1 (3.1 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 11 (34.4) 6 (18.8) 3 (9.4 ) 2 (6.3 ) 0 

  Hypokalaemia 4 (12.5) 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 

  Hypophosphataemia 4 (12.5) 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 

  Decreased appetite 3 (9.4 ) 2 (6.3 ) 0 1 (3.1 ) 0 



  

  

4680 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Hypoalbuminaemia 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Hypocalcaemia 3 (9.4 ) 3 (9.4 ) 0 0 0 

  Dehydration 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Hyperuricaemia 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Hypomagnesaemia 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Fluid overload 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Hyperferritinaemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hyperglycaemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hyperkalaemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hypertriglyceridaemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hypoglycaemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 5 (15.6) 2 (6.3 ) 2 (6.3 ) 1 (3.1 ) 0 

  Pain in extremity 4 (12.5) 1 (3.1 ) 3 (9.4 ) 0 0 

  Arthralgia 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Bone pain 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Back pain 1 (3.1 ) 0 0 1 (3.1 ) 0 



  

  

4681 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Myalgia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Pain in jaw 1 (3.1 ) 1 (3.1 ) 0 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 2 (6.3 ) 0 1 (3.1 ) 0 1 (3.1 ) 

  Malignant neoplasm progression 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Neoplasm of orbit 1 (3.1 ) 0 0 0 1 (3.1 ) 

Nervous system disorders      

  -Total 12 (37.5) 3 (9.4 ) 3 (9.4 ) 6 (18.8) 0 

  Headache 6 (18.8) 2 (6.3 ) 2 (6.3 ) 2 (6.3 ) 0 

  Dyskinesia 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Seizure 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Somnolence 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Cranial nerve disorder 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Dizziness 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hypoaesthesia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Neuralgia 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Neurological symptom 1 (3.1 ) 0 0 1 (3.1 ) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Paraesthesia 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Peripheral sensory neuropathy 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (3.1 ) 0 0 1 (3.1 ) 0 

  Status epilepticus 1 (3.1 ) 0 1 (3.1 ) 0 0 

Psychiatric disorders      

  -Total 4 (12.5) 0 3 (9.4 ) 1 (3.1 ) 0 

  Anxiety 3 (9.4 ) 0 3 (9.4 ) 0 0 

  Agitation 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Depression 1 (3.1 ) 0 0 1 (3.1 ) 0 

Renal and urinary disorders      

  -Total 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Dysuria 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Haematuria 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Haemoglobinuria 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Urinary retention 1 (3.1 ) 0 1 (3.1 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (3.1 ) 1 (3.1 ) 0 0 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Perineal rash 1 (3.1 ) 1 (3.1 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 7 (21.9) 4 (12.5) 2 (6.3 ) 1 (3.1 ) 0 

  Epistaxis 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Hypoxia 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Tachypnoea 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Atelectasis 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Cough 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Dyspnoea 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Oropharyngeal pain 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Pleural effusion 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Pneumonitis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Rhinorrhoea 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Wheezing 1 (3.1 ) 0 1 (3.1 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 9 (28.1) 7 (21.9) 1 (3.1 ) 1 (3.1 ) 0 

  Rash 2 (6.3 ) 2 (6.3 ) 0 0 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Toxic skin eruption 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Dermatitis 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Erythema 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hyperhidrosis 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Ingrowing nail 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Pruritus 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Skin lesion 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Skin ulcer 1 (3.1 ) 1 (3.1 ) 0 0 0 

Vascular disorders      

  -Total 5 (15.6) 2 (6.3 ) 2 (6.3 ) 1 (3.1 ) 0 

  Hypertension 4 (12.5) 2 (6.3 ) 2 (6.3 ) 0 0 

  Hypotension 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 



  

  

4685 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 170g 

Adverse events (not disease related) before study treatment, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

22 (100) 2 (9.1 ) 3 (13.6) 8 (36.4) 9 (40.9) 

Blood and lymphatic system disorders      

  -Total 14 (63.6) 1 (4.5 ) 1 (4.5 ) 8 (36.4) 4 (18.2) 

  Anaemia 7 (31.8) 0 1 (4.5 ) 6 (27.3) 0 

  Febrile neutropenia 6 (27.3) 0 0 5 (22.7) 1 (4.5 ) 

  Neutropenia 5 (22.7) 1 (4.5 ) 0 1 (4.5 ) 3 (13.6) 

  Thrombocytopenia 2 (9.1 ) 0 1 (4.5 ) 0 1 (4.5 ) 

  Bone marrow failure 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Lymphadenopathy 1 (4.5 ) 0 1 (4.5 ) 0 0 

Cardiac disorders      

  -Total 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Tachycardia 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Bradycardia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Bundle branch block left 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Sinus bradycardia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Sinus tachycardia 1 (4.5 ) 0 1 (4.5 ) 0 0 

Ear and labyrinth disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ear pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

Endocrine disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Cushingoid 1 (4.5 ) 1 (4.5 ) 0 0 0 

Eye disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ocular hyperaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Gastrointestinal disorders      

  -Total 10 (45.5) 3 (13.6) 3 (13.6) 4 (18.2) 0 

  Constipation 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Stomatitis 4 (18.2) 1 (4.5 ) 1 (4.5 ) 2 (9.1 ) 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Abdominal distension 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Anal fissure 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Anal fistula 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Nausea 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Oral pain 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Vomiting 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Abdominal discomfort 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Abdominal tenderness 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Anal pruritus 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Dental caries 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Diarrhoea 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Dyspepsia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hyperaesthesia teeth 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Neutropenic colitis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Proctalgia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Retching 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Tooth loss 1 (4.5 ) 1 (4.5 ) 0 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

General disorders and administration 
site conditions 

     

  -Total 10 (45.5) 4 (18.2) 4 (18.2) 2 (9.1 ) 0 

  Pyrexia 7 (31.8) 2 (9.1 ) 3 (13.6) 2 (9.1 ) 0 

  Fatigue 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Asthenia 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Malaise 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Catheter site erythema 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Catheter site haemorrhage 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Catheter site pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Facial pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Generalised oedema 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oedema peripheral 1 (4.5 ) 1 (4.5 ) 0 0 0 

Hepatobiliary disorders      

  -Total 3 (13.6) 1 (4.5 ) 0 2 (9.1 ) 0 

  Hepatocellular injury 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Jaundice 1 (4.5 ) 1 (4.5 ) 0 0 0 

Immune system disorders      
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 3 (13.6) 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 0 

  Anaphylactic reaction 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Drug hypersensitivity 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hypogammaglobulinaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

Infections and infestations      

  -Total 14 (63.6) 1 (4.5 ) 4 (18.2) 6 (27.3) 3 (13.6) 

  Pneumonia 3 (13.6) 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 0 

  Neutropenic infection 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Urinary tract infection 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Anal fistula infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Bronchopulmonary aspergillosis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Clostridium difficile infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Croup infectious 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterovirus infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Escherichia bacteraemia 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Herpes simplex 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Herpes zoster 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Listeria sepsis 1 (4.5 ) 0 0 0 1 (4.5 ) 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Oral candidiasis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oral herpes 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oral infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Otitis externa 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Pneumonia fungal 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Rhinitis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Rhinovirus infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Septic shock 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Staphylococcal infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Contusion 3 (13.6) 3 (13.6) 0 0 0 

  Delayed serologic transfusion 
reaction 

1 (4.5 ) 0 1 (4.5 ) 0 0 

Investigations      

  -Total 12 (54.5) 1 (4.5 ) 2 (9.1 ) 2 (9.1 ) 7 (31.8) 

  Platelet count decreased 5 (22.7) 0 0 0 5 (22.7) 

  Neutrophil count decreased 4 (18.2) 0 0 1 (4.5 ) 3 (13.6) 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  White blood cell count decreased 3 (13.6) 1 (4.5 ) 0 0 2 (9.1 ) 

  Alanine aminotransferase increased 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Antithrombin iii decreased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Aspartate aminotransferase 
increased 

1 (4.5 ) 0 0 1 (4.5 ) 0 

  Blood creatinine increased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Blood pressure increased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Blood uric acid increased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  C-reactive protein increased 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Electrocardiogram qt prolonged 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Influenza a virus test positive 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oxygen saturation decreased 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Urine output decreased 1 (4.5 ) 0 1 (4.5 ) 0 0 

Metabolism and nutrition disorders      

  -Total 7 (31.8) 2 (9.1 ) 2 (9.1 ) 3 (13.6) 0 

  Hypokalaemia 4 (18.2) 1 (4.5 ) 1 (4.5 ) 2 (9.1 ) 0 

  Decreased appetite 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Hyperuricaemia 2 (9.1 ) 2 (9.1 ) 0 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Fluid overload 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hyperglycaemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Hyperkalaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hypocalcaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hypomagnesaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hypophosphataemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Iron overload 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Tumour lysis syndrome 1 (4.5 ) 0 0 1 (4.5 ) 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 7 (31.8) 2 (9.1 ) 5 (22.7) 0 0 

  Back pain 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Pain in extremity 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Arthralgia 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Myalgia 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Bone pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Muscular weakness 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Neck pain 1 (4.5 ) 1 (4.5 ) 0 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Nervous system disorders      

  -Total 5 (22.7) 2 (9.1 ) 2 (9.1 ) 1 (4.5 ) 0 

  Headache 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Depressed level of consciousness 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Encephalopathy 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Lethargy 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Neuropathy peripheral 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Partial seizures 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Peripheral motor neuropathy 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Somnolence 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Speech disorder 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Tremor 1 (4.5 ) 1 (4.5 ) 0 0 0 

Product issues      

  -Total 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Manufacturing product shipping issue 1 (4.5 ) 0 0 0 1 (4.5 ) 

Psychiatric disorders      

  -Total 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Abnormal behaviour 1 (4.5 ) 0 0 1 (4.5 ) 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Agitation 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Confusional state 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Insomnia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Renal and urinary disorders      

  -Total 4 (18.2) 2 (9.1 ) 0 2 (9.1 ) 0 

  Haematuria 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Acute kidney injury 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Dysuria 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Renal impairment 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Urinary incontinence 1 (4.5 ) 1 (4.5 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Penile pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 5 (22.7) 0 5 (22.7) 0 0 

  Cough 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Epistaxis 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Dyspnoea exertional 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Haemoptysis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oropharyngeal pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Orthopnoea 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Pharyngeal erythema 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pleural effusion 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pneumothorax 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rhinorrhoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Tachypnoea 1 (4.5 ) 1 (4.5 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 7 (31.8) 4 (18.2) 2 (9.1 ) 1 (4.5 ) 0 

  Rash 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Dry skin 3 (13.6) 3 (13.6) 0 0 0 

  Alopecia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Urticaria 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Eczema 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Ingrowing nail 1 (4.5 ) 1 (4.5 ) 0 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Petechiae 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rash maculo-papular 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Skin oedema 1 (4.5 ) 1 (4.5 ) 0 0 0 

Vascular disorders      

  -Total 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Hypertension 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Pallor 1 (4.5 ) 1 (4.5 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 170g 

Adverse events (not disease related) before study treatment, by primary system organ class, 

preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

13 (100) 0 1 (7.7 ) 4 (30.8) 8 (61.5) 

Blood and lymphatic system disorders      

  -Total 10 (76.9) 2 (15.4) 2 (15.4) 4 (30.8) 2 (15.4) 

  Anaemia 5 (38.5) 1 (7.7 ) 2 (15.4) 2 (15.4) 0 

  Febrile neutropenia 3 (23.1) 0 1 (7.7 ) 2 (15.4) 0 

  Thrombocytopenia 3 (23.1) 0 0 1 (7.7 ) 2 (15.4) 

  Leukopenia 2 (15.4) 0 0 1 (7.7 ) 1 (7.7 ) 

  Neutropenia 2 (15.4) 0 0 1 (7.7 ) 1 (7.7 ) 

  Bone marrow failure 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Splenomegaly 1 (7.7 ) 1 (7.7 ) 0 0 0 

Cardiac disorders      
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Bradycardia 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Diastolic dysfunction 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Sinus bradycardia 1 (7.7 ) 1 (7.7 ) 0 0 0 

Endocrine disorders      

  -Total 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Hypercalcaemia of malignancy 1 (7.7 ) 0 0 0 1 (7.7 ) 

Gastrointestinal disorders      

  -Total 4 (30.8) 1 (7.7 ) 2 (15.4) 0 1 (7.7 ) 

  Abdominal pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Constipation 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Diarrhoea 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Nausea 1 (7.7 ) 0 1 (7.7 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 4 (30.8) 0 4 (30.8) 0 0 

  Pyrexia 2 (15.4) 0 2 (15.4) 0 0 



  

  

4700 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Catheter site pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Device related thrombosis 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Fatigue 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

Hepatobiliary disorders      

  -Total 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Hepatomegaly 1 (7.7 ) 0 1 (7.7 ) 0 0 

Immune system disorders      

  -Total 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Hypogammaglobulinaemia 1 (7.7 ) 0 1 (7.7 ) 0 0 

Infections and infestations      

  -Total 3 (23.1) 1 (7.7 ) 0 1 (7.7 ) 1 (7.7 ) 

  Pneumonia 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Rhinovirus infection 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Sepsis 1 (7.7 ) 0 0 0 1 (7.7 ) 

Injury, poisoning and procedural 
complications 

     

  -Total 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Cervical vertebral fracture 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Infusion related reaction 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Procedural pain 1 (7.7 ) 1 (7.7 ) 0 0 0 

Investigations      

  -Total 8 (61.5) 0 1 (7.7 ) 4 (30.8) 3 (23.1) 

  White blood cell count decreased 5 (38.5) 0 1 (7.7 ) 3 (23.1) 1 (7.7 ) 

  Neutrophil count decreased 4 (30.8) 2 (15.4) 0 0 2 (15.4) 

  Platelet count decreased 3 (23.1) 0 0 2 (15.4) 1 (7.7 ) 

  Blood bilirubin increased 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Activated partial thromboplastin time 
prolonged 

1 (7.7 ) 0 1 (7.7 ) 0 0 

  Aspartate aminotransferase 
increased 

1 (7.7 ) 0 1 (7.7 ) 0 0 

  Blood urea increased 1 (7.7 ) 1 (7.7 ) 0 0 0 

  C-reactive protein increased 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Gamma-glutamyltransferase 
increased 

1 (7.7 ) 0 1 (7.7 ) 0 0 

  Influenza virus test positive 1 (7.7 ) 1 (7.7 ) 0 0 0 



  

  

4702 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  International normalised ratio 
increased 

1 (7.7 ) 0 1 (7.7 ) 0 0 

Metabolism and nutrition disorders      

  -Total 2 (15.4) 2 (15.4) 0 0 0 

  Decreased appetite 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hyperglycaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hyperkalaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypermagnesaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypertriglyceridaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hyperuricaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypocalcaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypokalaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypomagnesaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hyponatraemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 4 (30.8) 0 3 (23.1) 1 (7.7 ) 0 

  Arthralgia 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Back pain 1 (7.7 ) 0 1 (7.7 ) 0 0 



  

  

4703 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Bone pain 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Pain in extremity 1 (7.7 ) 0 1 (7.7 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

     

  -Total 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Meningioma malignant 1 (7.7 ) 0 1 (7.7 ) 0 0 

Nervous system disorders      

  -Total 2 (15.4) 0 1 (7.7 ) 0 1 (7.7 ) 

  Headache 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Intracranial pressure increased 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Somnolence 1 (7.7 ) 0 1 (7.7 ) 0 0 

Psychiatric disorders      

  -Total 2 (15.4) 0 2 (15.4) 0 0 

  Anxiety 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Insomnia 1 (7.7 ) 0 1 (7.7 ) 0 0 

Renal and urinary disorders      

  -Total 2 (15.4) 2 (15.4) 0 0 0 

  Chromaturia 1 (7.7 ) 1 (7.7 ) 0 0 0 



  

  

4704 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Haematuria 1 (7.7 ) 1 (7.7 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 3 (23.1) 0 1 (7.7 ) 1 (7.7 ) 1 (7.7 ) 

  Epistaxis 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Hypoxia 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Pneumonia aspiration 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Tachypnoea 1 (7.7 ) 0 1 (7.7 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Dry skin 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Rash maculo-papular 1 (7.7 ) 1 (7.7 ) 0 0 0 

Vascular disorders      

  -Total 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypotension 1 (7.7 ) 1 (7.7 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 171a 

Adverse events (not disease related) during the lymphodepleting period, regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

24 (72.7) 6 (18.2) 2 (6.1 ) 8 (24.2) 8 (24.2) 

Blood and lymphatic system disorders      

  -Total 8 (24.2) 0 1 (3.0 ) 6 (18.2) 1 (3.0 ) 

  Anaemia 5 (15.2) 0 1 (3.0 ) 4 (12.1) 0 

  Febrile neutropenia 2 (6.1 ) 0 0 2 (6.1 ) 0 

  Neutropenia 1 (3.0 ) 0 0 0 1 (3.0 ) 

  Thrombocytopenia 1 (3.0 ) 0 0 1 (3.0 ) 0 

Cardiac disorders      

  -Total 2 (6.1 ) 0 1 (3.0 ) 1 (3.0 ) 0 

  Tachycardia 2 (6.1 ) 0 1 (3.0 ) 1 (3.0 ) 0 

  Sinus tachycardia 1 (3.0 ) 1 (3.0 ) 0 0 0 

Endocrine disorders      



  

  

4707 

Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Adrenal insufficiency 1 (3.0 ) 0 1 (3.0 ) 0 0 

Gastrointestinal disorders      

  -Total 9 (27.3) 6 (18.2) 3 (9.1 ) 0 0 

  Diarrhoea 5 (15.2) 3 (9.1 ) 2 (6.1 ) 0 0 

  Nausea 5 (15.2) 3 (9.1 ) 2 (6.1 ) 0 0 

  Constipation 3 (9.1 ) 3 (9.1 ) 0 0 0 

  Vomiting 2 (6.1 ) 2 (6.1 ) 0 0 0 

  Abdominal pain 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Lip dry 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Mouth ulceration 1 (3.0 ) 1 (3.0 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 9 (27.3) 6 (18.2) 1 (3.0 ) 2 (6.1 ) 0 

  Pyrexia 9 (27.3) 6 (18.2) 1 (3.0 ) 2 (6.1 ) 0 

Hepatobiliary disorders      

  -Total 1 (3.0 ) 0 0 0 1 (3.0 ) 

  Hepatotoxicity 1 (3.0 ) 0 0 0 1 (3.0 ) 
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Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Immune system disorders      

  -Total 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.0 ) 0 1 (3.0 ) 0 0 

Infections and infestations      

  -Total 7 (21.2) 2 (6.1 ) 1 (3.0 ) 4 (12.1) 0 

  Bacteraemia 2 (6.1 ) 0 0 2 (6.1 ) 0 

  Cytomegalovirus infection 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Device related infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Enterococcal bacteraemia 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Paronychia 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Rhinovirus infection 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Staphylococcal bacteraemia 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Streptococcal bacteraemia 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Tooth abscess 1 (3.0 ) 0 0 1 (3.0 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 2 (6.1 ) 1 (3.0 ) 0 1 (3.0 ) 0 

  Allergic transfusion reaction 1 (3.0 ) 0 0 1 (3.0 ) 0 



  

  

4709 

Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Gastrostomy tube site complication 1 (3.0 ) 1 (3.0 ) 0 0 0 

Investigations      

  -Total 11 (33.3) 0 3 (9.1 ) 2 (6.1 ) 6 (18.2) 

  Neutrophil count decreased 6 (18.2) 0 0 1 (3.0 ) 5 (15.2) 

  White blood cell count decreased 5 (15.2) 0 0 0 5 (15.2) 

  Platelet count decreased 2 (6.1 ) 0 1 (3.0 ) 0 1 (3.0 ) 

  Aspartate aminotransferase 
increased 

1 (3.0 ) 0 0 1 (3.0 ) 0 

  Blood urea decreased 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Oxygen saturation decreased 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Urine output decreased 1 (3.0 ) 0 1 (3.0 ) 0 0 

Metabolism and nutrition disorders      

  -Total 7 (21.2) 6 (18.2) 0 1 (3.0 ) 0 

  Hyperuricaemia 2 (6.1 ) 2 (6.1 ) 0 0 0 

  Hypokalaemia 2 (6.1 ) 1 (3.0 ) 0 1 (3.0 ) 0 

  Decreased appetite 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Fluid retention 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Hypophosphataemia 1 (3.0 ) 1 (3.0 ) 0 0 0 



  

  

4710 

Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Muscular weakness 1 (3.0 ) 1 (3.0 ) 0 0 0 

Renal and urinary disorders      

  -Total 3 (9.1 ) 1 (3.0 ) 1 (3.0 ) 1 (3.0 ) 0 

  Haematuria 3 (9.1 ) 1 (3.0 ) 1 (3.0 ) 1 (3.0 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 4 (12.1) 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 

  Hypoxia 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Tachypnoea 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Cough 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Epistaxis 1 (3.0 ) 0 0 1 (3.0 ) 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Ingrowing nail 1 (3.0 ) 0 1 (3.0 ) 0 0 

Vascular disorders      
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Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 3 (9.1 ) 2 (6.1 ) 0 0 1 (3.0 ) 

  Hypotension 3 (9.1 ) 2 (6.1 ) 0 0 1 (3.0 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 171a 

Adverse events (not disease related) during the lymphodepleting period, regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=10 years to <18 years 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

12 (75.0) 2 (12.5) 4 (25.0) 3 (18.8) 3 (18.8) 

Blood and lymphatic system disorders      

  -Total 4 (25.0) 0 0 3 (18.8) 1 (6.3 ) 

  Anaemia 2 (12.5) 0 0 2 (12.5) 0 

  Bone marrow failure 1 (6.3 ) 0 0 1 (6.3 ) 0 

  Febrile neutropenia 1 (6.3 ) 0 0 1 (6.3 ) 0 

  Leukopenia 1 (6.3 ) 0 0 0 1 (6.3 ) 

  Neutropenia 1 (6.3 ) 0 0 0 1 (6.3 ) 

Gastrointestinal disorders      

  -Total 7 (43.8) 4 (25.0) 2 (12.5) 1 (6.3 ) 0 

  Nausea 3 (18.8) 2 (12.5) 1 (6.3 ) 0 0 

  Aphthous ulcer 1 (6.3 ) 1 (6.3 ) 0 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Constipation 1 (6.3 ) 1 (6.3 ) 0 0 0 

  Lip pain 1 (6.3 ) 0 0 1 (6.3 ) 0 

  Stomatitis 1 (6.3 ) 1 (6.3 ) 0 0 0 

  Toothache 1 (6.3 ) 0 1 (6.3 ) 0 0 

Investigations      

  -Total 3 (18.8) 0 1 (6.3 ) 0 2 (12.5) 

  Neutrophil count decreased 2 (12.5) 0 0 0 2 (12.5) 

  Blood bilirubin increased 1 (6.3 ) 0 1 (6.3 ) 0 0 

  Blood chloride increased 1 (6.3 ) 1 (6.3 ) 0 0 0 

  Lymphocyte count decreased 1 (6.3 ) 0 0 0 1 (6.3 ) 

  Platelet count decreased 1 (6.3 ) 0 0 1 (6.3 ) 0 

  White blood cell count decreased 1 (6.3 ) 0 0 0 1 (6.3 ) 

Metabolism and nutrition disorders      

  -Total 1 (6.3 ) 0 1 (6.3 ) 0 0 

  Hyperkalaemia 1 (6.3 ) 1 (6.3 ) 0 0 0 

  Hypomagnesaemia 1 (6.3 ) 0 1 (6.3 ) 0 0 

Nervous system disorders      

  -Total 3 (18.8) 2 (12.5) 1 (6.3 ) 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Headache 3 (18.8) 2 (12.5) 1 (6.3 ) 0 0 

Psychiatric disorders      

  -Total 1 (6.3 ) 0 1 (6.3 ) 0 0 

  Insomnia 1 (6.3 ) 0 1 (6.3 ) 0 0 

Renal and urinary disorders      

  -Total 1 (6.3 ) 1 (6.3 ) 0 0 0 

  Haematuria 1 (6.3 ) 1 (6.3 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (6.3 ) 1 (6.3 ) 0 0 0 

  Vulvovaginal pruritus 1 (6.3 ) 1 (6.3 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (6.3 ) 1 (6.3 ) 0 0 0 

  Scab 1 (6.3 ) 1 (6.3 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 



  

  

4716 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 171a 

Adverse events (not disease related) during the lymphodepleting period, regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

9 (64.3) 1 (7.1 ) 3 (21.4) 1 (7.1 ) 4 (28.6) 

Blood and lymphatic system disorders      

  -Total 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Anaemia 1 (7.1 ) 0 1 (7.1 ) 0 0 

Gastrointestinal disorders      

  -Total 4 (28.6) 2 (14.3) 2 (14.3) 0 0 

  Nausea 3 (21.4) 2 (14.3) 1 (7.1 ) 0 0 

  Abdominal pain upper 1 (7.1 ) 0 1 (7.1 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 2 (14.3) 1 (7.1 ) 1 (7.1 ) 0 0 
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Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Fatigue 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Pyrexia 1 (7.1 ) 0 1 (7.1 ) 0 0 

Infections and infestations      

  -Total 2 (14.3) 0 1 (7.1 ) 1 (7.1 ) 0 

  Bacterial infection 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Parotitis 1 (7.1 ) 0 0 1 (7.1 ) 0 

Investigations      

  -Total 4 (28.6) 0 0 0 4 (28.6) 

  White blood cell count decreased 3 (21.4) 0 0 1 (7.1 ) 2 (14.3) 

  Lymphocyte count decreased 2 (14.3) 0 0 1 (7.1 ) 1 (7.1 ) 

  Neutrophil count decreased 2 (14.3) 0 0 0 2 (14.3) 

  Alanine aminotransferase increased 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Aspartate aminotransferase 
increased 

1 (7.1 ) 1 (7.1 ) 0 0 0 

  Blood alkaline phosphatase 
increased 

1 (7.1 ) 1 (7.1 ) 0 0 0 

  Blood bilirubin increased 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Blood creatinine increased 1 (7.1 ) 1 (7.1 ) 0 0 0 
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Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Gamma-glutamyltransferase 
increased 

1 (7.1 ) 0 0 1 (7.1 ) 0 

Metabolism and nutrition disorders      

  -Total 5 (35.7) 3 (21.4) 2 (14.3) 0 0 

  Fluid overload 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Hypernatraemia 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Hyperphosphataemia 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Hypertriglyceridaemia 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Hypoalbuminaemia 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Hypomagnesaemia 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Tumour lysis syndrome 1 (7.1 ) 1 (7.1 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (14.3) 1 (7.1 ) 1 (7.1 ) 0 0 

  Back pain 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Bone pain 1 (7.1 ) 1 (7.1 ) 0 0 0 

Renal and urinary disorders      

  -Total 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Haematuria 1 (7.1 ) 1 (7.1 ) 0 0 0 
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Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Urinary retention 1 (7.1 ) 1 (7.1 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Petechiae 1 (7.1 ) 1 (7.1 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 171b 

Adverse events (not disease related) during the lymphodepleting period, regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

24 (66.7) 5 (13.9) 5 (13.9) 5 (13.9) 9 (25.0) 

Blood and lymphatic system disorders      

  -Total 7 (19.4) 0 2 (5.6 ) 4 (11.1) 1 (2.8 ) 

  Anaemia 5 (13.9) 0 2 (5.6 ) 3 (8.3 ) 0 

  Febrile neutropenia 1 (2.8 ) 0 0 1 (2.8 ) 0 

  Leukopenia 1 (2.8 ) 0 0 0 1 (2.8 ) 

  Neutropenia 1 (2.8 ) 0 0 0 1 (2.8 ) 

Cardiac disorders      

  -Total 2 (5.6 ) 0 1 (2.8 ) 1 (2.8 ) 0 

  Tachycardia 2 (5.6 ) 0 1 (2.8 ) 1 (2.8 ) 0 

  Sinus tachycardia 1 (2.8 ) 1 (2.8 ) 0 0 0 

Gastrointestinal disorders      
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Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 14 (38.9) 9 (25.0) 4 (11.1) 1 (2.8 ) 0 

  Nausea 9 (25.0) 7 (19.4) 2 (5.6 ) 0 0 

  Constipation 3 (8.3 ) 3 (8.3 ) 0 0 0 

  Diarrhoea 3 (8.3 ) 2 (5.6 ) 1 (2.8 ) 0 0 

  Vomiting 2 (5.6 ) 2 (5.6 ) 0 0 0 

  Abdominal pain 1 (2.8 ) 0 1 (2.8 ) 0 0 

  Abdominal pain upper 1 (2.8 ) 0 1 (2.8 ) 0 0 

  Lip pain 1 (2.8 ) 0 0 1 (2.8 ) 0 

  Stomatitis 1 (2.8 ) 1 (2.8 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 5 (13.9) 4 (11.1) 1 (2.8 ) 0 0 

  Pyrexia 4 (11.1) 3 (8.3 ) 1 (2.8 ) 0 0 

  Fatigue 1 (2.8 ) 1 (2.8 ) 0 0 0 

Immune system disorders      

  -Total 1 (2.8 ) 0 1 (2.8 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.8 ) 0 1 (2.8 ) 0 0 

Infections and infestations      
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Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 3 (8.3 ) 1 (2.8 ) 0 2 (5.6 ) 0 

  Bacteraemia 1 (2.8 ) 0 0 1 (2.8 ) 0 

  Device related infection 1 (2.8 ) 0 0 1 (2.8 ) 0 

  Enterococcal bacteraemia 1 (2.8 ) 0 0 1 (2.8 ) 0 

  Paronychia 1 (2.8 ) 1 (2.8 ) 0 0 0 

  Staphylococcal bacteraemia 1 (2.8 ) 0 0 1 (2.8 ) 0 

  Streptococcal bacteraemia 1 (2.8 ) 0 0 1 (2.8 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (2.8 ) 0 0 1 (2.8 ) 0 

  Allergic transfusion reaction 1 (2.8 ) 0 0 1 (2.8 ) 0 

Investigations      

  -Total 13 (36.1) 0 4 (11.1) 2 (5.6 ) 7 (19.4) 

  Neutrophil count decreased 5 (13.9) 0 0 1 (2.8 ) 4 (11.1) 

  White blood cell count decreased 5 (13.9) 0 0 1 (2.8 ) 4 (11.1) 

  Lymphocyte count decreased 3 (8.3 ) 0 0 1 (2.8 ) 2 (5.6 ) 

  Aspartate aminotransferase 
increased 

2 (5.6 ) 1 (2.8 ) 0 1 (2.8 ) 0 

  Blood bilirubin increased 2 (5.6 ) 1 (2.8 ) 1 (2.8 ) 0 0 
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Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Alanine aminotransferase increased 1 (2.8 ) 0 1 (2.8 ) 0 0 

  Blood alkaline phosphatase 
increased 

1 (2.8 ) 1 (2.8 ) 0 0 0 

  Blood chloride increased 1 (2.8 ) 1 (2.8 ) 0 0 0 

  Blood creatinine increased 1 (2.8 ) 1 (2.8 ) 0 0 0 

  Blood urea decreased 1 (2.8 ) 1 (2.8 ) 0 0 0 

  Gamma-glutamyltransferase 
increased 

1 (2.8 ) 0 0 1 (2.8 ) 0 

  Oxygen saturation decreased 1 (2.8 ) 0 1 (2.8 ) 0 0 

  Platelet count decreased 1 (2.8 ) 0 1 (2.8 ) 0 0 

  Urine output decreased 1 (2.8 ) 0 1 (2.8 ) 0 0 

Metabolism and nutrition disorders      

  -Total 8 (22.2) 5 (13.9) 3 (8.3 ) 0 0 

  Hypomagnesaemia 2 (5.6 ) 1 (2.8 ) 1 (2.8 ) 0 0 

  Fluid overload 1 (2.8 ) 1 (2.8 ) 0 0 0 

  Hyperkalaemia 1 (2.8 ) 1 (2.8 ) 0 0 0 

  Hypernatraemia 1 (2.8 ) 1 (2.8 ) 0 0 0 

  Hyperphosphataemia 1 (2.8 ) 1 (2.8 ) 0 0 0 

  Hypertriglyceridaemia 1 (2.8 ) 0 1 (2.8 ) 0 0 
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Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Hyperuricaemia 1 (2.8 ) 1 (2.8 ) 0 0 0 

  Hypoalbuminaemia 1 (2.8 ) 0 1 (2.8 ) 0 0 

  Hypokalaemia 1 (2.8 ) 1 (2.8 ) 0 0 0 

  Hypophosphataemia 1 (2.8 ) 1 (2.8 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (2.8 ) 0 1 (2.8 ) 0 0 

  Back pain 1 (2.8 ) 0 1 (2.8 ) 0 0 

Nervous system disorders      

  -Total 3 (8.3 ) 2 (5.6 ) 1 (2.8 ) 0 0 

  Headache 3 (8.3 ) 2 (5.6 ) 1 (2.8 ) 0 0 

Renal and urinary disorders      

  -Total 4 (11.1) 3 (8.3 ) 1 (2.8 ) 0 0 

  Haematuria 4 (11.1) 3 (8.3 ) 1 (2.8 ) 0 0 

  Urinary retention 1 (2.8 ) 1 (2.8 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 3 (8.3 ) 1 (2.8 ) 1 (2.8 ) 1 (2.8 ) 0 

  Hypoxia 2 (5.6 ) 1 (2.8 ) 1 (2.8 ) 0 0 
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Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Tachypnoea 2 (5.6 ) 1 (2.8 ) 1 (2.8 ) 0 0 

  Epistaxis 1 (2.8 ) 0 0 1 (2.8 ) 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 3 (8.3 ) 2 (5.6 ) 1 (2.8 ) 0 0 

  Ingrowing nail 1 (2.8 ) 0 1 (2.8 ) 0 0 

  Petechiae 1 (2.8 ) 1 (2.8 ) 0 0 0 

  Scab 1 (2.8 ) 1 (2.8 ) 0 0 0 

Vascular disorders      

  -Total 3 (8.3 ) 2 (5.6 ) 0 0 1 (2.8 ) 

  Hypotension 3 (8.3 ) 2 (5.6 ) 0 0 1 (2.8 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 171b 

Adverse events (not disease related) during the lymphodepleting period, regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Female 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

21 (77.8) 4 (14.8) 4 (14.8) 7 (25.9) 6 (22.2) 

Blood and lymphatic system disorders      

  -Total 6 (22.2) 0 0 5 (18.5) 1 (3.7 ) 

  Anaemia 3 (11.1) 0 0 3 (11.1) 0 

  Febrile neutropenia 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Bone marrow failure 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Neutropenia 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Thrombocytopenia 1 (3.7 ) 0 0 1 (3.7 ) 0 

Endocrine disorders      

  -Total 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Adrenal insufficiency 1 (3.7 ) 0 1 (3.7 ) 0 0 

Gastrointestinal disorders      
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Gender: Female 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 6 (22.2) 3 (11.1) 3 (11.1) 0 0 

  Diarrhoea 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Nausea 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Aphthous ulcer 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Constipation 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lip dry 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Mouth ulceration 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Toothache 1 (3.7 ) 0 1 (3.7 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 6 (22.2) 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 

  Pyrexia 6 (22.2) 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 

Hepatobiliary disorders      

  -Total 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Hepatotoxicity 1 (3.7 ) 0 0 0 1 (3.7 ) 

Infections and infestations      

  -Total 6 (22.2) 1 (3.7 ) 2 (7.4 ) 3 (11.1) 0 

  Bacteraemia 1 (3.7 ) 0 0 1 (3.7 ) 0 
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Gender: Female 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Bacterial infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Cytomegalovirus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Parotitis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Rhinovirus infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Tooth abscess 1 (3.7 ) 0 0 1 (3.7 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Gastrostomy tube site complication 1 (3.7 ) 1 (3.7 ) 0 0 0 

Investigations      

  -Total 5 (18.5) 0 0 0 5 (18.5) 

  Neutrophil count decreased 5 (18.5) 0 0 0 5 (18.5) 

  White blood cell count decreased 4 (14.8) 0 0 0 4 (14.8) 

  Platelet count decreased 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

Metabolism and nutrition disorders      

  -Total 5 (18.5) 4 (14.8) 0 1 (3.7 ) 0 

  Decreased appetite 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Fluid retention 1 (3.7 ) 1 (3.7 ) 0 0 0 
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Gender: Female 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Hyperuricaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypokalaemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Tumour lysis syndrome 1 (3.7 ) 1 (3.7 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Bone pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Muscular weakness 1 (3.7 ) 1 (3.7 ) 0 0 0 

Psychiatric disorders      

  -Total 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Insomnia 1 (3.7 ) 0 1 (3.7 ) 0 0 

Renal and urinary disorders      

  -Total 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Haematuria 1 (3.7 ) 0 0 1 (3.7 ) 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Vulvovaginal pruritus 1 (3.7 ) 1 (3.7 ) 0 0 0 
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Gender: Female 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Cough 1 (3.7 ) 1 (3.7 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 171c 

Adverse events (not disease related) during the lymphodepleting period, regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 171c 

Adverse events (not disease related) during the lymphodepleting period, regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

45 (71.4) 9 (14.3) 9 (14.3) 12 (19.0) 15 (23.8) 

Blood and lymphatic system disorders      

  -Total 13 (20.6) 0 2 (3.2 ) 9 (14.3) 2 (3.2 ) 

  Anaemia 8 (12.7) 0 2 (3.2 ) 6 (9.5 ) 0 

  Febrile neutropenia 3 (4.8 ) 0 0 3 (4.8 ) 0 

  Neutropenia 2 (3.2 ) 0 0 0 2 (3.2 ) 

  Bone marrow failure 1 (1.6 ) 0 0 1 (1.6 ) 0 

  Leukopenia 1 (1.6 ) 0 0 0 1 (1.6 ) 

  Thrombocytopenia 1 (1.6 ) 0 0 1 (1.6 ) 0 

Cardiac disorders      

  -Total 2 (3.2 ) 0 1 (1.6 ) 1 (1.6 ) 0 

  Tachycardia 2 (3.2 ) 0 1 (1.6 ) 1 (1.6 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinus tachycardia 1 (1.6 ) 1 (1.6 ) 0 0 0 

Endocrine disorders      

  -Total 1 (1.6 ) 0 1 (1.6 ) 0 0 

  Adrenal insufficiency 1 (1.6 ) 0 1 (1.6 ) 0 0 

Gastrointestinal disorders      

  -Total 20 (31.7) 12 (19.0) 7 (11.1) 1 (1.6 ) 0 

  Nausea 11 (17.5) 7 (11.1) 4 (6.3 ) 0 0 

  Diarrhoea 5 (7.9 ) 3 (4.8 ) 2 (3.2 ) 0 0 

  Constipation 4 (6.3 ) 4 (6.3 ) 0 0 0 

  Vomiting 2 (3.2 ) 2 (3.2 ) 0 0 0 

  Abdominal pain 1 (1.6 ) 0 1 (1.6 ) 0 0 

  Abdominal pain upper 1 (1.6 ) 0 1 (1.6 ) 0 0 

  Aphthous ulcer 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Lip dry 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Lip pain 1 (1.6 ) 0 0 1 (1.6 ) 0 

  Mouth ulceration 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Stomatitis 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Toothache 1 (1.6 ) 0 1 (1.6 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

     

  -Total 11 (17.5) 7 (11.1) 2 (3.2 ) 2 (3.2 ) 0 

  Pyrexia 10 (15.9) 6 (9.5 ) 2 (3.2 ) 2 (3.2 ) 0 

  Fatigue 1 (1.6 ) 1 (1.6 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (1.6 ) 0 0 0 1 (1.6 ) 

  Hepatotoxicity 1 (1.6 ) 0 0 0 1 (1.6 ) 

Immune system disorders      

  -Total 1 (1.6 ) 0 1 (1.6 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (1.6 ) 0 1 (1.6 ) 0 0 

Infections and infestations      

  -Total 9 (14.3) 2 (3.2 ) 2 (3.2 ) 5 (7.9 ) 0 

  Bacteraemia 2 (3.2 ) 0 0 2 (3.2 ) 0 

  Bacterial infection 1 (1.6 ) 0 1 (1.6 ) 0 0 

  Cytomegalovirus infection 1 (1.6 ) 0 1 (1.6 ) 0 0 

  Device related infection 1 (1.6 ) 0 0 1 (1.6 ) 0 

  Enterococcal bacteraemia 1 (1.6 ) 0 0 1 (1.6 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Paronychia 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Parotitis 1 (1.6 ) 0 0 1 (1.6 ) 0 

  Rhinovirus infection 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Staphylococcal bacteraemia 1 (1.6 ) 0 0 1 (1.6 ) 0 

  Streptococcal bacteraemia 1 (1.6 ) 0 0 1 (1.6 ) 0 

  Tooth abscess 1 (1.6 ) 0 0 1 (1.6 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 2 (3.2 ) 1 (1.6 ) 0 1 (1.6 ) 0 

  Allergic transfusion reaction 1 (1.6 ) 0 0 1 (1.6 ) 0 

  Gastrostomy tube site complication 1 (1.6 ) 1 (1.6 ) 0 0 0 

Investigations      

  -Total 18 (28.6) 0 4 (6.3 ) 2 (3.2 ) 12 (19.0) 

  Neutrophil count decreased 10 (15.9) 0 0 1 (1.6 ) 9 (14.3) 

  White blood cell count decreased 9 (14.3) 0 0 1 (1.6 ) 8 (12.7) 

  Lymphocyte count decreased 3 (4.8 ) 0 0 1 (1.6 ) 2 (3.2 ) 

  Platelet count decreased 3 (4.8 ) 0 1 (1.6 ) 1 (1.6 ) 1 (1.6 ) 

  Aspartate aminotransferase 
increased 

2 (3.2 ) 1 (1.6 ) 0 1 (1.6 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood bilirubin increased 2 (3.2 ) 1 (1.6 ) 1 (1.6 ) 0 0 

  Alanine aminotransferase increased 1 (1.6 ) 0 1 (1.6 ) 0 0 

  Blood alkaline phosphatase 
increased 

1 (1.6 ) 1 (1.6 ) 0 0 0 

  Blood chloride increased 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Blood creatinine increased 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Blood urea decreased 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Gamma-glutamyltransferase 
increased 

1 (1.6 ) 0 0 1 (1.6 ) 0 

  Oxygen saturation decreased 1 (1.6 ) 0 1 (1.6 ) 0 0 

  Urine output decreased 1 (1.6 ) 0 1 (1.6 ) 0 0 

Metabolism and nutrition disorders      

  -Total 13 (20.6) 9 (14.3) 3 (4.8 ) 1 (1.6 ) 0 

  Hyperuricaemia 2 (3.2 ) 2 (3.2 ) 0 0 0 

  Hypokalaemia 2 (3.2 ) 1 (1.6 ) 0 1 (1.6 ) 0 

  Hypomagnesaemia 2 (3.2 ) 1 (1.6 ) 1 (1.6 ) 0 0 

  Decreased appetite 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Fluid overload 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Fluid retention 1 (1.6 ) 1 (1.6 ) 0 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperkalaemia 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Hypernatraemia 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Hyperphosphataemia 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Hypertriglyceridaemia 1 (1.6 ) 0 1 (1.6 ) 0 0 

  Hypoalbuminaemia 1 (1.6 ) 0 1 (1.6 ) 0 0 

  Hypophosphataemia 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Tumour lysis syndrome 1 (1.6 ) 1 (1.6 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 3 (4.8 ) 2 (3.2 ) 1 (1.6 ) 0 0 

  Back pain 1 (1.6 ) 0 1 (1.6 ) 0 0 

  Bone pain 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Muscular weakness 1 (1.6 ) 1 (1.6 ) 0 0 0 

Nervous system disorders      

  -Total 3 (4.8 ) 2 (3.2 ) 1 (1.6 ) 0 0 

  Headache 3 (4.8 ) 2 (3.2 ) 1 (1.6 ) 0 0 

Psychiatric disorders      

  -Total 1 (1.6 ) 0 1 (1.6 ) 0 0 



  

  

4742 

Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Insomnia 1 (1.6 ) 0 1 (1.6 ) 0 0 

Renal and urinary disorders      

  -Total 5 (7.9 ) 3 (4.8 ) 1 (1.6 ) 1 (1.6 ) 0 

  Haematuria 5 (7.9 ) 3 (4.8 ) 1 (1.6 ) 1 (1.6 ) 0 

  Urinary retention 1 (1.6 ) 1 (1.6 ) 0 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Vulvovaginal pruritus 1 (1.6 ) 1 (1.6 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 4 (6.3 ) 2 (3.2 ) 1 (1.6 ) 1 (1.6 ) 0 

  Hypoxia 2 (3.2 ) 1 (1.6 ) 1 (1.6 ) 0 0 

  Tachypnoea 2 (3.2 ) 1 (1.6 ) 1 (1.6 ) 0 0 

  Cough 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Epistaxis 1 (1.6 ) 0 0 1 (1.6 ) 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 3 (4.8 ) 2 (3.2 ) 1 (1.6 ) 0 0 



  

  

4743 

Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ingrowing nail 1 (1.6 ) 0 1 (1.6 ) 0 0 

  Petechiae 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Scab 1 (1.6 ) 1 (1.6 ) 0 0 0 

Vascular disorders      

  -Total 3 (4.8 ) 2 (3.2 ) 0 0 1 (1.6 ) 

  Hypotension 3 (4.8 ) 2 (3.2 ) 0 0 1 (1.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 171d 

Adverse events (not disease related) during the lymphodepleting period, regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Europe 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

27 (64.3) 6 (14.3) 7 (16.7) 7 (16.7) 7 (16.7) 

Blood and lymphatic system disorders      

  -Total 4 (9.5 ) 0 1 (2.4 ) 2 (4.8 ) 1 (2.4 ) 

  Anaemia 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Bone marrow failure 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Febrile neutropenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Leukopenia 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Neutropenia 1 (2.4 ) 0 0 0 1 (2.4 ) 

Cardiac disorders      

  -Total 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Tachycardia 1 (2.4 ) 0 0 1 (2.4 ) 0 

Gastrointestinal disorders      



  

  

4745 

Region: Europe 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 11 (26.2) 6 (14.3) 4 (9.5 ) 1 (2.4 ) 0 

  Nausea 5 (11.9) 3 (7.1 ) 2 (4.8 ) 0 0 

  Constipation 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Abdominal pain upper 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Aphthous ulcer 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Diarrhoea 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Lip pain 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Stomatitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Toothache 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Vomiting 1 (2.4 ) 1 (2.4 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 6 (14.3) 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 

  Pyrexia 6 (14.3) 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 0 

Infections and infestations      

  -Total 6 (14.3) 0 2 (4.8 ) 4 (9.5 ) 0 

  Bacteraemia 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Bacterial infection 1 (2.4 ) 0 1 (2.4 ) 0 0 



  

  

4746 

Region: Europe 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Cytomegalovirus infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Enterococcal bacteraemia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Parotitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Staphylococcal bacteraemia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Streptococcal bacteraemia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Tooth abscess 1 (2.4 ) 0 0 1 (2.4 ) 0 

Investigations      

  -Total 7 (16.7) 0 1 (2.4 ) 0 6 (14.3) 

  White blood cell count decreased 6 (14.3) 0 0 0 6 (14.3) 

  Neutrophil count decreased 5 (11.9) 0 0 0 5 (11.9) 

  Platelet count decreased 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

Metabolism and nutrition disorders      

  -Total 4 (9.5 ) 3 (7.1 ) 0 1 (2.4 ) 0 

  Fluid retention 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Hypokalaemia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Hypophosphataemia 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Tumour lysis syndrome 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

4747 

Region: Europe 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Bone pain 1 (2.4 ) 1 (2.4 ) 0 0 0 

Nervous system disorders      

  -Total 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Headache 2 (4.8 ) 2 (4.8 ) 0 0 0 

Psychiatric disorders      

  -Total 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Insomnia 1 (2.4 ) 0 1 (2.4 ) 0 0 

Renal and urinary disorders      

  -Total 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Haematuria 1 (2.4 ) 0 0 1 (2.4 ) 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Vulvovaginal pruritus 1 (2.4 ) 1 (2.4 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 



  

  

4748 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 171d 

Adverse events (not disease related) during the lymphodepleting period, regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

15 (83.3) 3 (16.7) 2 (11.1) 4 (22.2) 6 (33.3) 

Blood and lymphatic system disorders      

  -Total 6 (33.3) 0 1 (5.6 ) 4 (22.2) 1 (5.6 ) 

  Anaemia 5 (27.8) 0 1 (5.6 ) 4 (22.2) 0 

  Neutropenia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Thrombocytopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Cardiac disorders      

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Sinus tachycardia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Tachycardia 1 (5.6 ) 0 1 (5.6 ) 0 0 

Endocrine disorders      

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

4751 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Adrenal insufficiency 1 (5.6 ) 0 1 (5.6 ) 0 0 

Gastrointestinal disorders      

  -Total 7 (38.9) 5 (27.8) 2 (11.1) 0 0 

  Nausea 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Diarrhoea 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Abdominal pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Constipation 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lip dry 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Mouth ulceration 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vomiting 1 (5.6 ) 1 (5.6 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 4 (22.2) 4 (22.2) 0 0 0 

  Pyrexia 3 (16.7) 3 (16.7) 0 0 0 

  Fatigue 1 (5.6 ) 1 (5.6 ) 0 0 0 

Immune system disorders      

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

4752 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Infections and infestations      

  -Total 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Device related infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Paronychia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rhinovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gastrostomy tube site complication 1 (5.6 ) 1 (5.6 ) 0 0 0 

Investigations      

  -Total 8 (44.4) 0 2 (11.1) 2 (11.1) 4 (22.2) 

  Lymphocyte count decreased 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Neutrophil count decreased 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Aspartate aminotransferase 
increased 

2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Blood bilirubin increased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  White blood cell count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Alanine aminotransferase increased 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

4753 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Blood alkaline phosphatase 
increased 

1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood chloride increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood creatinine increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood urea decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gamma-glutamyltransferase 
increased 

1 (5.6 ) 0 0 1 (5.6 ) 0 

  Oxygen saturation decreased 1 (5.6 ) 0 1 (5.6 ) 0 0 

Metabolism and nutrition disorders      

  -Total 7 (38.9) 4 (22.2) 3 (16.7) 0 0 

  Hypomagnesaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Decreased appetite 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Fluid overload 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyperkalaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypernatraemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyperphosphataemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypertriglyceridaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypoalbuminaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypokalaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

4754 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Back pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Muscular weakness 1 (5.6 ) 1 (5.6 ) 0 0 0 

Nervous system disorders      

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Headache 1 (5.6 ) 0 1 (5.6 ) 0 0 

Renal and urinary disorders      

  -Total 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Haematuria 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Urinary retention 1 (5.6 ) 1 (5.6 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Tachypnoea 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Cough 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Epistaxis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Hypoxia 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

4755 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Skin and subcutaneous tissue 
disorders 

     

  -Total 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Ingrowing nail 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Petechiae 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Scab 1 (5.6 ) 1 (5.6 ) 0 0 0 

Vascular disorders      

  -Total 3 (16.7) 2 (11.1) 0 0 1 (5.6 ) 

  Hypotension 3 (16.7) 2 (11.1) 0 0 1 (5.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 171d 

Adverse events (not disease related) during the lymphodepleting period, regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

3 (100) 0 0 1 (33.3) 2 (66.7) 

Blood and lymphatic system disorders      

  -Total 3 (100) 0 0 3 (100) 0 

  Febrile neutropenia 2 (66.7) 0 0 2 (66.7) 0 

  Anaemia 1 (33.3) 0 0 1 (33.3) 0 

Gastrointestinal disorders      

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 0 0 

  Constipation 1 (33.3) 1 (33.3) 0 0 0 

  Nausea 1 (33.3) 0 1 (33.3) 0 0 

General disorders and administration 
site conditions 

     



  

  

4758 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Pyrexia 1 (33.3) 0 0 1 (33.3) 0 

Hepatobiliary disorders      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Hepatotoxicity 1 (33.3) 0 0 0 1 (33.3) 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Allergic transfusion reaction 1 (33.3) 0 0 1 (33.3) 0 

Investigations      

  -Total 3 (100) 0 1 (33.3) 0 2 (66.7) 

  Neutrophil count decreased 2 (66.7) 0 0 0 2 (66.7) 

  Platelet count decreased 1 (33.3) 0 0 0 1 (33.3) 

  Urine output decreased 1 (33.3) 0 1 (33.3) 0 0 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 2 (66.7) 2 (66.7) 0 0 0 

  Hyperuricaemia 2 (66.7) 2 (66.7) 0 0 0 



  

  

4759 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypoxia 1 (33.3) 0 1 (33.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 171e 

Adverse events (not disease related) during the lymphodepleting period, regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: Yes 

 
All patients 

N=39 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

25 (64.1) 4 (10.3) 7 (17.9) 4 (10.3) 10 (25.6) 

Blood and lymphatic system disorders      

  -Total 6 (15.4) 0 1 (2.6 ) 4 (10.3) 1 (2.6 ) 

  Anaemia 4 (10.3) 0 1 (2.6 ) 3 (7.7 ) 0 

  Febrile neutropenia 2 (5.1 ) 0 0 2 (5.1 ) 0 

  Leukopenia 1 (2.6 ) 0 0 0 1 (2.6 ) 

  Neutropenia 1 (2.6 ) 0 0 0 1 (2.6 ) 

Gastrointestinal disorders      

  -Total 12 (30.8) 8 (20.5) 4 (10.3) 0 0 

  Nausea 5 (12.8) 4 (10.3) 1 (2.6 ) 0 0 

  Constipation 3 (7.7 ) 3 (7.7 ) 0 0 0 

  Diarrhoea 3 (7.7 ) 2 (5.1 ) 1 (2.6 ) 0 0 



  

  

4761 

Prior SCT therapy: Yes 

 
All patients 

N=39 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Abdominal pain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Abdominal pain upper 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Aphthous ulcer 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Lip dry 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Mouth ulceration 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Toothache 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Vomiting 1 (2.6 ) 1 (2.6 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 2 (5.1 ) 0 1 (2.6 ) 1 (2.6 ) 0 

  Pyrexia 2 (5.1 ) 0 1 (2.6 ) 1 (2.6 ) 0 

Immune system disorders      

  -Total 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.6 ) 0 1 (2.6 ) 0 0 

Infections and infestations      

  -Total 4 (10.3) 1 (2.6 ) 2 (5.1 ) 1 (2.6 ) 0 

  Bacterial infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Cytomegalovirus infection 1 (2.6 ) 0 1 (2.6 ) 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=39 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Paronychia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Tooth abscess 1 (2.6 ) 0 0 1 (2.6 ) 0 

Investigations      

  -Total 11 (28.2) 0 2 (5.1 ) 1 (2.6 ) 8 (20.5) 

  Neutrophil count decreased 7 (17.9) 0 0 1 (2.6 ) 6 (15.4) 

  White blood cell count decreased 6 (15.4) 0 0 0 6 (15.4) 

  Platelet count decreased 2 (5.1 ) 0 1 (2.6 ) 1 (2.6 ) 0 

  Aspartate aminotransferase 
increased 

1 (2.6 ) 1 (2.6 ) 0 0 0 

  Blood bilirubin increased 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Blood urea decreased 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Lymphocyte count decreased 1 (2.6 ) 0 0 0 1 (2.6 ) 

  Oxygen saturation decreased 1 (2.6 ) 0 1 (2.6 ) 0 0 

Metabolism and nutrition disorders      

  -Total 5 (12.8) 3 (7.7 ) 1 (2.6 ) 1 (2.6 ) 0 

  Hypokalaemia 2 (5.1 ) 1 (2.6 ) 0 1 (2.6 ) 0 

  Fluid overload 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hyperphosphataemia 1 (2.6 ) 1 (2.6 ) 0 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=39 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Hypertriglyceridaemia 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Tumour lysis syndrome 1 (2.6 ) 1 (2.6 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (5.1 ) 2 (5.1 ) 0 0 0 

  Bone pain 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Muscular weakness 1 (2.6 ) 1 (2.6 ) 0 0 0 

Nervous system disorders      

  -Total 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Headache 1 (2.6 ) 1 (2.6 ) 0 0 0 

Psychiatric disorders      

  -Total 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Insomnia 1 (2.6 ) 0 1 (2.6 ) 0 0 

Renal and urinary disorders      

  -Total 4 (10.3) 3 (7.7 ) 0 1 (2.6 ) 0 

  Haematuria 4 (10.3) 3 (7.7 ) 0 1 (2.6 ) 0 

  Urinary retention 1 (2.6 ) 1 (2.6 ) 0 0 0 

Reproductive system and breast 
disorders 
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Prior SCT therapy: Yes 

 
All patients 

N=39 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  -Total 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Vulvovaginal pruritus 1 (2.6 ) 1 (2.6 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Tachypnoea 1 (2.6 ) 1 (2.6 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Ingrowing nail 1 (2.6 ) 0 1 (2.6 ) 0 0 

Vascular disorders      

  -Total 2 (5.1 ) 1 (2.6 ) 0 0 1 (2.6 ) 

  Hypotension 2 (5.1 ) 1 (2.6 ) 0 0 1 (2.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 171e 

Adverse events (not disease related) during the lymphodepleting period, regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

20 (83.3) 5 (20.8) 2 (8.3 ) 8 (33.3) 5 (20.8) 

Blood and lymphatic system disorders      

  -Total 7 (29.2) 0 1 (4.2 ) 5 (20.8) 1 (4.2 ) 

  Anaemia 4 (16.7) 0 1 (4.2 ) 3 (12.5) 0 

  Bone marrow failure 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Febrile neutropenia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Neutropenia 1 (4.2 ) 0 0 0 1 (4.2 ) 

  Thrombocytopenia 1 (4.2 ) 0 0 1 (4.2 ) 0 

Cardiac disorders      

  -Total 2 (8.3 ) 0 1 (4.2 ) 1 (4.2 ) 0 

  Tachycardia 2 (8.3 ) 0 1 (4.2 ) 1 (4.2 ) 0 

  Sinus tachycardia 1 (4.2 ) 1 (4.2 ) 0 0 0 
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Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Endocrine disorders      

  -Total 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Adrenal insufficiency 1 (4.2 ) 0 1 (4.2 ) 0 0 

Gastrointestinal disorders      

  -Total 8 (33.3) 4 (16.7) 3 (12.5) 1 (4.2 ) 0 

  Nausea 6 (25.0) 3 (12.5) 3 (12.5) 0 0 

  Diarrhoea 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Constipation 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Lip pain 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Stomatitis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Vomiting 1 (4.2 ) 1 (4.2 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 9 (37.5) 7 (29.2) 1 (4.2 ) 1 (4.2 ) 0 

  Pyrexia 8 (33.3) 6 (25.0) 1 (4.2 ) 1 (4.2 ) 0 

  Fatigue 1 (4.2 ) 1 (4.2 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (4.2 ) 0 0 0 1 (4.2 ) 
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Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Hepatotoxicity 1 (4.2 ) 0 0 0 1 (4.2 ) 

Infections and infestations      

  -Total 5 (20.8) 1 (4.2 ) 0 4 (16.7) 0 

  Bacteraemia 2 (8.3 ) 0 0 2 (8.3 ) 0 

  Device related infection 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Enterococcal bacteraemia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Parotitis 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Rhinovirus infection 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Staphylococcal bacteraemia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Streptococcal bacteraemia 1 (4.2 ) 0 0 1 (4.2 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 2 (8.3 ) 1 (4.2 ) 0 1 (4.2 ) 0 

  Allergic transfusion reaction 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Gastrostomy tube site complication 1 (4.2 ) 1 (4.2 ) 0 0 0 

Investigations      

  -Total 7 (29.2) 0 2 (8.3 ) 1 (4.2 ) 4 (16.7) 

  Neutrophil count decreased 3 (12.5) 0 0 0 3 (12.5) 
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Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  White blood cell count decreased 3 (12.5) 0 0 1 (4.2 ) 2 (8.3 ) 

  Lymphocyte count decreased 2 (8.3 ) 0 0 1 (4.2 ) 1 (4.2 ) 

  Alanine aminotransferase increased 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Aspartate aminotransferase 
increased 

1 (4.2 ) 0 0 1 (4.2 ) 0 

  Blood alkaline phosphatase 
increased 

1 (4.2 ) 1 (4.2 ) 0 0 0 

  Blood bilirubin increased 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Blood chloride increased 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Blood creatinine increased 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Gamma-glutamyltransferase 
increased 

1 (4.2 ) 0 0 1 (4.2 ) 0 

  Platelet count decreased 1 (4.2 ) 0 0 0 1 (4.2 ) 

  Urine output decreased 1 (4.2 ) 0 1 (4.2 ) 0 0 

Metabolism and nutrition disorders      

  -Total 8 (33.3) 6 (25.0) 2 (8.3 ) 0 0 

  Hyperuricaemia 2 (8.3 ) 2 (8.3 ) 0 0 0 

  Hypomagnesaemia 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Decreased appetite 1 (4.2 ) 1 (4.2 ) 0 0 0 
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Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Fluid retention 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Hyperkalaemia 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Hypernatraemia 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Hypoalbuminaemia 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Hypophosphataemia 1 (4.2 ) 1 (4.2 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Back pain 1 (4.2 ) 0 1 (4.2 ) 0 0 

Nervous system disorders      

  -Total 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Headache 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

Renal and urinary disorders      

  -Total 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Haematuria 1 (4.2 ) 0 1 (4.2 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 3 (12.5) 1 (4.2 ) 1 (4.2 ) 1 (4.2 ) 0 

  Hypoxia 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 
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Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Cough 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Epistaxis 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Tachypnoea 1 (4.2 ) 0 1 (4.2 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 2 (8.3 ) 2 (8.3 ) 0 0 0 

  Petechiae 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Scab 1 (4.2 ) 1 (4.2 ) 0 0 0 

Vascular disorders      

  -Total 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Hypotension 1 (4.2 ) 1 (4.2 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 171f 

Adverse events (not disease related) during the lymphodepleting period, regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

15 (68.2) 3 (13.6) 2 (9.1 ) 3 (13.6) 7 (31.8) 

Blood and lymphatic system disorders      

  -Total 4 (18.2) 0 1 (4.5 ) 3 (13.6) 0 

  Anaemia 3 (13.6) 0 1 (4.5 ) 2 (9.1 ) 0 

  Febrile neutropenia 2 (9.1 ) 0 0 2 (9.1 ) 0 

Cardiac disorders      

  -Total 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Tachycardia 1 (4.5 ) 0 0 1 (4.5 ) 0 

Gastrointestinal disorders      

  -Total 6 (27.3) 4 (18.2) 1 (4.5 ) 1 (4.5 ) 0 

  Abdominal pain upper 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Aphthous ulcer 1 (4.5 ) 1 (4.5 ) 0 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Constipation 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Diarrhoea 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Lip pain 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Nausea 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Stomatitis 1 (4.5 ) 1 (4.5 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Pyrexia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

Infections and infestations      

  -Total 3 (13.6) 1 (4.5 ) 0 2 (9.1 ) 0 

  Bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Rhinovirus infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Staphylococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Streptococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Tooth abscess 1 (4.5 ) 0 0 1 (4.5 ) 0 

Investigations      
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 7 (31.8) 0 0 0 7 (31.8) 

  Neutrophil count decreased 6 (27.3) 0 0 0 6 (27.3) 

  White blood cell count decreased 5 (22.7) 0 0 0 5 (22.7) 

  Aspartate aminotransferase 
increased 

1 (4.5 ) 1 (4.5 ) 0 0 0 

  Blood bilirubin increased 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Lymphocyte count decreased 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Platelet count decreased 1 (4.5 ) 0 0 1 (4.5 ) 0 

Metabolism and nutrition disorders      

  -Total 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Decreased appetite 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hyperphosphataemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hypertriglyceridaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hypophosphataemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Tumour lysis syndrome 1 (4.5 ) 1 (4.5 ) 0 0 0 

Nervous system disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Headache 1 (4.5 ) 1 (4.5 ) 0 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Psychiatric disorders      

  -Total 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Insomnia 1 (4.5 ) 0 1 (4.5 ) 0 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Vulvovaginal pruritus 1 (4.5 ) 1 (4.5 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Cough 1 (4.5 ) 1 (4.5 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 171f 

Adverse events (not disease related) during the lymphodepleting period, regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

29 (76.3) 6 (15.8) 6 (15.8) 9 (23.7) 8 (21.1) 

Blood and lymphatic system disorders      

  -Total 9 (23.7) 0 1 (2.6 ) 6 (15.8) 2 (5.3 ) 

  Anaemia 5 (13.2) 0 1 (2.6 ) 4 (10.5) 0 

  Neutropenia 2 (5.3 ) 0 0 0 2 (5.3 ) 

  Bone marrow failure 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Febrile neutropenia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Leukopenia 1 (2.6 ) 0 0 0 1 (2.6 ) 

  Thrombocytopenia 1 (2.6 ) 0 0 1 (2.6 ) 0 

Cardiac disorders      

  -Total 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Sinus tachycardia 1 (2.6 ) 1 (2.6 ) 0 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Tachycardia 1 (2.6 ) 0 1 (2.6 ) 0 0 

Endocrine disorders      

  -Total 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Adrenal insufficiency 1 (2.6 ) 0 1 (2.6 ) 0 0 

Gastrointestinal disorders      

  -Total 13 (34.2) 8 (21.1) 5 (13.2) 0 0 

  Nausea 9 (23.7) 6 (15.8) 3 (7.9 ) 0 0 

  Diarrhoea 4 (10.5) 2 (5.3 ) 2 (5.3 ) 0 0 

  Constipation 3 (7.9 ) 3 (7.9 ) 0 0 0 

  Vomiting 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Abdominal pain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Lip dry 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Mouth ulceration 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Toothache 1 (2.6 ) 0 1 (2.6 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 8 (21.1) 6 (15.8) 0 2 (5.3 ) 0 

  Pyrexia 7 (18.4) 5 (13.2) 0 2 (5.3 ) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Fatigue 1 (2.6 ) 1 (2.6 ) 0 0 0 

Hepatobiliary disorders      

  -Total 1 (2.6 ) 0 0 0 1 (2.6 ) 

  Hepatotoxicity 1 (2.6 ) 0 0 0 1 (2.6 ) 

Immune system disorders      

  -Total 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.6 ) 0 1 (2.6 ) 0 0 

Infections and infestations      

  -Total 6 (15.8) 1 (2.6 ) 2 (5.3 ) 3 (7.9 ) 0 

  Bacteraemia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Bacterial infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Cytomegalovirus infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Device related infection 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Paronychia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Parotitis 1 (2.6 ) 0 0 1 (2.6 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 2 (5.3 ) 1 (2.6 ) 0 1 (2.6 ) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Allergic transfusion reaction 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Gastrostomy tube site complication 1 (2.6 ) 1 (2.6 ) 0 0 0 

Investigations      

  -Total 11 (28.9) 0 4 (10.5) 2 (5.3 ) 5 (13.2) 

  Neutrophil count decreased 4 (10.5) 0 0 1 (2.6 ) 3 (7.9 ) 

  White blood cell count decreased 4 (10.5) 0 0 1 (2.6 ) 3 (7.9 ) 

  Lymphocyte count decreased 2 (5.3 ) 0 0 1 (2.6 ) 1 (2.6 ) 

  Platelet count decreased 2 (5.3 ) 0 1 (2.6 ) 0 1 (2.6 ) 

  Alanine aminotransferase increased 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Aspartate aminotransferase 
increased 

1 (2.6 ) 0 0 1 (2.6 ) 0 

  Blood alkaline phosphatase 
increased 

1 (2.6 ) 1 (2.6 ) 0 0 0 

  Blood bilirubin increased 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Blood chloride increased 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Blood creatinine increased 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Blood urea decreased 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Gamma-glutamyltransferase 
increased 

1 (2.6 ) 0 0 1 (2.6 ) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Oxygen saturation decreased 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Urine output decreased 1 (2.6 ) 0 1 (2.6 ) 0 0 

Metabolism and nutrition disorders      

  -Total 9 (23.7) 6 (15.8) 2 (5.3 ) 1 (2.6 ) 0 

  Hyperuricaemia 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Hypokalaemia 2 (5.3 ) 1 (2.6 ) 0 1 (2.6 ) 0 

  Hypomagnesaemia 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Fluid overload 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Fluid retention 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hyperkalaemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hypernatraemia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Hypoalbuminaemia 1 (2.6 ) 0 1 (2.6 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 

  Back pain 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Bone pain 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Muscular weakness 1 (2.6 ) 1 (2.6 ) 0 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Nervous system disorders      

  -Total 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Headache 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

Renal and urinary disorders      

  -Total 5 (13.2) 3 (7.9 ) 1 (2.6 ) 1 (2.6 ) 0 

  Haematuria 5 (13.2) 3 (7.9 ) 1 (2.6 ) 1 (2.6 ) 0 

  Urinary retention 1 (2.6 ) 1 (2.6 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 3 (7.9 ) 1 (2.6 ) 1 (2.6 ) 1 (2.6 ) 0 

  Hypoxia 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Tachypnoea 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Epistaxis 1 (2.6 ) 0 0 1 (2.6 ) 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 

  Ingrowing nail 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Petechiae 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Scab 1 (2.6 ) 1 (2.6 ) 0 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Vascular disorders      

  -Total 3 (7.9 ) 2 (5.3 ) 0 0 1 (2.6 ) 

  Hypotension 3 (7.9 ) 2 (5.3 ) 0 0 1 (2.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 171f 

Adverse events (not disease related) during the lymphodepleting period, regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (33.3) 0 1 (33.3) 0 0 

Gastrointestinal disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Nausea 1 (33.3) 0 1 (33.3) 0 0 

General disorders and administration 
site conditions 

     

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Pyrexia 1 (33.3) 0 1 (33.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 
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(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 171g 

Adverse events (not disease related) during the lymphodepleting period, regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 0 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

3 (100) 0 1 (33.3) 1 (33.3) 1 (33.3) 

Blood and lymphatic system disorders      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

  Thrombocytopenia 1 (33.3) 0 0 1 (33.3) 0 

Endocrine disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Adrenal insufficiency 1 (33.3) 0 1 (33.3) 0 0 

Gastrointestinal disorders      

  -Total 2 (66.7) 0 2 (66.7) 0 0 

  Nausea 2 (66.7) 0 2 (66.7) 0 0 

  Diarrhoea 1 (33.3) 0 1 (33.3) 0 0 
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Number of previous relapses: 0 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

General disorders and administration 
site conditions 

     

  -Total 2 (66.7) 1 (33.3) 0 1 (33.3) 0 

  Pyrexia 2 (66.7) 1 (33.3) 0 1 (33.3) 0 

Infections and infestations      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Cytomegalovirus infection 1 (33.3) 0 1 (33.3) 0 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Gastrostomy tube site complication 1 (33.3) 1 (33.3) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 171g 

Adverse events (not disease related) during the lymphodepleting period, regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 1 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

19 (67.9) 6 (21.4) 4 (14.3) 6 (21.4) 3 (10.7) 

Blood and lymphatic system disorders      

  -Total 4 (14.3) 0 1 (3.6 ) 3 (10.7) 0 

  Anaemia 4 (14.3) 0 1 (3.6 ) 3 (10.7) 0 

  Febrile neutropenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

Cardiac disorders      

  -Total 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Sinus tachycardia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Tachycardia 1 (3.6 ) 0 1 (3.6 ) 0 0 

Gastrointestinal disorders      

  -Total 7 (25.0) 6 (21.4) 1 (3.6 ) 0 0 

  Nausea 3 (10.7) 3 (10.7) 0 0 0 
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Number of previous relapses: 1 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Diarrhoea 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Aphthous ulcer 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Toothache 1 (3.6 ) 0 1 (3.6 ) 0 0 

General disorders and administration 
site conditions 

     

  -Total 5 (17.9) 5 (17.9) 0 0 0 

  Pyrexia 4 (14.3) 4 (14.3) 0 0 0 

  Fatigue 1 (3.6 ) 1 (3.6 ) 0 0 0 

Infections and infestations      

  -Total 5 (17.9) 2 (7.1 ) 1 (3.6 ) 2 (7.1 ) 0 

  Bacteraemia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Bacterial infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Paronychia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Parotitis 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Rhinovirus infection 1 (3.6 ) 1 (3.6 ) 0 0 0 

Investigations      

  -Total 5 (17.9) 0 1 (3.6 ) 1 (3.6 ) 3 (10.7) 

  Lymphocyte count decreased 2 (7.1 ) 0 0 1 (3.6 ) 1 (3.6 ) 
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Number of previous relapses: 1 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Neutrophil count decreased 2 (7.1 ) 0 0 0 2 (7.1 ) 

  White blood cell count decreased 2 (7.1 ) 0 0 1 (3.6 ) 1 (3.6 ) 

  Alanine aminotransferase increased 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Aspartate aminotransferase 
increased 

1 (3.6 ) 0 0 1 (3.6 ) 0 

  Blood alkaline phosphatase 
increased 

1 (3.6 ) 1 (3.6 ) 0 0 0 

  Blood creatinine increased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Blood urea decreased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Gamma-glutamyltransferase 
increased 

1 (3.6 ) 0 0 1 (3.6 ) 0 

  Oxygen saturation decreased 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Platelet count decreased 1 (3.6 ) 0 0 1 (3.6 ) 0 

Metabolism and nutrition disorders      

  -Total 6 (21.4) 4 (14.3) 1 (3.6 ) 1 (3.6 ) 0 

  Hypokalaemia 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

  Decreased appetite 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Fluid retention 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Hypernatraemia 1 (3.6 ) 1 (3.6 ) 0 0 0 
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Number of previous relapses: 1 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Hypoalbuminaemia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hypomagnesaemia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Back pain 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Bone pain 1 (3.6 ) 1 (3.6 ) 0 0 0 

Nervous system disorders      

  -Total 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Headache 2 (7.1 ) 2 (7.1 ) 0 0 0 

Psychiatric disorders      

  -Total 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Insomnia 1 (3.6 ) 0 1 (3.6 ) 0 0 

Renal and urinary disorders      

  -Total 4 (14.3) 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 

  Haematuria 4 (14.3) 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 

Reproductive system and breast 
disorders 

     

  -Total 1 (3.6 ) 1 (3.6 ) 0 0 0 
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Number of previous relapses: 1 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Vulvovaginal pruritus 1 (3.6 ) 1 (3.6 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 3 (10.7) 2 (7.1 ) 0 1 (3.6 ) 0 

  Tachypnoea 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Cough 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Epistaxis 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Hypoxia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 0 0 

  Ingrowing nail 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Petechiae 1 (3.6 ) 1 (3.6 ) 0 0 0 

Vascular disorders      

  -Total 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Hypotension 1 (3.6 ) 1 (3.6 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 171g 

Adverse events (not disease related) during the lymphodepleting period, regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

12 (60.0) 3 (15.0) 0 4 (20.0) 5 (25.0) 

Blood and lymphatic system disorders      

  -Total 6 (30.0) 0 0 6 (30.0) 0 

  Anaemia 3 (15.0) 0 0 3 (15.0) 0 

  Febrile neutropenia 2 (10.0) 0 0 2 (10.0) 0 

  Bone marrow failure 1 (5.0 ) 0 0 1 (5.0 ) 0 

Cardiac disorders      

  -Total 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Tachycardia 1 (5.0 ) 0 0 1 (5.0 ) 0 

Gastrointestinal disorders      

  -Total 7 (35.0) 5 (25.0) 2 (10.0) 0 0 
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Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Nausea 5 (25.0) 4 (20.0) 1 (5.0 ) 0 0 

  Constipation 3 (15.0) 3 (15.0) 0 0 0 

  Diarrhoea 2 (10.0) 1 (5.0 ) 1 (5.0 ) 0 0 

  Vomiting 2 (10.0) 2 (10.0) 0 0 0 

  Abdominal pain 1 (5.0 ) 0 1 (5.0 ) 0 0 

  Lip dry 1 (5.0 ) 1 (5.0 ) 0 0 0 

  Mouth ulceration 1 (5.0 ) 1 (5.0 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 3 (15.0) 1 (5.0 ) 1 (5.0 ) 1 (5.0 ) 0 

  Pyrexia 3 (15.0) 1 (5.0 ) 1 (5.0 ) 1 (5.0 ) 0 

Hepatobiliary disorders      

  -Total 1 (5.0 ) 0 0 0 1 (5.0 ) 

  Hepatotoxicity 1 (5.0 ) 0 0 0 1 (5.0 ) 

Immune system disorders      

  -Total 1 (5.0 ) 0 1 (5.0 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.0 ) 0 1 (5.0 ) 0 0 

Infections and infestations      
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Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 3 (15.0) 0 0 3 (15.0) 0 

  Bacteraemia 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Device related infection 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Enterococcal bacteraemia 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Staphylococcal bacteraemia 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Streptococcal bacteraemia 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Tooth abscess 1 (5.0 ) 0 0 1 (5.0 ) 0 

Injury, poisoning and procedural 
complications 

     

  -Total 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Allergic transfusion reaction 1 (5.0 ) 0 0 1 (5.0 ) 0 

Investigations      

  -Total 6 (30.0) 0 1 (5.0 ) 1 (5.0 ) 4 (20.0) 

  Neutrophil count decreased 5 (25.0) 0 0 1 (5.0 ) 4 (20.0) 

  White blood cell count decreased 2 (10.0) 0 0 0 2 (10.0) 

  Lymphocyte count decreased 1 (5.0 ) 0 0 0 1 (5.0 ) 

  Platelet count decreased 1 (5.0 ) 0 0 0 1 (5.0 ) 

  Urine output decreased 1 (5.0 ) 0 1 (5.0 ) 0 0 
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Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Metabolism and nutrition disorders      

  -Total 4 (20.0) 4 (20.0) 0 0 0 

  Hyperuricaemia 2 (10.0) 2 (10.0) 0 0 0 

  Fluid overload 1 (5.0 ) 1 (5.0 ) 0 0 0 

  Hypophosphataemia 1 (5.0 ) 1 (5.0 ) 0 0 0 

Musculoskeletal and connective tissue 
disorders 

     

  -Total 1 (5.0 ) 1 (5.0 ) 0 0 0 

  Muscular weakness 1 (5.0 ) 1 (5.0 ) 0 0 0 

Renal and urinary disorders      

  -Total 1 (5.0 ) 1 (5.0 ) 0 0 0 

  Haematuria 1 (5.0 ) 1 (5.0 ) 0 0 0 

  Urinary retention 1 (5.0 ) 1 (5.0 ) 0 0 0 

Respiratory, thoracic and mediastinal 
disorders 

     

  -Total 1 (5.0 ) 0 1 (5.0 ) 0 0 

  Hypoxia 1 (5.0 ) 0 1 (5.0 ) 0 0 

Vascular disorders      

  -Total 2 (10.0) 1 (5.0 ) 0 0 1 (5.0 ) 



  

  

4803 

Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Hypotension 2 (10.0) 1 (5.0 ) 0 0 1 (5.0 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 171g 

Adverse events (not disease related) during the lymphodepleting period, regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

11 (91.7) 0 4 (33.3) 1 (8.3 ) 6 (50.0) 

Blood and lymphatic system disorders      

  -Total 2 (16.7) 0 1 (8.3 ) 0 1 (8.3 ) 

  Anaemia 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Leukopenia 1 (8.3 ) 0 0 0 1 (8.3 ) 

  Neutropenia 1 (8.3 ) 0 0 0 1 (8.3 ) 

Gastrointestinal disorders      

  -Total 4 (33.3) 1 (8.3 ) 2 (16.7) 1 (8.3 ) 0 

  Abdominal pain upper 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Constipation 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Lip pain 1 (8.3 ) 0 0 1 (8.3 ) 0 
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Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Nausea 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Stomatitis 1 (8.3 ) 1 (8.3 ) 0 0 0 

General disorders and administration 
site conditions 

     

  -Total 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pyrexia 1 (8.3 ) 0 1 (8.3 ) 0 0 

Investigations      

  -Total 7 (58.3) 0 2 (16.7) 0 5 (41.7) 

  White blood cell count decreased 5 (41.7) 0 0 0 5 (41.7) 

  Neutrophil count decreased 3 (25.0) 0 0 0 3 (25.0) 

  Blood bilirubin increased 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Aspartate aminotransferase 
increased 

1 (8.3 ) 1 (8.3 ) 0 0 0 

  Blood chloride increased 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Platelet count decreased 1 (8.3 ) 0 1 (8.3 ) 0 0 

Metabolism and nutrition disorders      

  -Total 3 (25.0) 1 (8.3 ) 2 (16.7) 0 0 

  Hyperkalaemia 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Hyperphosphataemia 1 (8.3 ) 1 (8.3 ) 0 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Hypertriglyceridaemia 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Hypomagnesaemia 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Tumour lysis syndrome 1 (8.3 ) 1 (8.3 ) 0 0 0 

Nervous system disorders      

  -Total 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Headache 1 (8.3 ) 0 1 (8.3 ) 0 0 

Skin and subcutaneous tissue 
disorders 

     

  -Total 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Scab 1 (8.3 ) 1 (8.3 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 172a => Adverse events (not disease related) by primar y system organ class, preferred ter m, maxi mum CTC  grade and Age (Enrolled set – non – infused patients  ) 
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Table 172a 

Adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set – non – infused patients 

 

Age: <10 years 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (100) 0 1 (33.3) 2 (66.7) 0 

General disorders and administration site conditions      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Pyrexia 1 (33.3) 0 1 (33.3) 0 0 

Nervous system disorders      

  -Total 2 (66.7) 0 0 2 (66.7) 0 

  Headache 1 (33.3) 0 0 1 (33.3) 0 

  Posterior reversible encephalopathy syndrome 1 (33.3) 0 0 1 (33.3) 0 

  Seizure 1 (33.3) 0 1 (33.3) 0 0 

  Status epilepticus 1 (33.3) 0 1 (33.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 
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- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 172a 

Adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set – non – infused patients 

 

Age: >=10 years to <18 years 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (100) 0 0 0 1 (100) 

Infections and infestations      

  -Total 1 (100) 0 0 0 1 (100) 

  Septic shock 1 (100) 0 0 0 1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t172_gd_b2001x.sas@@/main/5 25JUN21:17:35                                        Final 

 
  



  

  

4812 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 172a 

Adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set – non – infused patients 

 

Age: >=18 years 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (100) 0 0 0 1 (100) 

Blood and lymphatic system disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Anaemia 1 (100) 0 1 (100) 0 0 

Gastrointestinal disorders      

  -Total 1 (100) 0 0 0 1 (100) 

  Gastrointestinal haemorrhage 1 (100) 0 0 0 1 (100) 

Infections and infestations      

  -Total 1 (100) 0 0 1 (100) 0 

  Respiratory tract infection fungal 1 (100) 0 0 1 (100) 0 

Investigations      

  -Total 1 (100) 0 0 1 (100) 0 

  White blood cell count decreased 1 (100) 0 0 1 (100) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 172b => Adverse events (not disease related) by primar y system organ class, preferred ter m, maxi mum CTC  grade and Gender  (Enrolled set – non – infused patients ) 
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Table 172b 

Adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set – non – infused patients 

 

Gender: Male 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (100) 0 0 1 (33.3) 2 (66.7) 

Blood and lymphatic system disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Anaemia 1 (33.3) 0 1 (33.3) 0 0 

Gastrointestinal disorders      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Gastrointestinal haemorrhage 1 (33.3) 0 0 0 1 (33.3) 

Infections and infestations      

  -Total 2 (66.7) 0 0 1 (33.3) 1 (33.3) 

  Respiratory tract infection fungal 1 (33.3) 0 0 1 (33.3) 0 

  Septic shock 1 (33.3) 0 0 0 1 (33.3) 

Investigations      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  White blood cell count decreased 1 (33.3) 0 0 1 (33.3) 0 
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Gender: Male 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Posterior reversible encephalopathy syndrome 1 (33.3) 0 0 1 (33.3) 0 

  Seizure 1 (33.3) 0 1 (33.3) 0 0 

  Status epilepticus 1 (33.3) 0 1 (33.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 172b 

Adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set – non – infused patients 

 

Gender: Female 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (100) 0 1 (50.0) 1 (50.0) 0 

General disorders and administration site conditions      

  -Total 1 (50.0) 0 1 (50.0) 0 0 

  Pyrexia 1 (50.0) 0 1 (50.0) 0 0 

Nervous system disorders      

  -Total 1 (50.0) 0 0 1 (50.0) 0 

  Headache 1 (50.0) 0 0 1 (50.0) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 172c 

Adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade and Response status at 
study entry 

Enrolled set – non – infused patients 

 

Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 172c 

Adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade and Response status at 
study entry 

Enrolled set – non – infused patients 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 5 (100) 0 1 (20.0) 2 (40.0) 2 (40.0) 

Blood and lymphatic system disorders      

  -Total 1 (20.0) 0 1 (20.0) 0 0 

  Anaemia 1 (20.0) 0 1 (20.0) 0 0 

Gastrointestinal disorders      

  -Total 1 (20.0) 0 0 0 1 (20.0) 

  Gastrointestinal haemorrhage 1 (20.0) 0 0 0 1 (20.0) 

General disorders and administration site conditions      

  -Total 1 (20.0) 0 1 (20.0) 0 0 

  Pyrexia 1 (20.0) 0 1 (20.0) 0 0 

Infections and infestations      

  -Total 2 (40.0) 0 0 1 (20.0) 1 (20.0) 

  Respiratory tract infection fungal 1 (20.0) 0 0 1 (20.0) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Septic shock 1 (20.0) 0 0 0 1 (20.0) 

Investigations      

  -Total 1 (20.0) 0 0 1 (20.0) 0 

  White blood cell count decreased 1 (20.0) 0 0 1 (20.0) 0 

Nervous system disorders      

  -Total 2 (40.0) 0 0 2 (40.0) 0 

  Headache 1 (20.0) 0 0 1 (20.0) 0 

  Posterior reversible encephalopathy syndrome 1 (20.0) 0 0 1 (20.0) 0 

  Seizure 1 (20.0) 0 1 (20.0) 0 0 

  Status epilepticus 1 (20.0) 0 1 (20.0) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 172d 

Adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set – non – infused patients 

 

Region: Europe 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 5 (100) 0 1 (20.0) 2 (40.0) 2 (40.0) 

Blood and lymphatic system disorders      

  -Total 1 (20.0) 0 1 (20.0) 0 0 

  Anaemia 1 (20.0) 0 1 (20.0) 0 0 

Gastrointestinal disorders      

  -Total 1 (20.0) 0 0 0 1 (20.0) 

  Gastrointestinal haemorrhage 1 (20.0) 0 0 0 1 (20.0) 

General disorders and administration site conditions      

  -Total 1 (20.0) 0 1 (20.0) 0 0 

  Pyrexia 1 (20.0) 0 1 (20.0) 0 0 

Infections and infestations      

  -Total 2 (40.0) 0 0 1 (20.0) 1 (20.0) 

  Respiratory tract infection fungal 1 (20.0) 0 0 1 (20.0) 0 

  Septic shock 1 (20.0) 0 0 0 1 (20.0) 
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Region: Europe 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations      

  -Total 1 (20.0) 0 0 1 (20.0) 0 

  White blood cell count decreased 1 (20.0) 0 0 1 (20.0) 0 

Nervous system disorders      

  -Total 2 (40.0) 0 0 2 (40.0) 0 

  Headache 1 (20.0) 0 0 1 (20.0) 0 

  Posterior reversible encephalopathy syndrome 1 (20.0) 0 0 1 (20.0) 0 

  Seizure 1 (20.0) 0 1 (20.0) 0 0 

  Status epilepticus 1 (20.0) 0 1 (20.0) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 172d 

Adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set – non – infused patients 

 

Region: US 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 172d 

Adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set – non – infused patients 

 

Region: Rest of World 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 172e 

Adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set – non – infused patients 

 

Prior SCT therapy: Yes 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (100) 0 1 (33.3) 0 2 (66.7) 

Blood and lymphatic system disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Anaemia 1 (33.3) 0 1 (33.3) 0 0 

Gastrointestinal disorders      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Gastrointestinal haemorrhage 1 (33.3) 0 0 0 1 (33.3) 

General disorders and administration site conditions      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Pyrexia 1 (33.3) 0 1 (33.3) 0 0 

Infections and infestations      

  -Total 2 (66.7) 0 0 1 (33.3) 1 (33.3) 

  Respiratory tract infection fungal 1 (33.3) 0 0 1 (33.3) 0 

  Septic shock 1 (33.3) 0 0 0 1 (33.3) 
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Prior SCT therapy: Yes 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  White blood cell count decreased 1 (33.3) 0 0 1 (33.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 172e 

Adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set – non – infused patients 

 

Prior SCT therapy: No 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (100) 0 0 2 (100) 0 

Nervous system disorders      

  -Total 2 (100) 0 0 2 (100) 0 

  Headache 1 (50.0) 0 0 1 (50.0) 0 

  Posterior reversible encephalopathy syndrome 1 (50.0) 0 0 1 (50.0) 0 

  Seizure 1 (50.0) 0 1 (50.0) 0 0 

  Status epilepticus 1 (50.0) 0 1 (50.0) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 172f => Adverse events  (not disease r elated) by primar y system organ class , preferred ter m, maxi mum CTC grade and Basel ine bone marrow tumor bur den ( Enr olled set – non – i nfused pati ents ) 
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Table 172f 

Adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade and Baseline bone 
marrow tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (100) 0 0 0 1 (100) 

Blood and lymphatic system disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Anaemia 1 (100) 0 1 (100) 0 0 

Gastrointestinal disorders      

  -Total 1 (100) 0 0 0 1 (100) 

  Gastrointestinal haemorrhage 1 (100) 0 0 0 1 (100) 

Infections and infestations      

  -Total 1 (100) 0 0 1 (100) 0 

  Respiratory tract infection fungal 1 (100) 0 0 1 (100) 0 

Investigations      

  -Total 1 (100) 0 0 1 (100) 0 

  White blood cell count decreased 1 (100) 0 0 1 (100) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 172f 

Adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade and Baseline bone 
marrow tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 4 (100) 0 1 (25.0) 2 (50.0) 1 (25.0) 

General disorders and administration site conditions      

  -Total 1 (25.0) 0 1 (25.0) 0 0 

  Pyrexia 1 (25.0) 0 1 (25.0) 0 0 

Infections and infestations      

  -Total 1 (25.0) 0 0 0 1 (25.0) 

  Septic shock 1 (25.0) 0 0 0 1 (25.0) 

Nervous system disorders      

  -Total 2 (50.0) 0 0 2 (50.0) 0 

  Headache 1 (25.0) 0 0 1 (25.0) 0 

  Posterior reversible encephalopathy syndrome 1 (25.0) 0 0 1 (25.0) 0 

  Seizure 1 (25.0) 0 1 (25.0) 0 0 

  Status epilepticus 1 (25.0) 0 1 (25.0) 0 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 172f 

Adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade and Baseline bone 
marrow tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 172g => Adverse events (not disease related) by primar y system organ class, preferred ter m, maxi mum CTC  grade and N umber of pr evious r elapses ( Enr olled set – non – infused pati ents ) 
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Table 172g 

Adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade and Number of previous 
relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 0 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (100) 0 1 (100) 0 0 

General disorders and administration site conditions      

  -Total 1 (100) 0 1 (100) 0 0 

  Pyrexia 1 (100) 0 1 (100) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 172g 

Adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade and Number of previous 
relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 1 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 2 (100) 0 0 2 (100) 0 

Nervous system disorders      

  -Total 2 (100) 0 0 2 (100) 0 

  Headache 1 (50.0) 0 0 1 (50.0) 0 

  Posterior reversible encephalopathy syndrome 1 (50.0) 0 0 1 (50.0) 0 

  Seizure 1 (50.0) 0 1 (50.0) 0 0 

  Status epilepticus 1 (50.0) 0 1 (50.0) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 172g 

Adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade and Number of previous 
relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 2 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (100) 0 0 0 1 (100) 

Infections and infestations      

  -Total 1 (100) 0 0 0 1 (100) 

  Septic shock 1 (100) 0 0 0 1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 172g 

Adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade and Number of previous 
relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: >=3 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (100) 0 0 0 1 (100) 

Blood and lymphatic system disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Anaemia 1 (100) 0 1 (100) 0 0 

Gastrointestinal disorders      

  -Total 1 (100) 0 0 0 1 (100) 

  Gastrointestinal haemorrhage 1 (100) 0 0 0 1 (100) 

Infections and infestations      

  -Total 1 (100) 0 0 1 (100) 0 

  Respiratory tract infection fungal 1 (100) 0 0 1 (100) 0 

Investigations      

  -Total 1 (100) 0 0 1 (100) 0 
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Number of previous relapses: >=3 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 1 (100) 0 0 1 (100) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 173a => Adverse events (not disease related) at anyti me during the s tudy by pri mar y sys tem organ cl ass, pr eferred term maxi mum CTC  grade and Age (Enrolled set ) 
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Table 173a 

Adverse events (not disease related) at anytime during the study by primary system organ class, preferred term 

maximum CTC grade and Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 37 (100) 0 3 (8.1 ) 11 (29.7) 23 (62.2) 

Blood and lymphatic system disorders      

  -Total 23 (62.2) 1 (2.7 ) 2 (5.4 ) 13 (35.1) 7 (18.9) 

  Anaemia 16 (43.2) 2 (5.4 ) 2 (5.4 ) 12 (32.4) 0 

  Febrile neutropenia 11 (29.7) 1 (2.7 ) 0 10 (27.0) 0 

  Neutropenia 11 (29.7) 1 (2.7 ) 0 4 (10.8) 6 (16.2) 

  Thrombocytopenia 5 (13.5) 0 2 (5.4 ) 0 3 (8.1 ) 

  Disseminated intravascular coagulation 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Bone marrow failure 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Febrile bone marrow aplasia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Leukocytosis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Leukopenia 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Lymphadenopathy 1 (2.7 ) 0 1 (2.7 ) 0 0 



  

  

4850 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphopenia 1 (2.7 ) 0 0 1 (2.7 ) 0 

Cardiac disorders      

  -Total 10 (27.0) 5 (13.5) 2 (5.4 ) 2 (5.4 ) 1 (2.7 ) 

  Tachycardia 6 (16.2) 4 (10.8) 1 (2.7 ) 1 (2.7 ) 0 

  Sinus tachycardia 5 (13.5) 5 (13.5) 0 0 0 

  Sinus bradycardia 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Pericardial effusion 2 (5.4 ) 0 1 (2.7 ) 0 1 (2.7 ) 

  Cardiac hypertrophy 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Left ventricular dysfunction 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Pericarditis 1 (2.7 ) 0 1 (2.7 ) 0 0 

Ear and labyrinth disorders      

  -Total 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

  Ear pain 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

Endocrine disorders      

  -Total 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Adrenal insufficiency 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Cushingoid 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Hypothyroidism 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Inappropriate antidiuretic hormone secretion 1 (2.7 ) 1 (2.7 ) 0 0 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Precocious puberty 1 (2.7 ) 1 (2.7 ) 0 0 0 

Eye disorders      

  -Total 7 (18.9) 3 (8.1 ) 3 (8.1 ) 1 (2.7 ) 0 

  Eye pain 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Ocular hyperaemia 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Blepharitis 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Blepharospasm 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Blindness unilateral 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Conjunctival haemorrhage 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Diplopia 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Dry eye 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Eye pruritus 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Keratitis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Ocular hypertension 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Periorbital disorder 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Visual impairment 1 (2.7 ) 1 (2.7 ) 0 0 0 

Gastrointestinal disorders      

  -Total 26 (70.3) 8 (21.6) 10 (27.0) 7 (18.9) 1 (2.7 ) 

  Diarrhoea 13 (35.1) 7 (18.9) 4 (10.8) 2 (5.4 ) 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vomiting 12 (32.4) 8 (21.6) 4 (10.8) 0 0 

  Nausea 11 (29.7) 3 (8.1 ) 7 (18.9) 1 (2.7 ) 0 

  Stomatitis 11 (29.7) 4 (10.8) 4 (10.8) 3 (8.1 ) 0 

  Constipation 9 (24.3) 6 (16.2) 3 (8.1 ) 0 0 

  Abdominal pain 8 (21.6) 2 (5.4 ) 5 (13.5) 1 (2.7 ) 0 

  Abdominal distension 5 (13.5) 2 (5.4 ) 3 (8.1 ) 0 0 

  Anal fissure 3 (8.1 ) 0 1 (2.7 ) 2 (5.4 ) 0 

  Dental caries 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Gingival bleeding 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Oral pain 3 (8.1 ) 1 (2.7 ) 2 (5.4 ) 0 0 

  Anal fistula 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Hypoaesthesia oral 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Lip dry 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Paraesthesia oral 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Proctalgia 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Abdominal pain lower 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Abdominal pain upper 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Anal haemorrhage 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Anal inflammation 1 (2.7 ) 0 0 1 (2.7 ) 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ascites 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Gastrointestinal haemorrhage 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Gastrointestinal motility disorder 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Lip haemorrhage 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Lip swelling 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Mouth ulceration 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Pancreatitis acute 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Pancreatitis chronic 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Periodontal disease 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Rectal ulcer 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Upper gastrointestinal haemorrhage 1 (2.7 ) 1 (2.7 ) 0 0 0 

General disorders and administration site conditions      

  -Total 29 (78.4) 10 (27.0) 10 (27.0) 8 (21.6) 1 (2.7 ) 

  Pyrexia 25 (67.6) 8 (21.6) 10 (27.0) 7 (18.9) 0 

  Fatigue 6 (16.2) 3 (8.1 ) 3 (8.1 ) 0 0 

  Face oedema 5 (13.5) 5 (13.5) 0 0 0 

  Pain 5 (13.5) 3 (8.1 ) 1 (2.7 ) 1 (2.7 ) 0 

  Catheter site pain 4 (10.8) 4 (10.8) 0 0 0 

  Localised oedema 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Malaise 3 (8.1 ) 1 (2.7 ) 2 (5.4 ) 0 0 

  Facial pain 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Generalised oedema 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Non-cardiac chest pain 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Oedema peripheral 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Asthenia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Axillary pain 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Chills 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Drug withdrawal syndrome 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Gait disturbance 1 (2.7 ) 1 (2.7 ) 0 0 0 

  General physical health deterioration 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Mucosal inflammation 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Multiple organ dysfunction syndrome 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Vessel puncture site erythema 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Vessel puncture site haematoma 1 (2.7 ) 1 (2.7 ) 0 0 0 

Hepatobiliary disorders      

  -Total 8 (21.6) 2 (5.4 ) 1 (2.7 ) 3 (8.1 ) 2 (5.4 ) 

  Hepatocellular injury 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Cholestasis 1 (2.7 ) 0 0 1 (2.7 ) 0 



  

  

4855 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gallbladder oedema 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Hepatic failure 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Hepatomegaly 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Hepatosplenomegaly 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Hepatotoxicity 1 (2.7 ) 0 0 0 1 (2.7 ) 

Immune system disorders      

  -Total 29 (78.4) 3 (8.1 ) 11 (29.7) 7 (18.9) 8 (21.6) 

  Cytokine release syndrome 25 (67.6) 7 (18.9) 6 (16.2) 4 (10.8) 8 (21.6) 

  Hypogammaglobulinaemia 16 (43.2) 4 (10.8) 10 (27.0) 2 (5.4 ) 0 

  Allergy to immunoglobulin therapy 3 (8.1 ) 1 (2.7 ) 2 (5.4 ) 0 0 

  Drug hypersensitivity 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Haemophagocytic lymphohistiocytosis 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Anaphylactic reaction 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Atopy 1 (2.7 ) 1 (2.7 ) 0 0 0 

Infections and infestations      

  -Total 26 (70.3) 1 (2.7 ) 6 (16.2) 16 (43.2) 3 (8.1 ) 

  Upper respiratory tract infection 7 (18.9) 2 (5.4 ) 5 (13.5) 0 0 

  Device related infection 4 (10.8) 0 1 (2.7 ) 3 (8.1 ) 0 

  Nasopharyngitis 4 (10.8) 3 (8.1 ) 1 (2.7 ) 0 0 



  

  

4856 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia 4 (10.8) 1 (2.7 ) 1 (2.7 ) 2 (5.4 ) 0 

  Cellulitis 3 (8.1 ) 0 2 (5.4 ) 1 (2.7 ) 0 

  Gastroenteritis 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Rash pustular 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Bacteraemia 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Bacterial infection 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Bronchopulmonary aspergillosis 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Candida infection 2 (5.4 ) 1 (2.7 ) 0 1 (2.7 ) 0 

  Clostridium difficile infection 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Oral candidiasis 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Otitis externa 2 (5.4 ) 1 (2.7 ) 0 1 (2.7 ) 0 

  Otitis media 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Paronychia 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Rhinitis 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Rhinovirus infection 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Sepsis 2 (5.4 ) 0 0 0 2 (5.4 ) 

  Sinusitis 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Staphylococcal infection 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Urinary tract infection 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 



  

  

4857 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urinary tract infection viral 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Alternaria infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Anal fistula infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Aspergillus infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Bacterial pyelonephritis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Body tinea 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Bronchitis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Catheter site infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Central nervous system infection 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Conjunctivitis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Conjunctivitis viral 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Croup infectious 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Cytomegalovirus infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Enterococcal bacteraemia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Enterococcal infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Enterococcal sepsis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Enterovirus infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Escherichia bacteraemia 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Folliculitis 1 (2.7 ) 1 (2.7 ) 0 0 0 



  

  

4858 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastrointestinal infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Helminthic infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Herpes zoster 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Impetigo 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Influenza 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Laryngitis 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Meningitis aseptic 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Molluscum contagiosum 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Mucosal infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Nail infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Oral herpes 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Oral infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Otitis media acute 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Parainfluenzae virus infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Parotitis 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Parvovirus b19 infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Periorbital cellulitis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Pharyngitis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Pneumonia fungal 1 (2.7 ) 0 0 1 (2.7 ) 0 



  

  

4859 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia viral 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Respiratory tract infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Rotavirus infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Skin infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Staphylococcal bacteraemia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Streptococcal bacteraemia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Tinea pedis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Tooth abscess 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Vascular device infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Viral upper respiratory tract infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

Injury, poisoning and procedural complications      

  -Total 12 (32.4) 5 (13.5) 5 (13.5) 2 (5.4 ) 0 

  Contusion 5 (13.5) 5 (13.5) 0 0 0 

  Allergic transfusion reaction 3 (8.1 ) 0 2 (5.4 ) 1 (2.7 ) 0 

  Fall 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Delayed serologic transfusion reaction 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Eye contusion 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Gastrostomy tube site complication 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Infusion related reaction 1 (2.7 ) 0 1 (2.7 ) 0 0 



  

  

4860 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Post procedural haemorrhage 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Skin abrasion 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Splinter 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Stoma site erythema 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Stoma site haemorrhage 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Subcutaneous haematoma 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Transfusion reaction 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Transfusion related complication 1 (2.7 ) 0 1 (2.7 ) 0 0 

Investigations      

  -Total 23 (62.2) 3 (8.1 ) 0 4 (10.8) 16 (43.2) 

  White blood cell count decreased 13 (35.1) 0 0 1 (2.7 ) 12 (32.4) 

  Neutrophil count decreased 12 (32.4) 0 0 1 (2.7 ) 11 (29.7) 

  Platelet count decreased 12 (32.4) 1 (2.7 ) 0 1 (2.7 ) 10 (27.0) 

  Aspartate aminotransferase increased 6 (16.2) 1 (2.7 ) 1 (2.7 ) 3 (8.1 ) 1 (2.7 ) 

  Alanine aminotransferase increased 5 (13.5) 0 1 (2.7 ) 3 (8.1 ) 1 (2.7 ) 

  Blood fibrinogen decreased 4 (10.8) 0 1 (2.7 ) 3 (8.1 ) 0 

  Blood bilirubin increased 3 (8.1 ) 1 (2.7 ) 0 1 (2.7 ) 1 (2.7 ) 

  Weight decreased 3 (8.1 ) 0 3 (8.1 ) 0 0 

  Blood creatinine increased 2 (5.4 ) 0 2 (5.4 ) 0 0 



  

  

4861 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphocyte count decreased 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Oxygen saturation decreased 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Prothrombin time prolonged 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Serum ferritin increased 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Activated partial thromboplastin time prolonged 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Ammonia increased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Amylase increased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Antithrombin iii decreased 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Blood alkaline phosphatase increased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Blood creatine phosphokinase increased 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Blood lactate dehydrogenase increased 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Blood magnesium increased 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Blood urea decreased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Blood urine present 1 (2.7 ) 0 1 (2.7 ) 0 0 

  C-reactive protein increased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Cardiac murmur 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Chest x-ray abnormal 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Ejection fraction decreased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (2.7 ) 0 1 (2.7 ) 0 0 



  

  

4862 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gamma-glutamyltransferase increased 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Haemoglobin decreased 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Heart sounds abnormal 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Human rhinovirus test positive 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Influenza a virus test positive 1 (2.7 ) 0 1 (2.7 ) 0 0 

  International normalised ratio increased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Lipase increased 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Urine output decreased 1 (2.7 ) 0 1 (2.7 ) 0 0 

Metabolism and nutrition disorders      

  -Total 21 (56.8) 6 (16.2) 3 (8.1 ) 10 (27.0) 2 (5.4 ) 

  Hypokalaemia 12 (32.4) 2 (5.4 ) 1 (2.7 ) 9 (24.3) 0 

  Hypophosphataemia 9 (24.3) 5 (13.5) 1 (2.7 ) 3 (8.1 ) 0 

  Decreased appetite 8 (21.6) 5 (13.5) 1 (2.7 ) 2 (5.4 ) 0 

  Hypocalcaemia 7 (18.9) 2 (5.4 ) 1 (2.7 ) 2 (5.4 ) 2 (5.4 ) 

  Hypoalbuminaemia 6 (16.2) 2 (5.4 ) 4 (10.8) 0 0 

  Hyperuricaemia 5 (13.5) 5 (13.5) 0 0 0 

  Hypomagnesaemia 4 (10.8) 4 (10.8) 0 0 0 

  Dehydration 2 (5.4 ) 1 (2.7 ) 0 1 (2.7 ) 0 

  Hyperglycaemia 2 (5.4 ) 1 (2.7 ) 0 1 (2.7 ) 0 



  

  

4863 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperkalaemia 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Fluid overload 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Fluid retention 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Hyperferritinaemia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Hypernatraemia 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Hyponatraemia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Iron overload 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Obesity 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Tumour lysis syndrome 1 (2.7 ) 0 0 0 1 (2.7 ) 

Musculoskeletal and connective tissue disorders      

  -Total 11 (29.7) 4 (10.8) 5 (13.5) 2 (5.4 ) 0 

  Pain in extremity 7 (18.9) 2 (5.4 ) 5 (13.5) 0 0 

  Arthralgia 6 (16.2) 0 6 (16.2) 0 0 

  Myalgia 6 (16.2) 6 (16.2) 0 0 0 

  Back pain 4 (10.8) 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 

  Muscular weakness 3 (8.1 ) 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 0 

  Bone pain 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Neck pain 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Osteopenia 1 (2.7 ) 1 (2.7 ) 0 0 0 



  

  

4864 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain in jaw 1 (2.7 ) 1 (2.7 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

     

  -Total 4 (10.8) 0 1 (2.7 ) 1 (2.7 ) 2 (5.4 ) 

  Acute lymphocytic leukaemia recurrent 1 (2.7 ) 0 0 1 (2.7 ) 0 

  B precursor type acute leukaemia 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Leukaemia 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Malignant neoplasm progression 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Neoplasm of orbit 1 (2.7 ) 0 0 0 1 (2.7 ) 

Nervous system disorders      

  -Total 20 (54.1) 5 (13.5) 8 (21.6) 7 (18.9) 0 

  Headache 13 (35.1) 6 (16.2) 5 (13.5) 2 (5.4 ) 0 

  Seizure 5 (13.5) 0 2 (5.4 ) 3 (8.1 ) 0 

  Tremor 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Dizziness 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Lethargy 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Cerebral haemorrhage 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Cranial nerve disorder 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Depressed level of consciousness 1 (2.7 ) 0 0 1 (2.7 ) 0 



  

  

4865 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dysarthria 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Dysgeusia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Dyskinesia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Encephalopathy 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Facial paralysis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Hemiparesis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Hypoaesthesia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Intracranial pressure increased 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Nervous system disorder 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Neuropathy peripheral 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Paraesthesia 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Posterior reversible encephalopathy syndrome 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Somnolence 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Status epilepticus 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Subdural hygroma 1 (2.7 ) 0 1 (2.7 ) 0 0 

Psychiatric disorders      

  -Total 10 (27.0) 5 (13.5) 4 (10.8) 1 (2.7 ) 0 

  Agitation 4 (10.8) 0 3 (8.1 ) 1 (2.7 ) 0 

  Anxiety 4 (10.8) 2 (5.4 ) 2 (5.4 ) 0 0 



  

  

4866 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Insomnia 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

  Confusional state 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Irritability 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Delirium 1 (2.7 ) 0 1 (2.7 ) 0 0 

Renal and urinary disorders      

  -Total 14 (37.8) 5 (13.5) 4 (10.8) 4 (10.8) 1 (2.7 ) 

  Haematuria 8 (21.6) 5 (13.5) 1 (2.7 ) 2 (5.4 ) 0 

  Acute kidney injury 3 (8.1 ) 0 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 

  Dysuria 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Proteinuria 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Urinary retention 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Haemoglobinuria 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Nephropathy 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Polyuria 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Renal impairment 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Urinary incontinence 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Urinary tract disorder 1 (2.7 ) 0 1 (2.7 ) 0 0 

Reproductive system and breast disorders      

  -Total 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 



  

  

4867 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Perineal pain 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Perineal rash 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Scrotal oedema 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Vulvovaginal pain 1 (2.7 ) 0 1 (2.7 ) 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 19 (51.4) 7 (18.9) 5 (13.5) 6 (16.2) 1 (2.7 ) 

  Cough 12 (32.4) 9 (24.3) 3 (8.1 ) 0 0 

  Epistaxis 8 (21.6) 4 (10.8) 3 (8.1 ) 1 (2.7 ) 0 

  Hypoxia 8 (21.6) 3 (8.1 ) 0 4 (10.8) 1 (2.7 ) 

  Oropharyngeal pain 5 (13.5) 3 (8.1 ) 2 (5.4 ) 0 0 

  Rhinorrhoea 4 (10.8) 2 (5.4 ) 2 (5.4 ) 0 0 

  Tachypnoea 4 (10.8) 1 (2.7 ) 3 (8.1 ) 0 0 

  Nasal congestion 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Dyspnoea 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Pleural effusion 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Apnoea 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Atelectasis 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Haemoptysis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Nasal septum perforation 1 (2.7 ) 0 1 (2.7 ) 0 0 



  

  

4868 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pharyngeal erythema 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Pneumonitis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Pneumothorax 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Productive cough 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Rhinalgia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Rhonchi 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Sinus pain 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Wheezing 1 (2.7 ) 0 1 (2.7 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 21 (56.8) 16 (43.2) 3 (8.1 ) 2 (5.4 ) 0 

  Rash 7 (18.9) 5 (13.5) 1 (2.7 ) 1 (2.7 ) 0 

  Pruritus 6 (16.2) 6 (16.2) 0 0 0 

  Dry skin 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Erythema 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

  Ingrowing nail 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 0 0 

  Dermatitis 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Eczema 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Papule 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Petechiae 2 (5.4 ) 2 (5.4 ) 0 0 0 



  

  

4869 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alopecia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Dermatitis bullous 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Hangnail 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Hyperhidrosis 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Rash maculo-papular 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Skin exfoliation 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Skin lesion 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Skin ulcer 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Urticaria 1 (2.7 ) 1 (2.7 ) 0 0 0 

Vascular disorders      

  -Total 16 (43.2) 6 (16.2) 8 (21.6) 1 (2.7 ) 1 (2.7 ) 

  Hypertension 11 (29.7) 5 (13.5) 6 (16.2) 0 0 

  Hypotension 6 (16.2) 4 (10.8) 0 1 (2.7 ) 1 (2.7 ) 

  Pallor 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Embolism 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Flushing 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Lymphoedema 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Venous thrombosis limb 1 (2.7 ) 0 1 (2.7 ) 0 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received 

and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 173a 

Adverse events (not disease related) at anytime during the study by primary system organ class, preferred term 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 19 (100) 0 1 (5.3 ) 5 (26.3) 13 (68.4) 

Blood and lymphatic system disorders      

  -Total 16 (84.2) 2 (10.5) 0 10 (52.6) 4 (21.1) 

  Febrile neutropenia 6 (31.6) 0 1 (5.3 ) 5 (26.3) 0 

  Neutropenia 5 (26.3) 1 (5.3 ) 0 1 (5.3 ) 3 (15.8) 

  Anaemia 4 (21.1) 0 0 4 (21.1) 0 

  Bone marrow failure 4 (21.1) 0 1 (5.3 ) 3 (15.8) 0 

  Thrombocytopenia 4 (21.1) 0 0 2 (10.5) 2 (10.5) 

  Leukopenia 3 (15.8) 0 0 0 3 (15.8) 

  Coagulation factor deficiency 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Lymphopenia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Pancytopenia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Splenomegaly 1 (5.3 ) 1 (5.3 ) 0 0 0 



  

  

4873 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Cardiac disorders      

  -Total 7 (36.8) 5 (26.3) 2 (10.5) 0 0 

  Sinus bradycardia 3 (15.8) 3 (15.8) 0 0 0 

  Tachycardia 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Atrioventricular block 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Bradycardia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Cardiac discomfort 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Diastolic dysfunction 1 (5.3 ) 1 (5.3 ) 0 0 0 

Congenital, familial and genetic disorders      

  -Total 2 (10.5) 2 (10.5) 0 0 0 

  Glucose-6-phosphate dehydrogenase deficiency 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Talipes 1 (5.3 ) 1 (5.3 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Vertigo 1 (5.3 ) 0 0 1 (5.3 ) 0 

Eye disorders      

  -Total 5 (26.3) 3 (15.8) 1 (5.3 ) 1 (5.3 ) 0 

  Amaurosis 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Astigmatism 1 (5.3 ) 1 (5.3 ) 0 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Conjunctival haemorrhage 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Conjunctivitis allergic 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Erythema of eyelid 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Hypermetropia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Optic atrophy 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Vitreous opacities 1 (5.3 ) 1 (5.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 16 (84.2) 6 (31.6) 6 (31.6) 4 (21.1) 0 

  Nausea 11 (57.9) 5 (26.3) 5 (26.3) 1 (5.3 ) 0 

  Vomiting 6 (31.6) 5 (26.3) 1 (5.3 ) 0 0 

  Constipation 5 (26.3) 2 (10.5) 2 (10.5) 1 (5.3 ) 0 

  Diarrhoea 5 (26.3) 4 (21.1) 0 1 (5.3 ) 0 

  Stomatitis 5 (26.3) 1 (5.3 ) 3 (15.8) 1 (5.3 ) 0 

  Abdominal pain upper 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Dental caries 2 (10.5) 0 1 (5.3 ) 1 (5.3 ) 0 

  Abdominal discomfort 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Abdominal distension 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Abdominal pain 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Abdominal tenderness 1 (5.3 ) 1 (5.3 ) 0 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aphthous ulcer 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Dyspepsia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Flatulence 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Gastrointestinal pain 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Gingival pruritus 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Gingival swelling 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Lip pain 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Oral mucosal erythema 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Tooth loss 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Toothache 1 (5.3 ) 0 1 (5.3 ) 0 0 

General disorders and administration site conditions      

  -Total 15 (78.9) 4 (21.1) 8 (42.1) 3 (15.8) 0 

  Pyrexia 8 (42.1) 2 (10.5) 5 (26.3) 1 (5.3 ) 0 

  Fatigue 4 (21.1) 3 (15.8) 1 (5.3 ) 0 0 

  Asthenia 2 (10.5) 2 (10.5) 0 0 0 

  Catheter site pain 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Pain 2 (10.5) 0 2 (10.5) 0 0 

  Catheter site erythema 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Catheter site haemorrhage 1 (5.3 ) 0 1 (5.3 ) 0 0 



  

  

4876 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Catheter site pruritus 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Chills 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Face oedema 1 (5.3 ) 0 0 1 (5.3 ) 0 

  General physical health deterioration 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Localised oedema 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Malaise 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Mucosal inflammation 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Oedema 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Oedema peripheral 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Puncture site haemorrhage 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Puncture site pain 1 (5.3 ) 1 (5.3 ) 0 0 0 

Hepatobiliary disorders      

  -Total 5 (26.3) 1 (5.3 ) 2 (10.5) 2 (10.5) 0 

  Hepatocellular injury 2 (10.5) 0 0 2 (10.5) 0 

  Hepatic steatosis 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Hepatomegaly 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Hepatotoxicity 1 (5.3 ) 0 1 (5.3 ) 0 0 

Immune system disorders      

  -Total 13 (68.4) 2 (10.5) 4 (21.1) 4 (21.1) 3 (15.8) 



  

  

4877 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cytokine release syndrome 12 (63.2) 3 (15.8) 3 (15.8) 3 (15.8) 3 (15.8) 

  Hypogammaglobulinaemia 4 (21.1) 1 (5.3 ) 3 (15.8) 0 0 

  Haemophagocytic lymphohistiocytosis 3 (15.8) 0 1 (5.3 ) 2 (10.5) 0 

  Cell-mediated immune deficiency 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Drug hypersensitivity 1 (5.3 ) 1 (5.3 ) 0 0 0 

Infections and infestations      

  -Total 15 (78.9) 1 (5.3 ) 2 (10.5) 8 (42.1) 4 (21.1) 

  Nasopharyngitis 4 (21.1) 4 (21.1) 0 0 0 

  Rhinitis 4 (21.1) 2 (10.5) 2 (10.5) 0 0 

  Herpes zoster 3 (15.8) 0 2 (10.5) 1 (5.3 ) 0 

  Sepsis 3 (15.8) 0 0 1 (5.3 ) 2 (10.5) 

  Device related infection 2 (10.5) 0 0 2 (10.5) 0 

  Infection 2 (10.5) 0 1 (5.3 ) 1 (5.3 ) 0 

  Septic shock 2 (10.5) 0 0 0 2 (10.5) 

  Atypical pneumonia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Bacterial infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Bronchopulmonary aspergillosis 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Enterovirus infection 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Eye infection 1 (5.3 ) 0 1 (5.3 ) 0 0 



  

  

4878 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutropenic infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Otitis externa 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Otitis media 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Paronychia 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Periorbital cellulitis 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Pneumonia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Rash pustular 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Rhinovirus infection 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Systemic infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Tooth infection 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Upper respiratory tract infection 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Varicella 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Viral upper respiratory tract infection 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Vulvitis 1 (5.3 ) 0 1 (5.3 ) 0 0 

Injury, poisoning and procedural complications      

  -Total 6 (31.6) 1 (5.3 ) 2 (10.5) 3 (15.8) 0 

  Procedural pain 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Contusion 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Fall 1 (5.3 ) 1 (5.3 ) 0 0 0 



  

  

4879 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Femoral neck fracture 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Infusion related reaction 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Ligament sprain 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Periorbital haematoma 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Thermal burn 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Transfusion reaction 1 (5.3 ) 0 0 1 (5.3 ) 0 

Investigations      

  -Total 9 (47.4) 0 3 (15.8) 3 (15.8) 3 (15.8) 

  C-reactive protein increased 4 (21.1) 0 3 (15.8) 1 (5.3 ) 0 

  Immunoglobulins decreased 3 (15.8) 0 1 (5.3 ) 2 (10.5) 0 

  Lymphocyte count decreased 3 (15.8) 1 (5.3 ) 0 1 (5.3 ) 1 (5.3 ) 

  Neutrophil count decreased 3 (15.8) 0 0 0 3 (15.8) 

  Platelet count decreased 3 (15.8) 0 0 1 (5.3 ) 2 (10.5) 

  White blood cell count decreased 3 (15.8) 0 0 0 3 (15.8) 

  Alanine aminotransferase increased 2 (10.5) 1 (5.3 ) 0 1 (5.3 ) 0 

  Antithrombin iii decreased 2 (10.5) 0 2 (10.5) 0 0 

  Protein total decreased 2 (10.5) 0 2 (10.5) 0 0 

  Activated partial thromboplastin time prolonged 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Activated partial thromboplastin time shortened 1 (5.3 ) 0 1 (5.3 ) 0 0 



  

  

4880 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspartate aminotransferase increased 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Blood bilirubin increased 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Blood chloride increased 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Blood lactate dehydrogenase increased 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Blood potassium decreased 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Blood uric acid increased 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Cytomegalovirus test positive 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Electrocardiogram repolarisation abnormality 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Lymph node palpable 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Urine output decreased 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Weight decreased 1 (5.3 ) 1 (5.3 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 8 (42.1) 3 (15.8) 3 (15.8) 2 (10.5) 0 

  Decreased appetite 5 (26.3) 4 (21.1) 0 1 (5.3 ) 0 

  Hypoalbuminaemia 3 (15.8) 1 (5.3 ) 1 (5.3 ) 1 (5.3 ) 0 

  Hyperglycaemia 2 (10.5) 1 (5.3 ) 0 1 (5.3 ) 0 

  Hyperkalaemia 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Hyperuricaemia 2 (10.5) 2 (10.5) 0 0 0 

  Hypocalcaemia 2 (10.5) 0 2 (10.5) 0 0 



  

  

4881 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypokalaemia 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Dehydration 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Hypercalcaemia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Hypomagnesaemia 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Hyponatraemia 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Hypophosphataemia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Lactic acidosis 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Vitamin d deficiency 1 (5.3 ) 1 (5.3 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 9 (47.4) 2 (10.5) 5 (26.3) 2 (10.5) 0 

  Arthralgia 3 (15.8) 1 (5.3 ) 0 2 (10.5) 0 

  Back pain 3 (15.8) 0 3 (15.8) 0 0 

  Neck pain 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Pain in extremity 2 (10.5) 2 (10.5) 0 0 0 

  Bone pain 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Joint stiffness 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Muscular weakness 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Myalgia 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Osteonecrosis 1 (5.3 ) 1 (5.3 ) 0 0 0 



  

  

4882 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Osteopenia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Temporomandibular joint syndrome 1 (5.3 ) 1 (5.3 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts and 
polyps) 

     

  -Total 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Acute lymphocytic leukaemia recurrent 1 (5.3 ) 0 0 1 (5.3 ) 0 

Nervous system disorders      

  -Total 11 (57.9) 2 (10.5) 7 (36.8) 2 (10.5) 0 

  Headache 7 (36.8) 2 (10.5) 4 (21.1) 1 (5.3 ) 0 

  Seizure 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Intention tremor 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Tremor 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Cerebral atrophy 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Cerebral venous sinus thrombosis 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Depressed level of consciousness 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Encephalopathy 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Lethargy 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Leukoencephalopathy 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Neurological decompensation 1 (5.3 ) 0 1 (5.3 ) 0 0 



  

  

4883 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Speech disorder 1 (5.3 ) 0 1 (5.3 ) 0 0 

Psychiatric disorders      

  -Total 6 (31.6) 1 (5.3 ) 3 (15.8) 2 (10.5) 0 

  Abnormal behaviour 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Agitation 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Anxiety 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Confusional state 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Delirium 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Depression 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Disorientation 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Hallucination 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Insomnia 1 (5.3 ) 0 1 (5.3 ) 0 0 

Renal and urinary disorders      

  -Total 6 (31.6) 4 (21.1) 2 (10.5) 0 0 

  Haematuria 2 (10.5) 2 (10.5) 0 0 0 

  Dysuria 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Polyuria 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Urinary incontinence 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Urinary tract disorder 1 (5.3 ) 0 1 (5.3 ) 0 0 



  

  

4884 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Reproductive system and breast disorders      

  -Total 3 (15.8) 2 (10.5) 0 1 (5.3 ) 0 

  Ovarian failure 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Penile erythema 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Vulvovaginal pruritus 1 (5.3 ) 1 (5.3 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 9 (47.4) 1 (5.3 ) 6 (31.6) 1 (5.3 ) 1 (5.3 ) 

  Cough 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Epistaxis 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Oropharyngeal pain 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Dyspnoea 2 (10.5) 0 2 (10.5) 0 0 

  Hypoxia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Increased upper airway secretion 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Nasal congestion 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Pharyngeal erythema 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Pneumonia aspiration 1 (5.3 ) 0 0 0 1 (5.3 ) 

  Pulmonary granuloma 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Stridor 1 (5.3 ) 0 1 (5.3 ) 0 0 

Skin and subcutaneous tissue disorders      



  

  

4885 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 8 (42.1) 4 (21.1) 4 (21.1) 0 0 

  Rash 3 (15.8) 3 (15.8) 0 0 0 

  Erythema 2 (10.5) 2 (10.5) 0 0 0 

  Petechiae 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Pruritus 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Alopecia 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Dermatitis acneiform 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Dry skin 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Ingrowing nail 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Scab 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Skin discolouration 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Skin lesion 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Skin oedema 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Urticaria 1 (5.3 ) 0 1 (5.3 ) 0 0 

Vascular disorders      

  -Total 7 (36.8) 2 (10.5) 0 5 (26.3) 0 

  Hypertension 3 (15.8) 0 0 3 (15.8) 0 

  Hypotension 2 (10.5) 1 (5.3 ) 0 1 (5.3 ) 0 

  Hot flush 1 (5.3 ) 1 (5.3 ) 0 0 0 



  

  

4886 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Jugular vein thrombosis 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Vascular occlusion 1 (5.3 ) 1 (5.3 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received 

and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t173_gd_b2001x.sas@@/main/1 25JUN21:17:37                                        Final 

 
  



  

  

4887 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 173a 

Adverse events (not disease related) at anytime during the study by primary system organ class, preferred term 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 18 (100) 0 2 (11.1) 4 (22.2) 12 (66.7) 

Blood and lymphatic system disorders      

  -Total 14 (77.8) 0 3 (16.7) 8 (44.4) 3 (16.7) 

  Anaemia 5 (27.8) 0 3 (16.7) 2 (11.1) 0 

  Thrombocytopenia 5 (27.8) 0 1 (5.6 ) 2 (11.1) 2 (11.1) 

  Febrile neutropenia 4 (22.2) 0 0 3 (16.7) 1 (5.6 ) 

  Neutropenia 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  B-cell aplasia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Bone marrow failure 2 (11.1) 0 0 2 (11.1) 0 

  Disseminated intravascular coagulation 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Splenomegaly 1 (5.6 ) 1 (5.6 ) 0 0 0 

Cardiac disorders      



  

  

4888 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 5 (27.8) 2 (11.1) 2 (11.1) 1 (5.6 ) 0 

  Bradycardia 2 (11.1) 0 2 (11.1) 0 0 

  Tachycardia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Aortic valve disease 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Bundle branch block left 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Coronary artery dilatation 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Left ventricular dysfunction 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Mitral valve disease 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sinus tachycardia 1 (5.6 ) 0 1 (5.6 ) 0 0 

Endocrine disorders      

  -Total 2 (11.1) 1 (5.6 ) 0 0 1 (5.6 ) 

  Cushingoid 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypercalcaemia of malignancy 1 (5.6 ) 0 0 0 1 (5.6 ) 

Eye disorders      

  -Total 2 (11.1) 2 (11.1) 0 0 0 

  Dry eye 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lacrimation increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vision blurred 1 (5.6 ) 1 (5.6 ) 0 0 0 

Gastrointestinal disorders      



  

  

4889 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 14 (77.8) 2 (11.1) 9 (50.0) 2 (11.1) 1 (5.6 ) 

  Nausea 8 (44.4) 5 (27.8) 3 (16.7) 0 0 

  Constipation 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Abdominal pain 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Abdominal pain upper 3 (16.7) 0 3 (16.7) 0 0 

  Diarrhoea 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Gingival bleeding 2 (11.1) 0 2 (11.1) 0 0 

  Rectal haemorrhage 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Stomatitis 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Anal fissure 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Anal incontinence 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Anal pruritus 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Dyspepsia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Hyperaesthesia teeth 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Neutropenic colitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Oral pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Proctalgia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Retching 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

4890 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Subileus 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Toothache 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vomiting 1 (5.6 ) 1 (5.6 ) 0 0 0 

General disorders and administration site conditions      

  -Total 15 (83.3) 6 (33.3) 7 (38.9) 2 (11.1) 0 

  Pyrexia 11 (61.1) 3 (16.7) 6 (33.3) 2 (11.1) 0 

  Fatigue 6 (33.3) 4 (22.2) 2 (11.1) 0 0 

  Oedema peripheral 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Catheter site erythema 2 (11.1) 2 (11.1) 0 0 0 

  Catheter site haemorrhage 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Chills 2 (11.1) 0 2 (11.1) 0 0 

  Pain 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Asthenia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Device related thrombosis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Gait disturbance 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Injection site reaction 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Malaise 1 (5.6 ) 1 (5.6 ) 0 0 0 

Hepatobiliary disorders      

  -Total 2 (11.1) 2 (11.1) 0 0 0 



  

  

4891 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hepatomegaly 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Jaundice 1 (5.6 ) 1 (5.6 ) 0 0 0 

Immune system disorders      

  -Total 12 (66.7) 3 (16.7) 5 (27.8) 2 (11.1) 2 (11.1) 

  Cytokine release syndrome 10 (55.6) 2 (11.1) 4 (22.2) 2 (11.1) 2 (11.1) 

  Drug hypersensitivity 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hypogammaglobulinaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Allergy to immunoglobulin therapy 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Haemophagocytic lymphohistiocytosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections and infestations      

  -Total 16 (88.9) 1 (5.6 ) 3 (16.7) 9 (50.0) 3 (16.7) 

  Oral herpes 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Pneumonia 3 (16.7) 0 0 2 (11.1) 1 (5.6 ) 

  Bacterial infection 2 (11.1) 0 2 (11.1) 0 0 

  Device related infection 2 (11.1) 0 2 (11.1) 0 0 

  Herpes zoster 2 (11.1) 0 2 (11.1) 0 0 

  Neutropenic infection 2 (11.1) 0 0 2 (11.1) 0 

  Respiratory syncytial virus infection 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Aspergillus infection 1 (5.6 ) 0 0 1 (5.6 ) 0 



  

  

4892 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bronchitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Candida infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Cellulitis orbital 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Central nervous system infection 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Cerebral fungal infection 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Cystitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Enterovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Escherichia sepsis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Escherichia urinary tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Herpes simplex 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Human herpesvirus 6 infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Influenza 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Listeria sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Nasopharyngitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Parotitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pneumonia haemophilus 1 (5.6 ) 0 0 1 (5.6 ) 0 



  

  

4893 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Post procedural infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pseudomembranous colitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pseudomonas infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Respiratory tract infection fungal 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Rhinovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sepsis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Septic shock 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Sinusitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Staphylococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Tonsillitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Vascular device infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

Injury, poisoning and procedural complications      

  -Total 4 (22.2) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 0 

  Cervical vertebral fracture 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Procedural pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Toxicity to various agents 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Vascular access site occlusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

Investigations      

  -Total 13 (72.2) 2 (11.1) 2 (11.1) 3 (16.7) 6 (33.3) 



  

  

4894 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 5 (27.8) 0 0 2 (11.1) 3 (16.7) 

  Alanine aminotransferase increased 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Gamma-glutamyltransferase increased 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Platelet count decreased 3 (16.7) 0 0 2 (11.1) 1 (5.6 ) 

  Activated partial thromboplastin time prolonged 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Aspartate aminotransferase increased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Blood creatinine increased 2 (11.1) 2 (11.1) 0 0 0 

  C-reactive protein increased 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Immunoglobulins decreased 2 (11.1) 0 1 (5.6 ) 0 1 (5.6 ) 

  Lymphocyte count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Neutrophil count decreased 2 (11.1) 0 0 0 2 (11.1) 

  Serum ferritin increased 2 (11.1) 2 (11.1) 0 0 0 

  Blood alkaline phosphatase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood bilirubin increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood fibrinogen decreased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood fibrinogen increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood pressure increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood urea increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood uric acid increased 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

4895 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Chlamydia test positive 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Clostridium test positive 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Fungal test positive 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Influenza virus test positive 1 (5.6 ) 1 (5.6 ) 0 0 0 

  International normalised ratio increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Lipase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Monocyte count decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Prothrombin time prolonged 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vitamin d decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Weight decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 11 (61.1) 4 (22.2) 5 (27.8) 2 (11.1) 0 

  Hypomagnesaemia 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Hypokalaemia 4 (22.2) 4 (22.2) 0 0 0 

  Hyperglycaemia 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Hypocalcaemia 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Hypophosphataemia 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Decreased appetite 2 (11.1) 2 (11.1) 0 0 0 

  Fluid overload 2 (11.1) 0 2 (11.1) 0 0 



  

  

4896 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperkalaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hyperphosphataemia 2 (11.1) 2 (11.1) 0 0 0 

  Hypertriglyceridaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hyperuricaemia 2 (11.1) 2 (11.1) 0 0 0 

  Tumour lysis syndrome 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Dehydration 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Fluid retention 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypercalcaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyperferritinaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypermagnesaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypernatraemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypoalbuminaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypoglycaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyponatraemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 12 (66.7) 3 (16.7) 7 (38.9) 2 (11.1) 0 

  Pain in extremity 5 (27.8) 1 (5.6 ) 4 (22.2) 0 0 

  Arthralgia 3 (16.7) 0 3 (16.7) 0 0 

  Back pain 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 



  

  

4897 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bone pain 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Myalgia 2 (11.1) 2 (11.1) 0 0 0 

  Joint effusion 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Muscular weakness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Osteoporosis 1 (5.6 ) 0 1 (5.6 ) 0 0 

Neoplasms benign, malignant and unspecified (incl cysts and 
polyps) 

     

  -Total 4 (22.2) 0 1 (5.6 ) 1 (5.6 ) 2 (11.1) 

  Acute lymphocytic leukaemia recurrent 2 (11.1) 0 0 0 2 (11.1) 

  Meningioma malignant 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Neoplasm progression 1 (5.6 ) 0 0 1 (5.6 ) 0 

Nervous system disorders      

  -Total 11 (61.1) 2 (11.1) 2 (11.1) 5 (27.8) 2 (11.1) 

  Somnolence 5 (27.8) 1 (5.6 ) 1 (5.6 ) 3 (16.7) 0 

  Headache 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Neuralgia 3 (16.7) 0 3 (16.7) 0 0 

  Seizure 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Dizziness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyskinesia 1 (5.6 ) 0 0 1 (5.6 ) 0 



  

  

4898 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Encephalopathy 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Head discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyperkinesia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Intracranial pressure increased 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Neurological symptom 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Neuropathy peripheral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Partial seizures 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Peripheral motor neuropathy 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Peripheral sensory neuropathy 1 (5.6 ) 0 1 (5.6 ) 0 0 

Product issues      

  -Total 2 (11.1) 0 1 (5.6 ) 0 1 (5.6 ) 

  Device occlusion 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Manufacturing product shipping issue 1 (5.6 ) 0 0 0 1 (5.6 ) 

Psychiatric disorders      

  -Total 6 (33.3) 3 (16.7) 3 (16.7) 0 0 

  Insomnia 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Anxiety 2 (11.1) 0 2 (11.1) 0 0 

  Confusional state 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Disorientation 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

4899 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Initial insomnia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Restlessness 1 (5.6 ) 0 1 (5.6 ) 0 0 

Renal and urinary disorders      

  -Total 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Acute kidney injury 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Chromaturia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dysuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Haematuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Renal impairment 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Urinary retention 1 (5.6 ) 1 (5.6 ) 0 0 0 

Reproductive system and breast disorders      

  -Total 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Metrorrhagia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Penile pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vulvovaginal dryness 1 (5.6 ) 1 (5.6 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 6 (33.3) 2 (11.1) 2 (11.1) 2 (11.1) 0 

  Cough 3 (16.7) 3 (16.7) 0 0 0 

  Epistaxis 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 



  

  

4900 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoxia 2 (11.1) 0 2 (11.1) 0 0 

  Pleural effusion 2 (11.1) 0 2 (11.1) 0 0 

  Tachypnoea 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Dyspnoea 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyspnoea exertional 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Lung disorder 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Orthopnoea 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rhinorrhoea 1 (5.6 ) 1 (5.6 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 12 (66.7) 6 (33.3) 5 (27.8) 1 (5.6 ) 0 

  Rash 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Dry skin 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Erythema 3 (16.7) 3 (16.7) 0 0 0 

  Petechiae 3 (16.7) 3 (16.7) 0 0 0 

  Ingrowing nail 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Toxic skin eruption 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Urticaria 2 (11.1) 0 2 (11.1) 0 0 

  Acne 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Alopecia 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

4901 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Decubitus ulcer 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Eczema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hangnail 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pruritus 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rash maculo-papular 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Skin ulcer 1 (5.6 ) 1 (5.6 ) 0 0 0 

Vascular disorders      

  -Total 6 (33.3) 2 (11.1) 2 (11.1) 2 (11.1) 0 

  Hypotension 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Capillary leak syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Hypertension 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pallor 1 (5.6 ) 0 1 (5.6 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received 

and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 173b 

Adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 44 (100) 0 3 (6.8 ) 8 (18.2) 33 (75.0) 

Blood and lymphatic system disorders      

  -Total 34 (77.3) 3 (6.8 ) 4 (9.1 ) 17 (38.6) 10 (22.7) 

  Anaemia 16 (36.4) 1 (2.3 ) 5 (11.4) 10 (22.7) 0 

  Febrile neutropenia 13 (29.5) 0 1 (2.3 ) 11 (25.0) 1 (2.3 ) 

  Neutropenia 12 (27.3) 2 (4.5 ) 1 (2.3 ) 4 (9.1 ) 5 (11.4) 

  Thrombocytopenia 10 (22.7) 0 2 (4.5 ) 3 (6.8 ) 5 (11.4) 

  Bone marrow failure 4 (9.1 ) 0 1 (2.3 ) 3 (6.8 ) 0 

  Leukopenia 4 (9.1 ) 0 0 0 4 (9.1 ) 

  Disseminated intravascular coagulation 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  B-cell aplasia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Coagulation factor deficiency 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Lymphopenia 1 (2.3 ) 0 0 1 (2.3 ) 0 



  

  

4904 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Splenomegaly 1 (2.3 ) 1 (2.3 ) 0 0 0 

Cardiac disorders      

  -Total 14 (31.8) 5 (11.4) 5 (11.4) 3 (6.8 ) 1 (2.3 ) 

  Sinus bradycardia 5 (11.4) 5 (11.4) 0 0 0 

  Tachycardia 5 (11.4) 0 4 (9.1 ) 1 (2.3 ) 0 

  Sinus tachycardia 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Bradycardia 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Left ventricular dysfunction 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Pericardial effusion 2 (4.5 ) 0 1 (2.3 ) 0 1 (2.3 ) 

  Atrioventricular block 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Bundle branch block left 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Cardiac discomfort 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Coronary artery dilatation 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Diastolic dysfunction 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pericarditis 1 (2.3 ) 0 1 (2.3 ) 0 0 

Congenital, familial and genetic disorders      

  -Total 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase deficiency 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Talipes 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

4905 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Ear and labyrinth disorders      

  -Total 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Ear pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

Endocrine disorders      

  -Total 2 (4.5 ) 1 (2.3 ) 0 0 1 (2.3 ) 

  Cushingoid 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hypercalcaemia of malignancy 1 (2.3 ) 0 0 0 1 (2.3 ) 

Eye disorders      

  -Total 9 (20.5) 4 (9.1 ) 3 (6.8 ) 2 (4.5 ) 0 

  Amaurosis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Astigmatism 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blepharospasm 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blindness unilateral 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Conjunctival haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Conjunctivitis allergic 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Diplopia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Dry eye 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Erythema of eyelid 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Eye pain 1 (2.3 ) 0 1 (2.3 ) 0 0 



  

  

4906 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypermetropia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Keratitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Optic atrophy 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Periorbital disorder 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Vitreous opacities 1 (2.3 ) 1 (2.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 34 (77.3) 9 (20.5) 16 (36.4) 7 (15.9) 2 (4.5 ) 

  Nausea 21 (47.7) 10 (22.7) 11 (25.0) 0 0 

  Diarrhoea 14 (31.8) 6 (13.6) 6 (13.6) 2 (4.5 ) 0 

  Constipation 13 (29.5) 8 (18.2) 4 (9.1 ) 1 (2.3 ) 0 

  Vomiting 11 (25.0) 8 (18.2) 3 (6.8 ) 0 0 

  Abdominal pain 9 (20.5) 4 (9.1 ) 4 (9.1 ) 1 (2.3 ) 0 

  Stomatitis 9 (20.5) 4 (9.1 ) 3 (6.8 ) 2 (4.5 ) 0 

  Abdominal distension 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Abdominal pain upper 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 0 0 

  Gingival bleeding 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Anal fissure 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Dental caries 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Dyspepsia 2 (4.5 ) 2 (4.5 ) 0 0 0 



  

  

4907 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastrointestinal haemorrhage 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

  Hypoaesthesia oral 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Oral pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Paraesthesia oral 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Proctalgia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Rectal haemorrhage 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Abdominal discomfort 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Abdominal pain lower 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Abdominal tenderness 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Anal fistula 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Anal haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Anal incontinence 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Anal pruritus 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Flatulence 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gastrointestinal motility disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gastrointestinal pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Gingival pruritus 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Gingival swelling 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hyperaesthesia teeth 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

4908 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lip dry 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Lip haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Lip pain 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Lip swelling 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Neutropenic colitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Oral mucosal erythema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pancreatitis acute 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Pancreatitis chronic 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Rectal ulcer 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Retching 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Tooth loss 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Toothache 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Upper gastrointestinal haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

General disorders and administration site conditions      

  -Total 36 (81.8) 12 (27.3) 17 (38.6) 7 (15.9) 0 

  Pyrexia 25 (56.8) 7 (15.9) 13 (29.5) 5 (11.4) 0 

  Fatigue 11 (25.0) 7 (15.9) 4 (9.1 ) 0 0 

  Pain 6 (13.6) 2 (4.5 ) 4 (9.1 ) 0 0 

  Oedema peripheral 5 (11.4) 5 (11.4) 0 0 0 



  

  

4909 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Catheter site pain 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Face oedema 4 (9.1 ) 3 (6.8 ) 0 1 (2.3 ) 0 

  Malaise 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Asthenia 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Catheter site erythema 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Chills 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Localised oedema 3 (6.8 ) 1 (2.3 ) 1 (2.3 ) 1 (2.3 ) 0 

  Catheter site haemorrhage 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Gait disturbance 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Axillary pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Catheter site pruritus 1 (2.3 ) 1 (2.3 ) 0 0 0 

  General physical health deterioration 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Injection site reaction 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Mucosal inflammation 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Non-cardiac chest pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Oedema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Puncture site haemorrhage 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Puncture site pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Vessel puncture site erythema 1 (2.3 ) 0 1 (2.3 ) 0 0 
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All patients 
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Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
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  Vessel puncture site haematoma 1 (2.3 ) 1 (2.3 ) 0 0 0 

Hepatobiliary disorders      

  -Total 9 (20.5) 3 (6.8 ) 2 (4.5 ) 3 (6.8 ) 1 (2.3 ) 

  Hepatocellular injury 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Cholestasis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Gallbladder oedema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hepatic steatosis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hepatomegaly 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hepatosplenomegaly 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Hepatotoxicity 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Jaundice 1 (2.3 ) 1 (2.3 ) 0 0 0 

Immune system disorders      

  -Total 32 (72.7) 5 (11.4) 11 (25.0) 7 (15.9) 9 (20.5) 

  Cytokine release syndrome 29 (65.9) 7 (15.9) 7 (15.9) 6 (13.6) 9 (20.5) 

  Hypogammaglobulinaemia 10 (22.7) 2 (4.5 ) 8 (18.2) 0 0 

  Haemophagocytic lymphohistiocytosis 4 (9.1 ) 0 2 (4.5 ) 2 (4.5 ) 0 

  Allergy to immunoglobulin therapy 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Drug hypersensitivity 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Atopy 1 (2.3 ) 1 (2.3 ) 0 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cell-mediated immune deficiency 1 (2.3 ) 0 0 1 (2.3 ) 0 

Infections and infestations      

  -Total 34 (77.3) 3 (6.8 ) 6 (13.6) 19 (43.2) 6 (13.6) 

  Device related infection 6 (13.6) 0 3 (6.8 ) 3 (6.8 ) 0 

  Herpes zoster 5 (11.4) 0 4 (9.1 ) 1 (2.3 ) 0 

  Nasopharyngitis 5 (11.4) 5 (11.4) 0 0 0 

  Pneumonia 4 (9.1 ) 0 1 (2.3 ) 3 (6.8 ) 0 

  Sepsis 4 (9.1 ) 0 0 1 (2.3 ) 3 (6.8 ) 

  Bacterial infection 3 (6.8 ) 0 2 (4.5 ) 1 (2.3 ) 0 

  Oral herpes 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Otitis media 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Bronchitis 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Candida infection 2 (4.5 ) 1 (2.3 ) 0 1 (2.3 ) 0 

  Cellulitis 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Enterovirus infection 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Gastroenteritis 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Neutropenic infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Paronychia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash pustular 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Respiratory syncytial virus infection 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Rhinitis 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Rhinovirus infection 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Upper respiratory tract infection 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Anal fistula infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Aspergillus infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Atypical pneumonia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Bacterial pyelonephritis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Central nervous system infection 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Cerebral fungal infection 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Conjunctivitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Croup infectious 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Enterococcal bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Enterococcal sepsis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Escherichia bacteraemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Escherichia sepsis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Eye infection 1 (2.3 ) 0 1 (2.3 ) 0 0 
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All grades 
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Grade 2 
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Grade 3 
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Grade 4 
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  Folliculitis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Gastrointestinal infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Helminthic infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Herpes simplex 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Human herpesvirus 6 infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Impetigo 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Influenza 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Laryngitis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Listeria sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Molluscum contagiosum 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Oral fungal infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Oral infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Otitis externa 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Otitis media acute 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Periorbital cellulitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Pneumonia haemophilus 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Respiratory tract infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Respiratory tract infection fungal 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Septic shock 1 (2.3 ) 0 0 0 1 (2.3 ) 
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n (%) 
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n (%) 

Grade 3 
n (%) 

Grade 4 
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  Skin infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Staphylococcal bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Staphylococcal infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Streptococcal bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Systemic infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Tinea pedis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Tonsillitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Tooth infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Urinary tract infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Urinary tract infection viral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Vascular device infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Viral upper respiratory tract infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

Injury, poisoning and procedural complications      

  -Total 16 (36.4) 5 (11.4) 7 (15.9) 4 (9.1 ) 0 

  Contusion 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Fall 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Allergic transfusion reaction 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Infusion related reaction 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Procedural pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 
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Grade 3 
n (%) 
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  Transfusion reaction 2 (4.5 ) 1 (2.3 ) 0 1 (2.3 ) 0 

  Cervical vertebral fracture 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Delayed serologic transfusion reaction 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Eye contusion 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Femoral neck fracture 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Ligament sprain 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Periorbital haematoma 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Post procedural haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Stoma site erythema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Stoma site haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Subcutaneous haematoma 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Thermal burn 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Transfusion related complication 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Vascular access site occlusion 1 (2.3 ) 1 (2.3 ) 0 0 0 

Investigations      

  -Total 28 (63.6) 2 (4.5 ) 4 (9.1 ) 5 (11.4) 17 (38.6) 

  White blood cell count decreased 13 (29.5) 0 0 2 (4.5 ) 11 (25.0) 

  Platelet count decreased 12 (27.3) 1 (2.3 ) 0 1 (2.3 ) 10 (22.7) 

  Neutrophil count decreased 11 (25.0) 0 0 0 11 (25.0) 
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  Alanine aminotransferase increased 8 (18.2) 1 (2.3 ) 2 (4.5 ) 4 (9.1 ) 1 (2.3 ) 

  Aspartate aminotransferase increased 7 (15.9) 1 (2.3 ) 2 (4.5 ) 3 (6.8 ) 1 (2.3 ) 

  C-reactive protein increased 6 (13.6) 2 (4.5 ) 3 (6.8 ) 1 (2.3 ) 0 

  Immunoglobulins decreased 5 (11.4) 0 2 (4.5 ) 2 (4.5 ) 1 (2.3 ) 

  Blood bilirubin increased 4 (9.1 ) 2 (4.5 ) 1 (2.3 ) 0 1 (2.3 ) 

  Gamma-glutamyltransferase increased 4 (9.1 ) 1 (2.3 ) 2 (4.5 ) 1 (2.3 ) 0 

  Lymphocyte count decreased 4 (9.1 ) 0 0 2 (4.5 ) 2 (4.5 ) 

  Weight decreased 4 (9.1 ) 2 (4.5 ) 2 (4.5 ) 0 0 

  Activated partial thromboplastin time prolonged 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Antithrombin iii decreased 3 (6.8 ) 0 3 (6.8 ) 0 0 

  Blood fibrinogen decreased 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Serum ferritin increased 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Blood alkaline phosphatase increased 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Blood creatinine increased 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Blood lactate dehydrogenase increased 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Blood uric acid increased 2 (4.5 ) 0 2 (4.5 ) 0 0 

  International normalised ratio increased 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Lipase increased 2 (4.5 ) 1 (2.3 ) 0 1 (2.3 ) 0 

  Protein total decreased 2 (4.5 ) 0 2 (4.5 ) 0 0 
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  Prothrombin time prolonged 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Urine output decreased 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Activated partial thromboplastin time shortened 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Ammonia increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Amylase increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood chloride increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood potassium decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood pressure increased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood urea decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood urea increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood urine present 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Cardiac murmur 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Chlamydia test positive 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Cytomegalovirus test positive 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Electrocardiogram repolarisation abnormality 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Fungal test positive 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Haemoglobin decreased 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Heart sounds abnormal 1 (2.3 ) 1 (2.3 ) 0 0 0 
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n (%) 
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n (%) 
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  Influenza virus test positive 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Lymph node palpable 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Oxygen saturation decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Vitamin d decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 25 (56.8) 9 (20.5) 8 (18.2) 7 (15.9) 1 (2.3 ) 

  Decreased appetite 12 (27.3) 9 (20.5) 0 3 (6.8 ) 0 

  Hypokalaemia 12 (27.3) 6 (13.6) 1 (2.3 ) 5 (11.4) 0 

  Hyperuricaemia 8 (18.2) 8 (18.2) 0 0 0 

  Hypocalcaemia 8 (18.2) 4 (9.1 ) 3 (6.8 ) 0 1 (2.3 ) 

  Hypophosphataemia 8 (18.2) 5 (11.4) 1 (2.3 ) 2 (4.5 ) 0 

  Hypoalbuminaemia 7 (15.9) 2 (4.5 ) 4 (9.1 ) 1 (2.3 ) 0 

  Hypomagnesaemia 7 (15.9) 6 (13.6) 1 (2.3 ) 0 0 

  Hyperglycaemia 5 (11.4) 3 (6.8 ) 0 2 (4.5 ) 0 

  Hyperkalaemia 5 (11.4) 3 (6.8 ) 2 (4.5 ) 0 0 

  Dehydration 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Hypercalcaemia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Hyperphosphataemia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Hypertriglyceridaemia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 
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  Hyponatraemia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Tumour lysis syndrome 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

  Fluid overload 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Fluid retention 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hyperferritinaemia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hypermagnesaemia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hypernatraemia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Lactic acidosis 1 (2.3 ) 0 0 1 (2.3 ) 0 

Musculoskeletal and connective tissue disorders      

  -Total 21 (47.7) 4 (9.1 ) 13 (29.5) 4 (9.1 ) 0 

  Pain in extremity 10 (22.7) 5 (11.4) 5 (11.4) 0 0 

  Arthralgia 8 (18.2) 1 (2.3 ) 5 (11.4) 2 (4.5 ) 0 

  Back pain 7 (15.9) 1 (2.3 ) 5 (11.4) 1 (2.3 ) 0 

  Myalgia 5 (11.4) 4 (9.1 ) 1 (2.3 ) 0 0 

  Bone pain 4 (9.1 ) 0 3 (6.8 ) 1 (2.3 ) 0 

  Muscular weakness 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Neck pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Osteopenia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Joint stiffness 1 (2.3 ) 1 (2.3 ) 0 0 0 
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  Osteonecrosis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pain in jaw 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Temporomandibular joint syndrome 1 (2.3 ) 1 (2.3 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

     

  -Total 7 (15.9) 0 1 (2.3 ) 2 (4.5 ) 4 (9.1 ) 

  Acute lymphocytic leukaemia recurrent 3 (6.8 ) 0 0 1 (2.3 ) 2 (4.5 ) 

  B precursor type acute leukaemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Leukaemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Meningioma malignant 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Neoplasm of orbit 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Neoplasm progression 1 (2.3 ) 0 0 1 (2.3 ) 0 

Nervous system disorders      

  -Total 25 (56.8) 5 (11.4) 10 (22.7) 9 (20.5) 1 (2.3 ) 

  Headache 12 (27.3) 5 (11.4) 6 (13.6) 1 (2.3 ) 0 

  Seizure 8 (18.2) 2 (4.5 ) 3 (6.8 ) 3 (6.8 ) 0 

  Tremor 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Somnolence 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Depressed level of consciousness 2 (4.5 ) 0 0 2 (4.5 ) 0 
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  Dizziness 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Encephalopathy 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Intention tremor 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Lethargy 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Cerebral atrophy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Cerebral venous sinus thrombosis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Cranial nerve disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Dysgeusia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dyskinesia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Hemiparesis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hyperkinesia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hypoaesthesia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Intracranial pressure increased 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Leukoencephalopathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Nervous system disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Neuralgia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Neurological decompensation 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Neurological symptom 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Neuropathy peripheral 1 (2.3 ) 0 1 (2.3 ) 0 0 
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  Paraesthesia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Partial seizures 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Peripheral motor neuropathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Posterior reversible encephalopathy syndrome 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Speech disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Status epilepticus 1 (2.3 ) 0 1 (2.3 ) 0 0 

Product issues      

  -Total 2 (4.5 ) 0 1 (2.3 ) 0 1 (2.3 ) 

  Device occlusion 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Manufacturing product shipping issue 1 (2.3 ) 0 0 0 1 (2.3 ) 

Psychiatric disorders      

  -Total 12 (27.3) 5 (11.4) 4 (9.1 ) 3 (6.8 ) 0 

  Agitation 4 (9.1 ) 0 3 (6.8 ) 1 (2.3 ) 0 

  Confusional state 4 (9.1 ) 1 (2.3 ) 1 (2.3 ) 2 (4.5 ) 0 

  Anxiety 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Insomnia 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Delirium 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Abnormal behaviour 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Depression 1 (2.3 ) 0 0 1 (2.3 ) 0 
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  Disorientation 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Initial insomnia 1 (2.3 ) 1 (2.3 ) 0 0 0 

Renal and urinary disorders      

  -Total 15 (34.1) 6 (13.6) 6 (13.6) 2 (4.5 ) 1 (2.3 ) 

  Haematuria 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

  Acute kidney injury 4 (9.1 ) 0 1 (2.3 ) 2 (4.5 ) 1 (2.3 ) 

  Dysuria 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Polyuria 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Urinary retention 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Urinary tract disorder 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Chromaturia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Haemoglobinuria 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Nephropathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Proteinuria 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Urinary incontinence 1 (2.3 ) 1 (2.3 ) 0 0 0 

Reproductive system and breast disorders      

  -Total 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Penile erythema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Penile pain 1 (2.3 ) 0 1 (2.3 ) 0 0 
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  Perineal rash 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Scrotal oedema 1 (2.3 ) 1 (2.3 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 19 (43.2) 3 (6.8 ) 7 (15.9) 7 (15.9) 2 (4.5 ) 

  Cough 11 (25.0) 9 (20.5) 2 (4.5 ) 0 0 

  Epistaxis 9 (20.5) 3 (6.8 ) 4 (9.1 ) 2 (4.5 ) 0 

  Hypoxia 7 (15.9) 1 (2.3 ) 2 (4.5 ) 3 (6.8 ) 1 (2.3 ) 

  Oropharyngeal pain 5 (11.4) 3 (6.8 ) 2 (4.5 ) 0 0 

  Dyspnoea 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 0 0 

  Tachypnoea 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 0 0 

  Pleural effusion 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Nasal congestion 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Apnoea 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Atelectasis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dyspnoea exertional 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Lung disorder 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Orthopnoea 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pneumonia aspiration 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Pulmonary granuloma 1 (2.3 ) 0 0 1 (2.3 ) 0 



  

  

4925 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rhinorrhoea 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Rhonchi 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Stridor 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Wheezing 1 (2.3 ) 0 1 (2.3 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 27 (61.4) 17 (38.6) 10 (22.7) 0 0 

  Rash 8 (18.2) 7 (15.9) 1 (2.3 ) 0 0 

  Dry skin 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

  Erythema 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

  Petechiae 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

  Pruritus 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

  Ingrowing nail 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 0 0 

  Urticaria 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 0 0 

  Alopecia 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Eczema 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Acne 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dermatitis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dermatitis acneiform 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hangnail 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

4926 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperhidrosis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Papule 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Scab 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin discolouration 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin exfoliation 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin lesion 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin oedema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin ulcer 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Toxic skin eruption 1 (2.3 ) 0 1 (2.3 ) 0 0 

Vascular disorders      

  -Total 18 (40.9) 6 (13.6) 4 (9.1 ) 7 (15.9) 1 (2.3 ) 

  Hypertension 8 (18.2) 3 (6.8 ) 2 (4.5 ) 3 (6.8 ) 0 

  Hypotension 7 (15.9) 4 (9.1 ) 0 2 (4.5 ) 1 (2.3 ) 

  Pallor 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Capillary leak syndrome 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Hot flush 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Jugular vein thrombosis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Lymphoedema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Vascular occlusion 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

4927 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Venous thrombosis limb 1 (2.3 ) 0 1 (2.3 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received 

and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 173b 

Adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 30 (100) 0 3 (10.0) 12 (40.0) 15 (50.0) 

Blood and lymphatic system disorders      

  -Total 19 (63.3) 0 1 (3.3 ) 14 (46.7) 4 (13.3) 

  Anaemia 9 (30.0) 1 (3.3 ) 0 8 (26.7) 0 

  Febrile neutropenia 8 (26.7) 1 (3.3 ) 0 7 (23.3) 0 

  Neutropenia 7 (23.3) 0 0 3 (10.0) 4 (13.3) 

  Thrombocytopenia 4 (13.3) 0 1 (3.3 ) 1 (3.3 ) 2 (6.7 ) 

  Bone marrow failure 3 (10.0) 0 0 3 (10.0) 0 

  B-cell aplasia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Disseminated intravascular coagulation 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Febrile bone marrow aplasia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Leukocytosis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Lymphadenopathy 1 (3.3 ) 0 1 (3.3 ) 0 0 



  

  

4930 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphopenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pancytopenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Splenomegaly 1 (3.3 ) 1 (3.3 ) 0 0 0 

Cardiac disorders      

  -Total 8 (26.7) 7 (23.3) 1 (3.3 ) 0 0 

  Tachycardia 6 (20.0) 6 (20.0) 0 0 0 

  Sinus tachycardia 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Aortic valve disease 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Cardiac hypertrophy 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Mitral valve disease 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Sinus bradycardia 1 (3.3 ) 1 (3.3 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 3 (10.0) 2 (6.7 ) 0 1 (3.3 ) 0 

  Ear pain 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Vertigo 1 (3.3 ) 0 0 1 (3.3 ) 0 

Endocrine disorders      

  -Total 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Adrenal insufficiency 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Cushingoid 1 (3.3 ) 1 (3.3 ) 0 0 0 



  

  

4931 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypothyroidism 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Inappropriate antidiuretic hormone secretion 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Precocious puberty 1 (3.3 ) 1 (3.3 ) 0 0 0 

Eye disorders      

  -Total 5 (16.7) 4 (13.3) 1 (3.3 ) 0 0 

  Ocular hyperaemia 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Blepharitis 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Conjunctival haemorrhage 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Dry eye 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Eye pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Eye pruritus 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Lacrimation increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Ocular hypertension 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Vision blurred 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Visual impairment 1 (3.3 ) 1 (3.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 22 (73.3) 7 (23.3) 9 (30.0) 6 (20.0) 0 

  Nausea 9 (30.0) 3 (10.0) 4 (13.3) 2 (6.7 ) 0 

  Stomatitis 9 (30.0) 2 (6.7 ) 4 (13.3) 3 (10.0) 0 



  

  

4932 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vomiting 8 (26.7) 6 (20.0) 2 (6.7 ) 0 0 

  Diarrhoea 7 (23.3) 6 (20.0) 0 1 (3.3 ) 0 

  Constipation 6 (20.0) 3 (10.0) 3 (10.0) 0 0 

  Abdominal pain 3 (10.0) 0 3 (10.0) 0 0 

  Dental caries 3 (10.0) 2 (6.7 ) 0 1 (3.3 ) 0 

  Abdominal distension 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Abdominal pain upper 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Anal fissure 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Gingival bleeding 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Oral pain 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Anal fistula 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Anal inflammation 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Aphthous ulcer 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Ascites 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Lip dry 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Mouth ulceration 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Periodontal disease 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Proctalgia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Subileus 1 (3.3 ) 0 1 (3.3 ) 0 0 



  

  

4933 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Toothache 1 (3.3 ) 0 1 (3.3 ) 0 0 

General disorders and administration site conditions      

  -Total 23 (76.7) 8 (26.7) 8 (26.7) 6 (20.0) 1 (3.3 ) 

  Pyrexia 19 (63.3) 6 (20.0) 8 (26.7) 5 (16.7) 0 

  Fatigue 5 (16.7) 3 (10.0) 2 (6.7 ) 0 0 

  Pain 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

  Catheter site pain 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Face oedema 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Facial pain 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Generalised oedema 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Oedema peripheral 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Asthenia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Catheter site haemorrhage 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Chills 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Device related thrombosis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Drug withdrawal syndrome 1 (3.3 ) 0 0 1 (3.3 ) 0 

  General physical health deterioration 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Localised oedema 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Malaise 1 (3.3 ) 0 1 (3.3 ) 0 0 



  

  

4934 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Mucosal inflammation 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Multiple organ dysfunction syndrome 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Non-cardiac chest pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

Hepatobiliary disorders      

  -Total 6 (20.0) 2 (6.7 ) 1 (3.3 ) 2 (6.7 ) 1 (3.3 ) 

  Hepatocellular injury 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Hepatomegaly 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Hepatic failure 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hepatotoxicity 1 (3.3 ) 0 0 0 1 (3.3 ) 

Immune system disorders      

  -Total 22 (73.3) 3 (10.0) 9 (30.0) 6 (20.0) 4 (13.3) 

  Cytokine release syndrome 18 (60.0) 5 (16.7) 6 (20.0) 3 (10.0) 4 (13.3) 

  Hypogammaglobulinaemia 12 (40.0) 4 (13.3) 6 (20.0) 2 (6.7 ) 0 

  Drug hypersensitivity 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Haemophagocytic lymphohistiocytosis 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Allergy to immunoglobulin therapy 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Anaphylactic reaction 1 (3.3 ) 0 0 1 (3.3 ) 0 

Infections and infestations      

  -Total 23 (76.7) 0 5 (16.7) 14 (46.7) 4 (13.3) 



  

  

4935 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Upper respiratory tract infection 6 (20.0) 1 (3.3 ) 5 (16.7) 0 0 

  Nasopharyngitis 4 (13.3) 3 (10.0) 1 (3.3 ) 0 0 

  Pneumonia 4 (13.3) 1 (3.3 ) 0 2 (6.7 ) 1 (3.3 ) 

  Rhinitis 4 (13.3) 2 (6.7 ) 2 (6.7 ) 0 0 

  Bronchopulmonary aspergillosis 3 (10.0) 0 2 (6.7 ) 1 (3.3 ) 0 

  Sinusitis 3 (10.0) 0 1 (3.3 ) 2 (6.7 ) 0 

  Bacterial infection 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Clostridium difficile infection 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Device related infection 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Oral candidiasis 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Otitis externa 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Parotitis 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Rash pustular 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Rhinovirus infection 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Sepsis 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

  Septic shock 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

  Staphylococcal infection 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Alternaria infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Aspergillus infection 1 (3.3 ) 0 0 1 (3.3 ) 0 



  

  

4936 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacteraemia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Body tinea 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Candida infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Catheter site infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Cellulitis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Cellulitis orbital 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Central nervous system infection 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Conjunctivitis viral 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Cystitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Cytomegalovirus infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Enterococcal infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Enterovirus infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Escherichia urinary tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Fungal infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Gastroenteritis 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Herpes zoster 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Influenza 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Meningitis aseptic 1 (3.3 ) 0 0 1 (3.3 ) 0 



  

  

4937 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Mucosal infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Nail infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Neutropenic infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Oral herpes 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Parainfluenzae virus infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Paronychia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Parvovirus b19 infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Periorbital cellulitis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pharyngitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Pneumonia fungal 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pneumonia viral 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Post procedural infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pseudomembranous colitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Pseudomonas infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Rotavirus infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Tooth abscess 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Urinary tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Urinary tract infection viral 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Varicella 1 (3.3 ) 0 0 1 (3.3 ) 0 



  

  

4938 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vascular device infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Viral upper respiratory tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Vulvitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

Injury, poisoning and procedural complications      

  -Total 6 (20.0) 2 (6.7 ) 2 (6.7 ) 2 (6.7 ) 0 

  Contusion 3 (10.0) 3 (10.0) 0 0 0 

  Allergic transfusion reaction 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Gastrostomy tube site complication 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Procedural pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Skin abrasion 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Splinter 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Toxicity to various agents 1 (3.3 ) 0 0 1 (3.3 ) 0 

Investigations      

  -Total 17 (56.7) 3 (10.0) 1 (3.3 ) 5 (16.7) 8 (26.7) 

  White blood cell count decreased 8 (26.7) 0 0 1 (3.3 ) 7 (23.3) 

  Neutrophil count decreased 6 (20.0) 0 0 1 (3.3 ) 5 (16.7) 

  Platelet count decreased 6 (20.0) 0 0 3 (10.0) 3 (10.0) 

  Lymphocyte count decreased 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

  Alanine aminotransferase increased 2 (6.7 ) 2 (6.7 ) 0 0 0 



  

  

4939 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspartate aminotransferase increased 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Blood creatinine increased 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Blood fibrinogen decreased 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Activated partial thromboplastin time prolonged 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blood bilirubin increased 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Blood creatine phosphokinase increased 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Blood fibrinogen increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Blood magnesium increased 1 (3.3 ) 0 0 1 (3.3 ) 0 

  C-reactive protein increased 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Chest x-ray abnormal 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Clostridium test positive 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Ejection fraction decreased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Human rhinovirus test positive 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Influenza a virus test positive 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Monocyte count decreased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Oxygen saturation decreased 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Prothrombin time prolonged 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Serum ferritin increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Weight decreased 1 (3.3 ) 0 1 (3.3 ) 0 0 



  

  

4940 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders      

  -Total 15 (50.0) 4 (13.3) 3 (10.0) 7 (23.3) 1 (3.3 ) 

  Hypokalaemia 6 (20.0) 1 (3.3 ) 1 (3.3 ) 4 (13.3) 0 

  Hypophosphataemia 5 (16.7) 2 (6.7 ) 1 (3.3 ) 2 (6.7 ) 0 

  Hypocalcaemia 4 (13.3) 0 1 (3.3 ) 2 (6.7 ) 1 (3.3 ) 

  Decreased appetite 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

  Hypoalbuminaemia 3 (10.0) 1 (3.3 ) 2 (6.7 ) 0 0 

  Hypomagnesaemia 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

  Dehydration 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Fluid overload 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Hyperglycaemia 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Fluid retention 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hyperferritinaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hyperkalaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hypernatraemia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hyperuricaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hypoglycaemia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Hyponatraemia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Iron overload 1 (3.3 ) 0 1 (3.3 ) 0 0 



  

  

4941 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Obesity 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Tumour lysis syndrome 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Vitamin d deficiency 1 (3.3 ) 1 (3.3 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 11 (36.7) 5 (16.7) 4 (13.3) 2 (6.7 ) 0 

  Arthralgia 4 (13.3) 0 4 (13.3) 0 0 

  Myalgia 4 (13.3) 4 (13.3) 0 0 0 

  Pain in extremity 4 (13.3) 0 4 (13.3) 0 0 

  Back pain 3 (10.0) 2 (6.7 ) 1 (3.3 ) 0 0 

  Bone pain 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Muscular weakness 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Joint effusion 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Neck pain 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Osteoporosis 1 (3.3 ) 0 1 (3.3 ) 0 0 

Neoplasms benign, malignant and unspecified (incl cysts and 
polyps) 

     

  -Total 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Acute lymphocytic leukaemia recurrent 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Malignant neoplasm progression 1 (3.3 ) 0 1 (3.3 ) 0 0 



  

  

4942 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders      

  -Total 17 (56.7) 4 (13.3) 7 (23.3) 5 (16.7) 1 (3.3 ) 

  Headache 11 (36.7) 4 (13.3) 5 (16.7) 2 (6.7 ) 0 

  Somnolence 3 (10.0) 0 0 3 (10.0) 0 

  Neuralgia 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Seizure 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Cerebral haemorrhage 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Dizziness 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Dysarthria 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Dyskinesia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Encephalopathy 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Facial paralysis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Head discomfort 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Intracranial pressure increased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Lethargy 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Neuropathy peripheral 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Peripheral sensory neuropathy 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Subdural hygroma 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Tremor 1 (3.3 ) 1 (3.3 ) 0 0 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Psychiatric disorders      

  -Total 10 (33.3) 4 (13.3) 6 (20.0) 0 0 

  Anxiety 4 (13.3) 1 (3.3 ) 3 (10.0) 0 0 

  Insomnia 4 (13.3) 1 (3.3 ) 3 (10.0) 0 0 

  Irritability 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Agitation 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Disorientation 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hallucination 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Restlessness 1 (3.3 ) 0 1 (3.3 ) 0 0 

Renal and urinary disorders      

  -Total 8 (26.7) 4 (13.3) 1 (3.3 ) 3 (10.0) 0 

  Haematuria 5 (16.7) 3 (10.0) 0 2 (6.7 ) 0 

  Renal impairment 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Proteinuria 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Urinary incontinence 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Urinary retention 1 (3.3 ) 0 1 (3.3 ) 0 0 

Reproductive system and breast disorders      

  -Total 5 (16.7) 3 (10.0) 1 (3.3 ) 1 (3.3 ) 0 

  Metrorrhagia 1 (3.3 ) 1 (3.3 ) 0 0 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ovarian failure 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Perineal pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Vulvovaginal dryness 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Vulvovaginal pain 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Vulvovaginal pruritus 1 (3.3 ) 1 (3.3 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 15 (50.0) 7 (23.3) 6 (20.0) 2 (6.7 ) 0 

  Cough 7 (23.3) 4 (13.3) 3 (10.0) 0 0 

  Epistaxis 5 (16.7) 4 (13.3) 1 (3.3 ) 0 0 

  Hypoxia 4 (13.3) 2 (6.7 ) 0 2 (6.7 ) 0 

  Rhinorrhoea 4 (13.3) 2 (6.7 ) 2 (6.7 ) 0 0 

  Oropharyngeal pain 3 (10.0) 1 (3.3 ) 2 (6.7 ) 0 0 

  Nasal congestion 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Pharyngeal erythema 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Tachypnoea 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Dyspnoea 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Haemoptysis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Increased upper airway secretion 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Nasal septum perforation 1 (3.3 ) 0 1 (3.3 ) 0 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pleural effusion 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Pneumonitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Pneumothorax 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Productive cough 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Rhinalgia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Sinus pain 1 (3.3 ) 1 (3.3 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 14 (46.7) 9 (30.0) 2 (6.7 ) 3 (10.0) 0 

  Rash 7 (23.3) 4 (13.3) 2 (6.7 ) 1 (3.3 ) 0 

  Pruritus 3 (10.0) 3 (10.0) 0 0 0 

  Erythema 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Ingrowing nail 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Rash maculo-papular 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Decubitus ulcer 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Dermatitis 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Dermatitis bullous 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Dry skin 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Eczema 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Hangnail 1 (3.3 ) 1 (3.3 ) 0 0 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Papule 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Petechiae 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Skin lesion 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Skin ulcer 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Toxic skin eruption 1 (3.3 ) 0 0 1 (3.3 ) 0 

Vascular disorders      

  -Total 11 (36.7) 4 (13.3) 6 (20.0) 1 (3.3 ) 0 

  Hypertension 7 (23.3) 2 (6.7 ) 5 (16.7) 0 0 

  Hypotension 4 (13.3) 3 (10.0) 0 1 (3.3 ) 0 

  Pallor 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Embolism 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Flushing 1 (3.3 ) 1 (3.3 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received 

and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 173c 

Adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (100) 0 0 1 (100) 0 

Blood and lymphatic system disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Febrile neutropenia 1 (100) 0 0 1 (100) 0 

  Neutropenia 1 (100) 0 0 1 (100) 0 

Gastrointestinal disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Abdominal pain upper 1 (100) 0 1 (100) 0 0 

  Constipation 1 (100) 0 1 (100) 0 0 

  Dyspepsia 1 (100) 1 (100) 0 0 0 

  Flatulence 1 (100) 0 1 (100) 0 0 

  Gingival pruritus 1 (100) 1 (100) 0 0 0 

  Stomatitis 1 (100) 0 1 (100) 0 0 
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Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vomiting 1 (100) 0 1 (100) 0 0 

General disorders and administration site conditions      

  -Total 1 (100) 0 0 1 (100) 0 

  General physical health deterioration 1 (100) 0 1 (100) 0 0 

  Puncture site haemorrhage 1 (100) 0 0 1 (100) 0 

  Puncture site pain 1 (100) 1 (100) 0 0 0 

  Pyrexia 1 (100) 0 1 (100) 0 0 

Immune system disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Cytokine release syndrome 1 (100) 0 0 1 (100) 0 

Infections and infestations      

  -Total 1 (100) 0 0 1 (100) 0 

  Infection 1 (100) 0 0 1 (100) 0 

  Paronychia 1 (100) 0 1 (100) 0 0 

Injury, poisoning and procedural complications      

  -Total 1 (100) 0 0 1 (100) 0 

  Fall 1 (100) 1 (100) 0 0 0 

  Transfusion reaction 1 (100) 0 0 1 (100) 0 

Investigations      
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Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (100) 0 1 (100) 0 0 

  Activated partial thromboplastin time shortened 1 (100) 0 1 (100) 0 0 

  Antithrombin iii decreased 1 (100) 0 1 (100) 0 0 

  C-reactive protein increased 1 (100) 0 1 (100) 0 0 

  Immunoglobulins decreased 1 (100) 0 1 (100) 0 0 

  Protein total decreased 1 (100) 0 1 (100) 0 0 

  Urine output decreased 1 (100) 0 1 (100) 0 0 

Metabolism and nutrition disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Hypokalaemia 1 (100) 0 1 (100) 0 0 

  Hyponatraemia 1 (100) 0 1 (100) 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Arthralgia 1 (100) 1 (100) 0 0 0 

  Back pain 1 (100) 0 1 (100) 0 0 

  Pain in extremity 1 (100) 1 (100) 0 0 0 

  Temporomandibular joint syndrome 1 (100) 1 (100) 0 0 0 

Nervous system disorders      

  -Total 1 (100) 1 (100) 0 0 0 
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Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Leukoencephalopathy 1 (100) 1 (100) 0 0 0 

Reproductive system and breast disorders      

  -Total 1 (100) 1 (100) 0 0 0 

  Penile erythema 1 (100) 1 (100) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 1 (100) 0 1 (100) 0 0 

  Cough 1 (100) 1 (100) 0 0 0 

  Dyspnoea 1 (100) 0 1 (100) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 1 (100) 1 (100) 0 0 0 

  Erythema 1 (100) 1 (100) 0 0 0 

  Rash 1 (100) 1 (100) 0 0 0 

Vascular disorders      

  -Total 1 (100) 0 0 1 (100) 0 

  Hypertension 1 (100) 0 0 1 (100) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received 

and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 173c 

Adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 73 (100) 0 6 (8.2 ) 19 (26.0) 48 (65.8) 

Blood and lymphatic system disorders      

  -Total 52 (71.2) 3 (4.1 ) 5 (6.8 ) 30 (41.1) 14 (19.2) 

  Anaemia 25 (34.2) 2 (2.7 ) 5 (6.8 ) 18 (24.7) 0 

  Febrile neutropenia 20 (27.4) 1 (1.4 ) 1 (1.4 ) 17 (23.3) 1 (1.4 ) 

  Neutropenia 18 (24.7) 2 (2.7 ) 1 (1.4 ) 6 (8.2 ) 9 (12.3) 

  Thrombocytopenia 14 (19.2) 0 3 (4.1 ) 4 (5.5 ) 7 (9.6 ) 

  Bone marrow failure 7 (9.6 ) 0 1 (1.4 ) 6 (8.2 ) 0 

  Leukopenia 4 (5.5 ) 0 0 0 4 (5.5 ) 

  Disseminated intravascular coagulation 3 (4.1 ) 0 2 (2.7 ) 1 (1.4 ) 0 

  B-cell aplasia 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Lymphopenia 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Splenomegaly 2 (2.7 ) 2 (2.7 ) 0 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Coagulation factor deficiency 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Febrile bone marrow aplasia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Leukocytosis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Lymphadenopathy 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Pancytopenia 1 (1.4 ) 0 0 1 (1.4 ) 0 

Cardiac disorders      

  -Total 22 (30.1) 12 (16.4) 6 (8.2 ) 3 (4.1 ) 1 (1.4 ) 

  Tachycardia 11 (15.1) 6 (8.2 ) 4 (5.5 ) 1 (1.4 ) 0 

  Sinus bradycardia 6 (8.2 ) 6 (8.2 ) 0 0 0 

  Sinus tachycardia 6 (8.2 ) 5 (6.8 ) 1 (1.4 ) 0 0 

  Bradycardia 3 (4.1 ) 1 (1.4 ) 2 (2.7 ) 0 0 

  Left ventricular dysfunction 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Pericardial effusion 2 (2.7 ) 0 1 (1.4 ) 0 1 (1.4 ) 

  Aortic valve disease 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Atrioventricular block 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Bundle branch block left 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Cardiac discomfort 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Cardiac hypertrophy 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Coronary artery dilatation 1 (1.4 ) 0 0 1 (1.4 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Diastolic dysfunction 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Mitral valve disease 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Pericarditis 1 (1.4 ) 0 1 (1.4 ) 0 0 

Congenital, familial and genetic disorders      

  -Total 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase deficiency 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Talipes 1 (1.4 ) 1 (1.4 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 4 (5.5 ) 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 

  Ear pain 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Vertigo 1 (1.4 ) 0 0 1 (1.4 ) 0 

Endocrine disorders      

  -Total 4 (5.5 ) 1 (1.4 ) 2 (2.7 ) 0 1 (1.4 ) 

  Cushingoid 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Adrenal insufficiency 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Hypercalcaemia of malignancy 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Hypothyroidism 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Inappropriate antidiuretic hormone secretion 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Precocious puberty 1 (1.4 ) 1 (1.4 ) 0 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Eye disorders      

  -Total 14 (19.2) 8 (11.0) 4 (5.5 ) 2 (2.7 ) 0 

  Conjunctival haemorrhage 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Dry eye 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Eye pain 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Ocular hyperaemia 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Amaurosis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Astigmatism 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blepharitis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blepharospasm 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blindness unilateral 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Conjunctivitis allergic 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Diplopia 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Erythema of eyelid 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Eye pruritus 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hypermetropia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Keratitis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Lacrimation increased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Ocular hypertension 1 (1.4 ) 0 1 (1.4 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Optic atrophy 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Periorbital disorder 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Vision blurred 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Visual impairment 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Vitreous opacities 1 (1.4 ) 1 (1.4 ) 0 0 0 

Gastrointestinal disorders      

  -Total 55 (75.3) 16 (21.9) 24 (32.9) 13 (17.8) 2 (2.7 ) 

  Nausea 30 (41.1) 13 (17.8) 15 (20.5) 2 (2.7 ) 0 

  Diarrhoea 21 (28.8) 12 (16.4) 6 (8.2 ) 3 (4.1 ) 0 

  Constipation 18 (24.7) 11 (15.1) 6 (8.2 ) 1 (1.4 ) 0 

  Vomiting 18 (24.7) 14 (19.2) 4 (5.5 ) 0 0 

  Stomatitis 17 (23.3) 6 (8.2 ) 6 (8.2 ) 5 (6.8 ) 0 

  Abdominal pain 12 (16.4) 4 (5.5 ) 7 (9.6 ) 1 (1.4 ) 0 

  Abdominal distension 6 (8.2 ) 3 (4.1 ) 3 (4.1 ) 0 0 

  Abdominal pain upper 5 (6.8 ) 2 (2.7 ) 3 (4.1 ) 0 0 

  Dental caries 5 (6.8 ) 3 (4.1 ) 1 (1.4 ) 1 (1.4 ) 0 

  Gingival bleeding 5 (6.8 ) 3 (4.1 ) 2 (2.7 ) 0 0 

  Anal fissure 4 (5.5 ) 0 2 (2.7 ) 2 (2.7 ) 0 

  Oral pain 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Proctalgia 3 (4.1 ) 1 (1.4 ) 2 (2.7 ) 0 0 

  Anal fistula 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Gastrointestinal haemorrhage 2 (2.7 ) 0 0 1 (1.4 ) 1 (1.4 ) 

  Hypoaesthesia oral 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Lip dry 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Paraesthesia oral 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Rectal haemorrhage 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Toothache 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Abdominal discomfort 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Abdominal pain lower 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Abdominal tenderness 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Anal haemorrhage 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Anal incontinence 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Anal inflammation 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Anal pruritus 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Aphthous ulcer 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Ascites 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Dyspepsia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Gastrointestinal motility disorder 1 (1.4 ) 0 1 (1.4 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastrointestinal pain 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Gingival swelling 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Hyperaesthesia teeth 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Lip haemorrhage 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Lip pain 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Lip swelling 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Mouth ulceration 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Neutropenic colitis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Oral mucosal erythema 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Pancreatitis acute 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Pancreatitis chronic 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Periodontal disease 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Rectal ulcer 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Retching 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Subileus 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Tooth loss 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Upper gastrointestinal haemorrhage 1 (1.4 ) 1 (1.4 ) 0 0 0 

General disorders and administration site conditions      

  -Total 58 (79.5) 20 (27.4) 25 (34.2) 12 (16.4) 1 (1.4 ) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 43 (58.9) 13 (17.8) 20 (27.4) 10 (13.7) 0 

  Fatigue 16 (21.9) 10 (13.7) 6 (8.2 ) 0 0 

  Pain 9 (12.3) 3 (4.1 ) 4 (5.5 ) 2 (2.7 ) 0 

  Oedema peripheral 7 (9.6 ) 6 (8.2 ) 1 (1.4 ) 0 0 

  Catheter site pain 6 (8.2 ) 5 (6.8 ) 1 (1.4 ) 0 0 

  Face oedema 6 (8.2 ) 5 (6.8 ) 0 1 (1.4 ) 0 

  Malaise 5 (6.8 ) 3 (4.1 ) 2 (2.7 ) 0 0 

  Asthenia 4 (5.5 ) 4 (5.5 ) 0 0 0 

  Chills 4 (5.5 ) 1 (1.4 ) 3 (4.1 ) 0 0 

  Localised oedema 4 (5.5 ) 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 

  Catheter site erythema 3 (4.1 ) 3 (4.1 ) 0 0 0 

  Catheter site haemorrhage 3 (4.1 ) 1 (1.4 ) 1 (1.4 ) 1 (1.4 ) 0 

  Facial pain 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Gait disturbance 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Generalised oedema 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Mucosal inflammation 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Non-cardiac chest pain 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Axillary pain 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Catheter site pruritus 1 (1.4 ) 1 (1.4 ) 0 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Device related thrombosis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Drug withdrawal syndrome 1 (1.4 ) 0 0 1 (1.4 ) 0 

  General physical health deterioration 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Injection site reaction 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Multiple organ dysfunction syndrome 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Oedema 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Vessel puncture site erythema 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Vessel puncture site haematoma 1 (1.4 ) 1 (1.4 ) 0 0 0 

Hepatobiliary disorders      

  -Total 15 (20.5) 5 (6.8 ) 3 (4.1 ) 5 (6.8 ) 2 (2.7 ) 

  Hepatocellular injury 4 (5.5 ) 0 0 4 (5.5 ) 0 

  Hepatomegaly 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Hepatotoxicity 2 (2.7 ) 0 1 (1.4 ) 0 1 (1.4 ) 

  Cholestasis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Gallbladder oedema 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hepatic failure 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Hepatic steatosis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hepatosplenomegaly 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Jaundice 1 (1.4 ) 1 (1.4 ) 0 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders      

  -Total 53 (72.6) 8 (11.0) 20 (27.4) 12 (16.4) 13 (17.8) 

  Cytokine release syndrome 46 (63.0) 12 (16.4) 13 (17.8) 8 (11.0) 13 (17.8) 

  Hypogammaglobulinaemia 22 (30.1) 6 (8.2 ) 14 (19.2) 2 (2.7 ) 0 

  Haemophagocytic lymphohistiocytosis 6 (8.2 ) 0 2 (2.7 ) 4 (5.5 ) 0 

  Drug hypersensitivity 5 (6.8 ) 3 (4.1 ) 2 (2.7 ) 0 0 

  Allergy to immunoglobulin therapy 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 0 0 

  Anaphylactic reaction 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Atopy 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Cell-mediated immune deficiency 1 (1.4 ) 0 0 1 (1.4 ) 0 

Infections and infestations      

  -Total 56 (76.7) 3 (4.1 ) 11 (15.1) 32 (43.8) 10 (13.7) 

  Nasopharyngitis 9 (12.3) 8 (11.0) 1 (1.4 ) 0 0 

  Device related infection 8 (11.0) 0 3 (4.1 ) 5 (6.8 ) 0 

  Pneumonia 8 (11.0) 1 (1.4 ) 1 (1.4 ) 5 (6.8 ) 1 (1.4 ) 

  Upper respiratory tract infection 8 (11.0) 2 (2.7 ) 6 (8.2 ) 0 0 

  Herpes zoster 6 (8.2 ) 0 5 (6.8 ) 1 (1.4 ) 0 

  Rhinitis 6 (8.2 ) 4 (5.5 ) 2 (2.7 ) 0 0 

  Sepsis 6 (8.2 ) 0 0 2 (2.7 ) 4 (5.5 ) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacterial infection 5 (6.8 ) 0 3 (4.1 ) 2 (2.7 ) 0 

  Oral herpes 4 (5.5 ) 1 (1.4 ) 3 (4.1 ) 0 0 

  Rash pustular 4 (5.5 ) 4 (5.5 ) 0 0 0 

  Rhinovirus infection 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Bronchopulmonary aspergillosis 3 (4.1 ) 0 2 (2.7 ) 1 (1.4 ) 0 

  Candida infection 3 (4.1 ) 1 (1.4 ) 0 2 (2.7 ) 0 

  Cellulitis 3 (4.1 ) 0 2 (2.7 ) 1 (1.4 ) 0 

  Enterovirus infection 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Gastroenteritis 3 (4.1 ) 3 (4.1 ) 0 0 0 

  Neutropenic infection 3 (4.1 ) 0 0 3 (4.1 ) 0 

  Otitis externa 3 (4.1 ) 1 (1.4 ) 1 (1.4 ) 1 (1.4 ) 0 

  Otitis media 3 (4.1 ) 3 (4.1 ) 0 0 0 

  Septic shock 3 (4.1 ) 0 0 1 (1.4 ) 2 (2.7 ) 

  Sinusitis 3 (4.1 ) 0 1 (1.4 ) 2 (2.7 ) 0 

  Staphylococcal infection 3 (4.1 ) 0 1 (1.4 ) 2 (2.7 ) 0 

  Aspergillus infection 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Bacteraemia 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Bronchitis 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Central nervous system infection 2 (2.7 ) 0 0 0 2 (2.7 ) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Clostridium difficile infection 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Infection 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Influenza 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

  Oral candidiasis 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Paronychia 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Parotitis 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

  Periorbital cellulitis 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Respiratory syncytial virus infection 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Urinary tract infection 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Urinary tract infection viral 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Vascular device infection 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Viral upper respiratory tract infection 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Alternaria infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Anal fistula infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Atypical pneumonia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Bacterial pyelonephritis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Body tinea 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Catheter site infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Cellulitis orbital 1 (1.4 ) 0 0 0 1 (1.4 ) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cerebral fungal infection 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Conjunctivitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Conjunctivitis viral 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Croup infectious 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Cystitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Cytomegalovirus infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Enterococcal bacteraemia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Enterococcal infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Enterococcal sepsis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Escherichia bacteraemia 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Escherichia sepsis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Escherichia urinary tract infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Eye infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Folliculitis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Fungal infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Gastrointestinal infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Helminthic infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Herpes simplex 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Human herpesvirus 6 infection 1 (1.4 ) 0 0 1 (1.4 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Impetigo 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Laryngitis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Listeria sepsis 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Meningitis aseptic 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Molluscum contagiosum 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Mucosal infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Nail infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Oral fungal infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Oral infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Otitis media acute 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Parainfluenzae virus infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Parvovirus b19 infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Pharyngitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Pneumonia fungal 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Pneumonia haemophilus 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Pneumonia viral 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Post procedural infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Pseudomembranous colitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Pseudomonas infection 1 (1.4 ) 0 0 1 (1.4 ) 0 
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All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory tract infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Respiratory tract infection fungal 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Rotavirus infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Skin infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Staphylococcal bacteraemia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Streptococcal bacteraemia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Systemic infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Tinea pedis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Tonsillitis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Tooth abscess 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Tooth infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Varicella 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Vulvitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

Injury, poisoning and procedural complications      

  -Total 21 (28.8) 7 (9.6 ) 9 (12.3) 5 (6.8 ) 0 

  Contusion 6 (8.2 ) 6 (8.2 ) 0 0 0 

  Allergic transfusion reaction 3 (4.1 ) 0 2 (2.7 ) 1 (1.4 ) 0 

  Procedural pain 3 (4.1 ) 1 (1.4 ) 2 (2.7 ) 0 0 

  Fall 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Infusion related reaction 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Cervical vertebral fracture 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Delayed serologic transfusion reaction 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Eye contusion 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Femoral neck fracture 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Gastrostomy tube site complication 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Ligament sprain 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Periorbital haematoma 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Post procedural haemorrhage 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Skin abrasion 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Splinter 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Stoma site erythema 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Stoma site haemorrhage 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Subcutaneous haematoma 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Thermal burn 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Toxicity to various agents 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Transfusion reaction 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Transfusion related complication 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Vascular access site occlusion 1 (1.4 ) 1 (1.4 ) 0 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Investigations      

  -Total 44 (60.3) 5 (6.8 ) 4 (5.5 ) 10 (13.7) 25 (34.2) 

  White blood cell count decreased 21 (28.8) 0 0 3 (4.1 ) 18 (24.7) 

  Platelet count decreased 18 (24.7) 1 (1.4 ) 0 4 (5.5 ) 13 (17.8) 

  Neutrophil count decreased 17 (23.3) 0 0 1 (1.4 ) 16 (21.9) 

  Alanine aminotransferase increased 10 (13.7) 3 (4.1 ) 2 (2.7 ) 4 (5.5 ) 1 (1.4 ) 

  Aspartate aminotransferase increased 9 (12.3) 3 (4.1 ) 2 (2.7 ) 3 (4.1 ) 1 (1.4 ) 

  Lymphocyte count decreased 7 (9.6 ) 1 (1.4 ) 0 4 (5.5 ) 2 (2.7 ) 

  C-reactive protein increased 6 (8.2 ) 2 (2.7 ) 2 (2.7 ) 2 (2.7 ) 0 

  Blood bilirubin increased 5 (6.8 ) 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 1 (1.4 ) 

  Blood fibrinogen decreased 5 (6.8 ) 0 2 (2.7 ) 3 (4.1 ) 0 

  Weight decreased 5 (6.8 ) 2 (2.7 ) 3 (4.1 ) 0 0 

  Activated partial thromboplastin time prolonged 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Blood creatinine increased 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 0 0 

  Gamma-glutamyltransferase increased 4 (5.5 ) 1 (1.4 ) 2 (2.7 ) 1 (1.4 ) 0 

  Immunoglobulins decreased 4 (5.5 ) 0 1 (1.4 ) 2 (2.7 ) 1 (1.4 ) 

  Serum ferritin increased 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Prothrombin time prolonged 3 (4.1 ) 3 (4.1 ) 0 0 0 

  Antithrombin iii decreased 2 (2.7 ) 0 2 (2.7 ) 0 0 
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All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood alkaline phosphatase increased 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Blood lactate dehydrogenase increased 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Blood uric acid increased 2 (2.7 ) 0 2 (2.7 ) 0 0 

  International normalised ratio increased 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Lipase increased 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

  Oxygen saturation decreased 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Ammonia increased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Amylase increased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blood chloride increased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blood creatine phosphokinase increased 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Blood fibrinogen increased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blood magnesium increased 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Blood potassium decreased 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Blood pressure increased 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Blood urea decreased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blood urea increased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Blood urine present 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Cardiac murmur 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Chest x-ray abnormal 1 (1.4 ) 1 (1.4 ) 0 0 0 
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All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Chlamydia test positive 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Clostridium test positive 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Cytomegalovirus test positive 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Ejection fraction decreased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Electrocardiogram repolarisation abnormality 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Fungal test positive 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Haemoglobin decreased 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Heart sounds abnormal 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Human rhinovirus test positive 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Influenza a virus test positive 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Influenza virus test positive 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Lymph node palpable 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Monocyte count decreased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Protein total decreased 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Urine output decreased 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Vitamin d decreased 1 (1.4 ) 1 (1.4 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 39 (53.4) 13 (17.8) 10 (13.7) 14 (19.2) 2 (2.7 ) 
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All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypokalaemia 17 (23.3) 7 (9.6 ) 1 (1.4 ) 9 (12.3) 0 

  Decreased appetite 15 (20.5) 11 (15.1) 1 (1.4 ) 3 (4.1 ) 0 

  Hypophosphataemia 13 (17.8) 7 (9.6 ) 2 (2.7 ) 4 (5.5 ) 0 

  Hypocalcaemia 12 (16.4) 4 (5.5 ) 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 

  Hypoalbuminaemia 10 (13.7) 3 (4.1 ) 6 (8.2 ) 1 (1.4 ) 0 

  Hypomagnesaemia 10 (13.7) 8 (11.0) 2 (2.7 ) 0 0 

  Hyperuricaemia 9 (12.3) 9 (12.3) 0 0 0 

  Hyperglycaemia 7 (9.6 ) 4 (5.5 ) 0 3 (4.1 ) 0 

  Hyperkalaemia 6 (8.2 ) 4 (5.5 ) 2 (2.7 ) 0 0 

  Dehydration 4 (5.5 ) 1 (1.4 ) 1 (1.4 ) 2 (2.7 ) 0 

  Fluid overload 3 (4.1 ) 0 3 (4.1 ) 0 0 

  Tumour lysis syndrome 3 (4.1 ) 1 (1.4 ) 0 1 (1.4 ) 1 (1.4 ) 

  Fluid retention 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Hypercalcaemia 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Hyperferritinaemia 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Hypernatraemia 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Hyperphosphataemia 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Hypertriglyceridaemia 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Hyponatraemia 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 
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All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
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  Hypermagnesaemia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hypoglycaemia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Iron overload 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Lactic acidosis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Obesity 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Vitamin d deficiency 1 (1.4 ) 1 (1.4 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 31 (42.5) 9 (12.3) 16 (21.9) 6 (8.2 ) 0 

  Pain in extremity 13 (17.8) 4 (5.5 ) 9 (12.3) 0 0 

  Arthralgia 11 (15.1) 0 9 (12.3) 2 (2.7 ) 0 

  Back pain 9 (12.3) 3 (4.1 ) 5 (6.8 ) 1 (1.4 ) 0 

  Myalgia 9 (12.3) 8 (11.0) 1 (1.4 ) 0 0 

  Bone pain 6 (8.2 ) 1 (1.4 ) 4 (5.5 ) 1 (1.4 ) 0 

  Muscular weakness 5 (6.8 ) 2 (2.7 ) 2 (2.7 ) 1 (1.4 ) 0 

  Neck pain 3 (4.1 ) 1 (1.4 ) 1 (1.4 ) 1 (1.4 ) 0 

  Osteopenia 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Joint effusion 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Joint stiffness 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Osteonecrosis 1 (1.4 ) 1 (1.4 ) 0 0 0 
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Grade 3 
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Grade 4 
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  Osteoporosis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Pain in jaw 1 (1.4 ) 1 (1.4 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

     

  -Total 9 (12.3) 0 2 (2.7 ) 3 (4.1 ) 4 (5.5 ) 

  Acute lymphocytic leukaemia recurrent 4 (5.5 ) 0 0 2 (2.7 ) 2 (2.7 ) 

  B precursor type acute leukaemia 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Leukaemia 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Malignant neoplasm progression 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Meningioma malignant 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Neoplasm of orbit 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Neoplasm progression 1 (1.4 ) 0 0 1 (1.4 ) 0 

Nervous system disorders      

  -Total 41 (56.2) 8 (11.0) 17 (23.3) 14 (19.2) 2 (2.7 ) 

  Headache 23 (31.5) 9 (12.3) 11 (15.1) 3 (4.1 ) 0 

  Seizure 10 (13.7) 2 (2.7 ) 4 (5.5 ) 4 (5.5 ) 0 

  Somnolence 6 (8.2 ) 2 (2.7 ) 1 (1.4 ) 3 (4.1 ) 0 

  Tremor 5 (6.8 ) 4 (5.5 ) 1 (1.4 ) 0 0 

  Dizziness 3 (4.1 ) 3 (4.1 ) 0 0 0 
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Grade 4 
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  Encephalopathy 3 (4.1 ) 0 0 2 (2.7 ) 1 (1.4 ) 

  Lethargy 3 (4.1 ) 1 (1.4 ) 2 (2.7 ) 0 0 

  Neuralgia 3 (4.1 ) 0 3 (4.1 ) 0 0 

  Depressed level of consciousness 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Dyskinesia 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

  Intention tremor 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Intracranial pressure increased 2 (2.7 ) 1 (1.4 ) 0 0 1 (1.4 ) 

  Neuropathy peripheral 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Cerebral atrophy 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Cerebral haemorrhage 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Cerebral venous sinus thrombosis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Cranial nerve disorder 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Dysarthria 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Dysgeusia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Facial paralysis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Head discomfort 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hemiparesis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Hyperkinesia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hypoaesthesia 1 (1.4 ) 1 (1.4 ) 0 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nervous system disorder 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Neurological decompensation 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Neurological symptom 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Paraesthesia 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Partial seizures 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Peripheral motor neuropathy 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Peripheral sensory neuropathy 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Posterior reversible encephalopathy syndrome 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Speech disorder 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Status epilepticus 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Subdural hygroma 1 (1.4 ) 0 1 (1.4 ) 0 0 

Product issues      

  -Total 2 (2.7 ) 0 1 (1.4 ) 0 1 (1.4 ) 

  Device occlusion 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Manufacturing product shipping issue 1 (1.4 ) 0 0 0 1 (1.4 ) 

Psychiatric disorders      

  -Total 22 (30.1) 9 (12.3) 10 (13.7) 3 (4.1 ) 0 

  Anxiety 7 (9.6 ) 2 (2.7 ) 5 (6.8 ) 0 0 

  Insomnia 7 (9.6 ) 3 (4.1 ) 4 (5.5 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Agitation 5 (6.8 ) 0 4 (5.5 ) 1 (1.4 ) 0 

  Confusional state 4 (5.5 ) 1 (1.4 ) 1 (1.4 ) 2 (2.7 ) 0 

  Delirium 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Disorientation 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Irritability 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Abnormal behaviour 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Depression 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Hallucination 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Initial insomnia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Restlessness 1 (1.4 ) 0 1 (1.4 ) 0 0 

Renal and urinary disorders      

  -Total 23 (31.5) 10 (13.7) 7 (9.6 ) 5 (6.8 ) 1 (1.4 ) 

  Haematuria 11 (15.1) 8 (11.0) 1 (1.4 ) 2 (2.7 ) 0 

  Acute kidney injury 4 (5.5 ) 0 1 (1.4 ) 2 (2.7 ) 1 (1.4 ) 

  Dysuria 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Urinary retention 3 (4.1 ) 1 (1.4 ) 2 (2.7 ) 0 0 

  Polyuria 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Proteinuria 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Renal impairment 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urinary incontinence 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Urinary tract disorder 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Chromaturia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Haemoglobinuria 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Nephropathy 1 (1.4 ) 1 (1.4 ) 0 0 0 

Reproductive system and breast disorders      

  -Total 8 (11.0) 5 (6.8 ) 2 (2.7 ) 1 (1.4 ) 0 

  Metrorrhagia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Ovarian failure 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Penile pain 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Perineal pain 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Perineal rash 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Scrotal oedema 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Vulvovaginal dryness 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Vulvovaginal pain 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Vulvovaginal pruritus 1 (1.4 ) 1 (1.4 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 33 (45.2) 10 (13.7) 12 (16.4) 9 (12.3) 2 (2.7 ) 

  Cough 17 (23.3) 12 (16.4) 5 (6.8 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Epistaxis 14 (19.2) 7 (9.6 ) 5 (6.8 ) 2 (2.7 ) 0 

  Hypoxia 11 (15.1) 3 (4.1 ) 2 (2.7 ) 5 (6.8 ) 1 (1.4 ) 

  Oropharyngeal pain 8 (11.0) 4 (5.5 ) 4 (5.5 ) 0 0 

  Tachypnoea 6 (8.2 ) 2 (2.7 ) 4 (5.5 ) 0 0 

  Rhinorrhoea 5 (6.8 ) 3 (4.1 ) 2 (2.7 ) 0 0 

  Dyspnoea 4 (5.5 ) 1 (1.4 ) 3 (4.1 ) 0 0 

  Nasal congestion 4 (5.5 ) 4 (5.5 ) 0 0 0 

  Pleural effusion 4 (5.5 ) 1 (1.4 ) 3 (4.1 ) 0 0 

  Pharyngeal erythema 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Apnoea 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Atelectasis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Dyspnoea exertional 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Haemoptysis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Increased upper airway secretion 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Lung disorder 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Nasal septum perforation 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Orthopnoea 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Pneumonia aspiration 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Pneumonitis 1 (1.4 ) 0 1 (1.4 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumothorax 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Productive cough 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Pulmonary granuloma 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Rhinalgia 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Rhonchi 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Sinus pain 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Stridor 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Wheezing 1 (1.4 ) 0 1 (1.4 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 40 (54.8) 25 (34.2) 12 (16.4) 3 (4.1 ) 0 

  Rash 14 (19.2) 10 (13.7) 3 (4.1 ) 1 (1.4 ) 0 

  Pruritus 9 (12.3) 8 (11.0) 1 (1.4 ) 0 0 

  Dry skin 7 (9.6 ) 6 (8.2 ) 1 (1.4 ) 0 0 

  Erythema 7 (9.6 ) 6 (8.2 ) 1 (1.4 ) 0 0 

  Petechiae 7 (9.6 ) 6 (8.2 ) 1 (1.4 ) 0 0 

  Ingrowing nail 6 (8.2 ) 3 (4.1 ) 3 (4.1 ) 0 0 

  Urticaria 4 (5.5 ) 1 (1.4 ) 3 (4.1 ) 0 0 

  Alopecia 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Eczema 3 (4.1 ) 1 (1.4 ) 2 (2.7 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dermatitis 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Hangnail 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Papule 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Rash maculo-papular 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

  Skin lesion 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Skin ulcer 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Toxic skin eruption 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Acne 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Decubitus ulcer 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Dermatitis acneiform 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Dermatitis bullous 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hyperhidrosis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Scab 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Skin discolouration 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Skin exfoliation 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Skin oedema 1 (1.4 ) 1 (1.4 ) 0 0 0 

Vascular disorders      

  -Total 28 (38.4) 10 (13.7) 10 (13.7) 7 (9.6 ) 1 (1.4 ) 

  Hypertension 14 (19.2) 5 (6.8 ) 7 (9.6 ) 2 (2.7 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypotension 11 (15.1) 7 (9.6 ) 0 3 (4.1 ) 1 (1.4 ) 

  Pallor 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Capillary leak syndrome 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Embolism 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Flushing 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Hot flush 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Jugular vein thrombosis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Lymphoedema 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Vascular occlusion 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Venous thrombosis limb 1 (1.4 ) 0 1 (1.4 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received 

and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t173_gd_b2001x.sas@@/main/1 25JUN21:17:37                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 173d 

Adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 53 (100) 0 5 (9.4 ) 18 (34.0) 30 (56.6) 

Blood and lymphatic system disorders      

  -Total 33 (62.3) 3 (5.7 ) 4 (7.5 ) 21 (39.6) 5 (9.4 ) 

  Neutropenia 12 (22.6) 2 (3.8 ) 1 (1.9 ) 5 (9.4 ) 4 (7.5 ) 

  Febrile neutropenia 10 (18.9) 0 0 10 (18.9) 0 

  Anaemia 9 (17.0) 2 (3.8 ) 3 (5.7 ) 4 (7.5 ) 0 

  Bone marrow failure 6 (11.3) 0 1 (1.9 ) 5 (9.4 ) 0 

  Thrombocytopenia 5 (9.4 ) 0 2 (3.8 ) 1 (1.9 ) 2 (3.8 ) 

  Leukopenia 3 (5.7 ) 0 0 0 3 (5.7 ) 

  Lymphopenia 2 (3.8 ) 0 0 2 (3.8 ) 0 

  Splenomegaly 2 (3.8 ) 2 (3.8 ) 0 0 0 

  B-cell aplasia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Coagulation factor deficiency 1 (1.9 ) 0 0 1 (1.9 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Disseminated intravascular coagulation 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Febrile bone marrow aplasia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Pancytopenia 1 (1.9 ) 0 0 1 (1.9 ) 0 

Cardiac disorders      

  -Total 10 (18.9) 6 (11.3) 2 (3.8 ) 2 (3.8 ) 0 

  Tachycardia 5 (9.4 ) 3 (5.7 ) 1 (1.9 ) 1 (1.9 ) 0 

  Atrioventricular block 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Bradycardia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Cardiac hypertrophy 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Coronary artery dilatation 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Diastolic dysfunction 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Left ventricular dysfunction 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Sinus bradycardia 1 (1.9 ) 1 (1.9 ) 0 0 0 

Congenital, familial and genetic disorders      

  -Total 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Talipes 1 (1.9 ) 1 (1.9 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Vertigo 1 (1.9 ) 0 0 1 (1.9 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Endocrine disorders      

  -Total 2 (3.8 ) 0 1 (1.9 ) 0 1 (1.9 ) 

  Hypercalcaemia of malignancy 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Hypothyroidism 1 (1.9 ) 0 1 (1.9 ) 0 0 

Eye disorders      

  -Total 6 (11.3) 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 0 

  Amaurosis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Astigmatism 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Conjunctival haemorrhage 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Conjunctivitis allergic 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Dry eye 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Hypermetropia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Keratitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Optic atrophy 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Vitreous opacities 1 (1.9 ) 1 (1.9 ) 0 0 0 

Gastrointestinal disorders      

  -Total 35 (66.0) 12 (22.6) 13 (24.5) 9 (17.0) 1 (1.9 ) 

  Nausea 16 (30.2) 7 (13.2) 8 (15.1) 1 (1.9 ) 0 

  Diarrhoea 10 (18.9) 6 (11.3) 3 (5.7 ) 1 (1.9 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Stomatitis 10 (18.9) 3 (5.7 ) 2 (3.8 ) 5 (9.4 ) 0 

  Vomiting 10 (18.9) 8 (15.1) 2 (3.8 ) 0 0 

  Constipation 8 (15.1) 4 (7.5 ) 3 (5.7 ) 1 (1.9 ) 0 

  Abdominal pain upper 4 (7.5 ) 1 (1.9 ) 3 (5.7 ) 0 0 

  Dental caries 3 (5.7 ) 1 (1.9 ) 1 (1.9 ) 1 (1.9 ) 0 

  Anal fissure 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Toothache 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Abdominal pain 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Anal inflammation 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Anal pruritus 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Aphthous ulcer 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Ascites 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Dyspepsia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Flatulence 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Gastrointestinal haemorrhage 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Gastrointestinal pain 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Gingival pruritus 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Gingival swelling 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Lip pain 1 (1.9 ) 0 0 1 (1.9 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutropenic colitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Proctalgia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Rectal haemorrhage 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Subileus 1 (1.9 ) 0 1 (1.9 ) 0 0 

General disorders and administration site conditions      

  -Total 38 (71.7) 15 (28.3) 15 (28.3) 7 (13.2) 1 (1.9 ) 

  Pyrexia 28 (52.8) 11 (20.8) 12 (22.6) 5 (9.4 ) 0 

  Fatigue 4 (7.5 ) 2 (3.8 ) 2 (3.8 ) 0 0 

  Catheter site erythema 3 (5.7 ) 3 (5.7 ) 0 0 0 

  Pain 3 (5.7 ) 0 2 (3.8 ) 1 (1.9 ) 0 

  Catheter site pain 2 (3.8 ) 2 (3.8 ) 0 0 0 

  General physical health deterioration 2 (3.8 ) 0 2 (3.8 ) 0 0 

  Asthenia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Catheter site haemorrhage 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Chills 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Device related thrombosis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Drug withdrawal syndrome 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Face oedema 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Localised oedema 1 (1.9 ) 0 0 1 (1.9 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Mucosal inflammation 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Multiple organ dysfunction syndrome 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Oedema 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Oedema peripheral 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Puncture site haemorrhage 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Puncture site pain 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Vessel puncture site erythema 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Vessel puncture site haematoma 1 (1.9 ) 1 (1.9 ) 0 0 0 

Hepatobiliary disorders      

  -Total 11 (20.8) 3 (5.7 ) 3 (5.7 ) 5 (9.4 ) 0 

  Hepatocellular injury 4 (7.5 ) 0 0 4 (7.5 ) 0 

  Hepatomegaly 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 0 0 

  Cholestasis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Hepatic failure 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Hepatic steatosis 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Hepatotoxicity 1 (1.9 ) 0 1 (1.9 ) 0 0 

Immune system disorders      

  -Total 36 (67.9) 5 (9.4 ) 14 (26.4) 7 (13.2) 10 (18.9) 

  Cytokine release syndrome 31 (58.5) 6 (11.3) 9 (17.0) 6 (11.3) 10 (18.9) 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypogammaglobulinaemia 18 (34.0) 6 (11.3) 12 (22.6) 0 0 

  Haemophagocytic lymphohistiocytosis 4 (7.5 ) 0 1 (1.9 ) 3 (5.7 ) 0 

  Drug hypersensitivity 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Atopy 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Cell-mediated immune deficiency 1 (1.9 ) 0 0 1 (1.9 ) 0 

Infections and infestations      

  -Total 40 (75.5) 2 (3.8 ) 8 (15.1) 23 (43.4) 7 (13.2) 

  Nasopharyngitis 7 (13.2) 6 (11.3) 1 (1.9 ) 0 0 

  Herpes zoster 6 (11.3) 0 5 (9.4 ) 1 (1.9 ) 0 

  Device related infection 5 (9.4 ) 0 2 (3.8 ) 3 (5.7 ) 0 

  Pneumonia 4 (7.5 ) 0 1 (1.9 ) 2 (3.8 ) 1 (1.9 ) 

  Rhinitis 4 (7.5 ) 2 (3.8 ) 2 (3.8 ) 0 0 

  Gastroenteritis 3 (5.7 ) 3 (5.7 ) 0 0 0 

  Neutropenic infection 3 (5.7 ) 0 0 3 (5.7 ) 0 

  Sepsis 3 (5.7 ) 0 0 1 (1.9 ) 2 (3.8 ) 

  Septic shock 3 (5.7 ) 0 0 1 (1.9 ) 2 (3.8 ) 

  Upper respiratory tract infection 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 0 0 

  Bacteraemia 2 (3.8 ) 0 0 2 (3.8 ) 0 

  Bronchitis 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bronchopulmonary aspergillosis 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Candida infection 2 (3.8 ) 1 (1.9 ) 0 1 (1.9 ) 0 

  Central nervous system infection 2 (3.8 ) 0 0 0 2 (3.8 ) 

  Infection 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Oral herpes 2 (3.8 ) 0 2 (3.8 ) 0 0 

  Otitis externa 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Otitis media 2 (3.8 ) 2 (3.8 ) 0 0 0 

  Sinusitis 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Staphylococcal infection 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Urinary tract infection 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Aspergillus infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Bacterial infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Cellulitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Cellulitis orbital 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Cerebral fungal infection 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Clostridium difficile infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Cystitis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Cytomegalovirus infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Enterococcal bacteraemia 1 (1.9 ) 0 0 1 (1.9 ) 0 



  

  

4992 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Escherichia sepsis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Escherichia urinary tract infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Eye infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Gastrointestinal infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Helminthic infection 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Human herpesvirus 6 infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Impetigo 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Influenza 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Laryngitis 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Molluscum contagiosum 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Otitis media acute 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Paronychia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Parotitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Parvovirus b19 infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Pneumonia haemophilus 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Pneumonia viral 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Post procedural infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Pseudomembranous colitis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Pseudomonas infection 1 (1.9 ) 0 0 1 (1.9 ) 0 



  

  

4993 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory syncytial virus infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Respiratory tract infection 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Respiratory tract infection fungal 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Rotavirus infection 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Staphylococcal bacteraemia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Streptococcal bacteraemia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Systemic infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Tinea pedis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Tonsillitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Tooth abscess 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Tooth infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Urinary tract infection viral 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Varicella 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Vascular device infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Vulvitis 1 (1.9 ) 0 1 (1.9 ) 0 0 

Injury, poisoning and procedural complications      

  -Total 9 (17.0) 2 (3.8 ) 4 (7.5 ) 3 (5.7 ) 0 

  Transfusion reaction 2 (3.8 ) 1 (1.9 ) 0 1 (1.9 ) 0 

  Allergic transfusion reaction 1 (1.9 ) 0 1 (1.9 ) 0 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cervical vertebral fracture 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Contusion 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Fall 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Femoral neck fracture 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Ligament sprain 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Periorbital haematoma 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Procedural pain 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Thermal burn 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Toxicity to various agents 1 (1.9 ) 0 0 1 (1.9 ) 0 

Investigations      

  -Total 25 (47.2) 3 (5.7 ) 4 (7.5 ) 8 (15.1) 10 (18.9) 

  White blood cell count decreased 10 (18.9) 0 0 1 (1.9 ) 9 (17.0) 

  Platelet count decreased 8 (15.1) 1 (1.9 ) 0 4 (7.5 ) 3 (5.7 ) 

  Neutrophil count decreased 7 (13.2) 0 0 0 7 (13.2) 

  Alanine aminotransferase increased 5 (9.4 ) 2 (3.8 ) 0 2 (3.8 ) 1 (1.9 ) 

  Aspartate aminotransferase increased 5 (9.4 ) 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 1 (1.9 ) 

  C-reactive protein increased 5 (9.4 ) 0 3 (5.7 ) 2 (3.8 ) 0 

  Immunoglobulins decreased 5 (9.4 ) 0 2 (3.8 ) 2 (3.8 ) 1 (1.9 ) 

  Prothrombin time prolonged 3 (5.7 ) 3 (5.7 ) 0 0 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Antithrombin iii decreased 2 (3.8 ) 0 2 (3.8 ) 0 0 

  Blood uric acid increased 2 (3.8 ) 0 2 (3.8 ) 0 0 

  Protein total decreased 2 (3.8 ) 0 2 (3.8 ) 0 0 

  Activated partial thromboplastin time prolonged 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Activated partial thromboplastin time shortened 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Blood bilirubin increased 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Blood creatinine increased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Blood fibrinogen decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Blood magnesium increased 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Blood potassium decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Chest x-ray abnormal 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Clostridium test positive 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Cytomegalovirus test positive 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Electrocardiogram repolarisation abnormality 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Haemoglobin decreased 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Lymph node palpable 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Lymphocyte count decreased 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Urine output decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Vitamin d decreased 1 (1.9 ) 1 (1.9 ) 0 0 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders      

  -Total 22 (41.5) 10 (18.9) 6 (11.3) 6 (11.3) 0 

  Hypoalbuminaemia 6 (11.3) 2 (3.8 ) 3 (5.7 ) 1 (1.9 ) 0 

  Hypokalaemia 6 (11.3) 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 0 

  Decreased appetite 5 (9.4 ) 4 (7.5 ) 0 1 (1.9 ) 0 

  Hypophosphataemia 5 (9.4 ) 4 (7.5 ) 0 1 (1.9 ) 0 

  Hypocalcaemia 4 (7.5 ) 0 2 (3.8 ) 2 (3.8 ) 0 

  Hypomagnesaemia 3 (5.7 ) 3 (5.7 ) 0 0 0 

  Dehydration 2 (3.8 ) 0 0 2 (3.8 ) 0 

  Fluid retention 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Hyperferritinaemia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Hyperglycaemia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Hypernatraemia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Hyperuricaemia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Hypoglycaemia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Hyponatraemia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Tumour lysis syndrome 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Vitamin d deficiency 1 (1.9 ) 1 (1.9 ) 0 0 0 

Musculoskeletal and connective tissue disorders      
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 16 (30.2) 6 (11.3) 8 (15.1) 2 (3.8 ) 0 

  Arthralgia 4 (7.5 ) 1 (1.9 ) 3 (5.7 ) 0 0 

  Back pain 4 (7.5 ) 1 (1.9 ) 3 (5.7 ) 0 0 

  Bone pain 4 (7.5 ) 1 (1.9 ) 2 (3.8 ) 1 (1.9 ) 0 

  Myalgia 4 (7.5 ) 3 (5.7 ) 1 (1.9 ) 0 0 

  Pain in extremity 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 0 0 

  Joint effusion 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Joint stiffness 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Muscular weakness 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Osteonecrosis 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Osteopenia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Osteoporosis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Temporomandibular joint syndrome 1 (1.9 ) 1 (1.9 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

     

  -Total 5 (9.4 ) 0 2 (3.8 ) 2 (3.8 ) 1 (1.9 ) 

  Acute lymphocytic leukaemia recurrent 3 (5.7 ) 0 0 2 (3.8 ) 1 (1.9 ) 

  Malignant neoplasm progression 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Meningioma malignant 1 (1.9 ) 0 1 (1.9 ) 0 0 



  

  

4998 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders      

  -Total 26 (49.1) 7 (13.2) 9 (17.0) 9 (17.0) 1 (1.9 ) 

  Headache 10 (18.9) 4 (7.5 ) 4 (7.5 ) 2 (3.8 ) 0 

  Seizure 10 (18.9) 2 (3.8 ) 4 (7.5 ) 4 (7.5 ) 0 

  Neuralgia 3 (5.7 ) 0 3 (5.7 ) 0 0 

  Somnolence 3 (5.7 ) 0 0 3 (5.7 ) 0 

  Tremor 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Cerebral atrophy 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Cerebral venous sinus thrombosis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Dysgeusia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Encephalopathy 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Hyperkinesia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Intention tremor 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Leukoencephalopathy 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Neurological decompensation 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Neuropathy peripheral 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Peripheral sensory neuropathy 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Posterior reversible encephalopathy syndrome 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Status epilepticus 1 (1.9 ) 0 1 (1.9 ) 0 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Subdural hygroma 1 (1.9 ) 0 1 (1.9 ) 0 0 

Product issues      

  -Total 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Device occlusion 1 (1.9 ) 0 1 (1.9 ) 0 0 

Psychiatric disorders      

  -Total 9 (17.0) 5 (9.4 ) 3 (5.7 ) 1 (1.9 ) 0 

  Insomnia 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 0 0 

  Disorientation 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Anxiety 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Delirium 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Depression 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Hallucination 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Initial insomnia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Irritability 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Restlessness 1 (1.9 ) 0 1 (1.9 ) 0 0 

Renal and urinary disorders      

  -Total 8 (15.1) 2 (3.8 ) 5 (9.4 ) 1 (1.9 ) 0 

  Dysuria 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Haematuria 2 (3.8 ) 1 (1.9 ) 0 1 (1.9 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Polyuria 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Urinary tract disorder 2 (3.8 ) 0 2 (3.8 ) 0 0 

  Nephropathy 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Renal impairment 1 (1.9 ) 0 1 (1.9 ) 0 0 

Reproductive system and breast disorders      

  -Total 5 (9.4 ) 3 (5.7 ) 1 (1.9 ) 1 (1.9 ) 0 

  Metrorrhagia 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Ovarian failure 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Penile erythema 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Penile pain 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Vulvovaginal pruritus 1 (1.9 ) 1 (1.9 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 17 (32.1) 8 (15.1) 6 (11.3) 2 (3.8 ) 1 (1.9 ) 

  Cough 6 (11.3) 4 (7.5 ) 2 (3.8 ) 0 0 

  Oropharyngeal pain 4 (7.5 ) 2 (3.8 ) 2 (3.8 ) 0 0 

  Hypoxia 3 (5.7 ) 2 (3.8 ) 0 1 (1.9 ) 0 

  Dyspnoea 2 (3.8 ) 0 2 (3.8 ) 0 0 

  Epistaxis 2 (3.8 ) 2 (3.8 ) 0 0 0 

  Increased upper airway secretion 1 (1.9 ) 1 (1.9 ) 0 0 0 



  

  

5001 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lung disorder 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Pharyngeal erythema 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Pleural effusion 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Pneumonia aspiration 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Pneumonitis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Pulmonary granuloma 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Stridor 1 (1.9 ) 0 1 (1.9 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 22 (41.5) 13 (24.5) 7 (13.2) 2 (3.8 ) 0 

  Rash 9 (17.0) 7 (13.2) 2 (3.8 ) 0 0 

  Erythema 5 (9.4 ) 4 (7.5 ) 1 (1.9 ) 0 0 

  Pruritus 4 (7.5 ) 3 (5.7 ) 1 (1.9 ) 0 0 

  Eczema 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 0 0 

  Hangnail 2 (3.8 ) 2 (3.8 ) 0 0 0 

  Ingrowing nail 2 (3.8 ) 0 2 (3.8 ) 0 0 

  Papule 2 (3.8 ) 2 (3.8 ) 0 0 0 

  Petechiae 2 (3.8 ) 2 (3.8 ) 0 0 0 

  Rash maculo-papular 2 (3.8 ) 1 (1.9 ) 0 1 (1.9 ) 0 

  Toxic skin eruption 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Decubitus ulcer 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Dermatitis 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Dermatitis acneiform 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Dry skin 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Skin discolouration 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Skin lesion 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Urticaria 1 (1.9 ) 0 1 (1.9 ) 0 0 

Vascular disorders      

  -Total 13 (24.5) 4 (7.5 ) 4 (7.5 ) 5 (9.4 ) 0 

  Hypertension 9 (17.0) 3 (5.7 ) 3 (5.7 ) 3 (5.7 ) 0 

  Hypotension 3 (5.7 ) 1 (1.9 ) 0 2 (3.8 ) 0 

  Hot flush 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Vascular occlusion 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Venous thrombosis limb 1 (1.9 ) 0 1 (1.9 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received 

and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 
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all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t173_gd_b2001x.sas@@/main/1 25JUN21:17:37                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 173d 

Adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 18 (100) 0 1 (5.6 ) 2 (11.1) 15 (83.3) 

Blood and lymphatic system disorders      

  -Total 17 (94.4) 0 1 (5.6 ) 8 (44.4) 8 (44.4) 

  Anaemia 14 (77.8) 0 2 (11.1) 12 (66.7) 0 

  Thrombocytopenia 9 (50.0) 0 1 (5.6 ) 3 (16.7) 5 (27.8) 

  Febrile neutropenia 8 (44.4) 1 (5.6 ) 1 (5.6 ) 5 (27.8) 1 (5.6 ) 

  Neutropenia 6 (33.3) 0 0 2 (11.1) 4 (22.2) 

  B-cell aplasia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Leukocytosis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Leukopenia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Lymphadenopathy 1 (5.6 ) 0 1 (5.6 ) 0 0 

Cardiac disorders      
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 12 (66.7) 6 (33.3) 4 (22.2) 1 (5.6 ) 1 (5.6 ) 

  Sinus tachycardia 6 (33.3) 5 (27.8) 1 (5.6 ) 0 0 

  Tachycardia 6 (33.3) 3 (16.7) 3 (16.7) 0 0 

  Sinus bradycardia 5 (27.8) 5 (27.8) 0 0 0 

  Bradycardia 2 (11.1) 0 2 (11.1) 0 0 

  Pericardial effusion 2 (11.1) 0 1 (5.6 ) 0 1 (5.6 ) 

  Aortic valve disease 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Bundle branch block left 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Cardiac discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Left ventricular dysfunction 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Mitral valve disease 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pericarditis 1 (5.6 ) 0 1 (5.6 ) 0 0 

Congenital, familial and genetic disorders      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase deficiency 1 (5.6 ) 1 (5.6 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Ear pain 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Endocrine disorders      
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Cushingoid 2 (11.1) 2 (11.1) 0 0 0 

  Adrenal insufficiency 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Inappropriate antidiuretic hormone secretion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Precocious puberty 1 (5.6 ) 1 (5.6 ) 0 0 0 

Eye disorders      

  -Total 7 (38.9) 5 (27.8) 2 (11.1) 0 0 

  Eye pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Ocular hyperaemia 2 (11.1) 2 (11.1) 0 0 0 

  Blepharospasm 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blindness unilateral 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Conjunctival haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Diplopia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Erythema of eyelid 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Eye pruritus 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lacrimation increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Periorbital disorder 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vision blurred 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Visual impairment 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

  -Total 18 (100) 4 (22.2) 9 (50.0) 4 (22.2) 1 (5.6 ) 

  Nausea 12 (66.7) 6 (33.3) 5 (27.8) 1 (5.6 ) 0 

  Abdominal pain 11 (61.1) 4 (22.2) 6 (33.3) 1 (5.6 ) 0 

  Constipation 10 (55.6) 6 (33.3) 4 (22.2) 0 0 

  Diarrhoea 10 (55.6) 5 (27.8) 3 (16.7) 2 (11.1) 0 

  Vomiting 9 (50.0) 6 (33.3) 3 (16.7) 0 0 

  Abdominal distension 6 (33.3) 3 (16.7) 3 (16.7) 0 0 

  Stomatitis 6 (33.3) 3 (16.7) 3 (16.7) 0 0 

  Gingival bleeding 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Oral pain 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Abdominal pain upper 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Anal fissure 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Anal fistula 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Dental caries 2 (11.1) 2 (11.1) 0 0 0 

  Hypoaesthesia oral 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Lip dry 2 (11.1) 2 (11.1) 0 0 0 

  Paraesthesia oral 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Proctalgia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Abdominal pain lower 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Abdominal tenderness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Anal haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Anal incontinence 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyspepsia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gastrointestinal haemorrhage 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Gastrointestinal motility disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hyperaesthesia teeth 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lip haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lip swelling 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Mouth ulceration 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral mucosal erythema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pancreatitis acute 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Pancreatitis chronic 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Periodontal disease 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rectal haemorrhage 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Rectal ulcer 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Retching 1 (5.6 ) 1 (5.6 ) 0 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tooth loss 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Upper gastrointestinal haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

General disorders and administration site conditions      

  -Total 18 (100) 4 (22.2) 10 (55.6) 4 (22.2) 0 

  Pyrexia 13 (72.2) 1 (5.6 ) 9 (50.0) 3 (16.7) 0 

  Fatigue 12 (66.7) 8 (44.4) 4 (22.2) 0 0 

  Oedema peripheral 6 (33.3) 5 (27.8) 1 (5.6 ) 0 0 

  Pain 6 (33.3) 3 (16.7) 2 (11.1) 1 (5.6 ) 0 

  Face oedema 5 (27.8) 5 (27.8) 0 0 0 

  Malaise 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Catheter site pain 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Asthenia 3 (16.7) 3 (16.7) 0 0 0 

  Chills 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Localised oedema 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Catheter site haemorrhage 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Facial pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Gait disturbance 2 (11.1) 2 (11.1) 0 0 0 

  Generalised oedema 2 (11.1) 0 2 (11.1) 0 0 

  Non-cardiac chest pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 



  

  

5011 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Axillary pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Catheter site pruritus 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Injection site reaction 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Mucosal inflammation 1 (5.6 ) 0 0 1 (5.6 ) 0 

Hepatobiliary disorders      

  -Total 3 (16.7) 2 (11.1) 0 0 1 (5.6 ) 

  Gallbladder oedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hepatosplenomegaly 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Jaundice 1 (5.6 ) 1 (5.6 ) 0 0 0 

Immune system disorders      

  -Total 15 (83.3) 3 (16.7) 6 (33.3) 5 (27.8) 1 (5.6 ) 

  Cytokine release syndrome 13 (72.2) 6 (33.3) 3 (16.7) 3 (16.7) 1 (5.6 ) 

  Allergy to immunoglobulin therapy 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Drug hypersensitivity 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Hypogammaglobulinaemia 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Haemophagocytic lymphohistiocytosis 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Infections and infestations      

  -Total 14 (77.8) 1 (5.6 ) 2 (11.1) 8 (44.4) 3 (16.7) 

  Bacterial infection 4 (22.2) 0 2 (11.1) 2 (11.1) 0 



  

  

5012 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia 4 (22.2) 1 (5.6 ) 0 3 (16.7) 0 

  Rash pustular 4 (22.2) 4 (22.2) 0 0 0 

  Rhinovirus infection 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Device related infection 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Enterovirus infection 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Sepsis 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Upper respiratory tract infection 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Cellulitis 2 (11.1) 0 2 (11.1) 0 0 

  Nasopharyngitis 2 (11.1) 2 (11.1) 0 0 0 

  Oral candidiasis 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Oral herpes 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Periorbital cellulitis 2 (11.1) 0 0 2 (11.1) 0 

  Viral upper respiratory tract infection 2 (11.1) 0 2 (11.1) 0 0 

  Alternaria infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Anal fistula infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Aspergillus infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Atypical pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Bacterial pyelonephritis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Body tinea 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

5013 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Candida infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Catheter site infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Clostridium difficile infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Conjunctivitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Conjunctivitis viral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Enterococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Enterococcal sepsis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Escherichia bacteraemia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Folliculitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Herpes simplex 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Influenza 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Listeria sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Meningitis aseptic 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Mucosal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Nail infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Oral infection 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

5014 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Otitis media 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Parainfluenzae virus infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Paronychia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pneumonia fungal 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Respiratory syncytial virus infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Rhinitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sinusitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Skin infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Staphylococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Urinary tract infection viral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vascular device infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

Injury, poisoning and procedural complications      

  -Total 12 (66.7) 5 (27.8) 5 (27.8) 2 (11.1) 0 

  Contusion 5 (27.8) 5 (27.8) 0 0 0 

  Fall 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Infusion related reaction 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Procedural pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Allergic transfusion reaction 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Delayed serologic transfusion reaction 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

5015 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Eye contusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Gastrostomy tube site complication 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Post procedural haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Skin abrasion 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Splinter 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Stoma site erythema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Stoma site haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Subcutaneous haematoma 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Transfusion related complication 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vascular access site occlusion 1 (5.6 ) 1 (5.6 ) 0 0 0 

Investigations      

  -Total 17 (94.4) 2 (11.1) 1 (5.6 ) 2 (11.1) 12 (66.7) 

  White blood cell count decreased 10 (55.6) 0 0 2 (11.1) 8 (44.4) 

  Platelet count decreased 8 (44.4) 0 0 0 8 (44.4) 

  Neutrophil count decreased 7 (38.9) 0 0 1 (5.6 ) 6 (33.3) 

  Lymphocyte count decreased 6 (33.3) 0 0 4 (22.2) 2 (11.1) 

  Alanine aminotransferase increased 5 (27.8) 1 (5.6 ) 2 (11.1) 2 (11.1) 0 

  Aspartate aminotransferase increased 4 (22.2) 1 (5.6 ) 1 (5.6 ) 2 (11.1) 0 

  Blood bilirubin increased 4 (22.2) 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 



  

  

5016 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gamma-glutamyltransferase increased 4 (22.2) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 0 

  Serum ferritin increased 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Weight decreased 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Activated partial thromboplastin time prolonged 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Blood creatinine increased 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Blood alkaline phosphatase increased 2 (11.1) 2 (11.1) 0 0 0 

  Blood fibrinogen decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Blood lactate dehydrogenase increased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  C-reactive protein increased 2 (11.1) 2 (11.1) 0 0 0 

  International normalised ratio increased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Lipase increased 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Oxygen saturation decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Ammonia increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Amylase increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood chloride increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood fibrinogen increased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood pressure increased 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Blood urea decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Blood urea increased 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

5017 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood urine present 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Cardiac murmur 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Chlamydia test positive 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Ejection fraction decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Fungal test positive 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Heart sounds abnormal 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Human rhinovirus test positive 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Influenza a virus test positive 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Influenza virus test positive 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Monocyte count decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 16 (88.9) 3 (16.7) 5 (27.8) 8 (44.4) 0 

  Decreased appetite 10 (55.6) 7 (38.9) 1 (5.6 ) 2 (11.1) 0 

  Hypokalaemia 10 (55.6) 4 (22.2) 0 6 (33.3) 0 

  Hypomagnesaemia 7 (38.9) 5 (27.8) 2 (11.1) 0 0 

  Hypophosphataemia 7 (38.9) 3 (16.7) 2 (11.1) 2 (11.1) 0 

  Hyperglycaemia 6 (33.3) 4 (22.2) 0 2 (11.1) 0 

  Hyperkalaemia 6 (33.3) 4 (22.2) 2 (11.1) 0 0 



  

  

5018 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperuricaemia 6 (33.3) 6 (33.3) 0 0 0 

  Hypocalcaemia 6 (33.3) 4 (22.2) 2 (11.1) 0 0 

  Fluid overload 3 (16.7) 0 3 (16.7) 0 0 

  Dehydration 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hypercalcaemia 2 (11.1) 2 (11.1) 0 0 0 

  Hyperphosphataemia 2 (11.1) 2 (11.1) 0 0 0 

  Hypertriglyceridaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hypoalbuminaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Hyperferritinaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypermagnesaemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hypernatraemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyponatraemia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Iron overload 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Lactic acidosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Obesity 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Tumour lysis syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

Musculoskeletal and connective tissue disorders      

  -Total 15 (83.3) 2 (11.1) 9 (50.0) 4 (22.2) 0 

  Pain in extremity 11 (61.1) 4 (22.2) 7 (38.9) 0 0 



  

  

5019 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Arthralgia 8 (44.4) 0 6 (33.3) 2 (11.1) 0 

  Back pain 6 (33.3) 2 (11.1) 3 (16.7) 1 (5.6 ) 0 

  Muscular weakness 4 (22.2) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 0 

  Myalgia 4 (22.2) 4 (22.2) 0 0 0 

  Neck pain 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Bone pain 2 (11.1) 0 2 (11.1) 0 0 

  Osteopenia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pain in jaw 1 (5.6 ) 1 (5.6 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

     

  -Total 4 (22.2) 0 0 1 (5.6 ) 3 (16.7) 

  Acute lymphocytic leukaemia recurrent 1 (5.6 ) 0 0 0 1 (5.6 ) 

  B precursor type acute leukaemia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Leukaemia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Neoplasm of orbit 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Neoplasm progression 1 (5.6 ) 0 0 1 (5.6 ) 0 

Nervous system disorders      

  -Total 15 (83.3) 1 (5.6 ) 8 (44.4) 5 (27.8) 1 (5.6 ) 

  Headache 12 (66.7) 4 (22.2) 7 (38.9) 1 (5.6 ) 0 



  

  

5020 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dizziness 3 (16.7) 3 (16.7) 0 0 0 

  Lethargy 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Somnolence 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Tremor 3 (16.7) 3 (16.7) 0 0 0 

  Depressed level of consciousness 2 (11.1) 0 0 2 (11.1) 0 

  Dyskinesia 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Encephalopathy 2 (11.1) 0 0 2 (11.1) 0 

  Intracranial pressure increased 2 (11.1) 1 (5.6 ) 0 0 1 (5.6 ) 

  Cerebral haemorrhage 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Cranial nerve disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Dysarthria 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Facial paralysis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Head discomfort 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hemiparesis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypoaesthesia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Intention tremor 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Nervous system disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Neurological symptom 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Neuropathy peripheral 1 (5.6 ) 0 1 (5.6 ) 0 0 



  

  

5021 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Paraesthesia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Partial seizures 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Peripheral motor neuropathy 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Speech disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

Product issues      

  -Total 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Manufacturing product shipping issue 1 (5.6 ) 0 0 0 1 (5.6 ) 

Psychiatric disorders      

  -Total 12 (66.7) 3 (16.7) 7 (38.9) 2 (11.1) 0 

  Anxiety 6 (33.3) 2 (11.1) 4 (22.2) 0 0 

  Agitation 5 (27.8) 0 4 (22.2) 1 (5.6 ) 0 

  Confusional state 4 (22.2) 1 (5.6 ) 1 (5.6 ) 2 (11.1) 0 

  Insomnia 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Abnormal behaviour 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Delirium 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Irritability 1 (5.6 ) 1 (5.6 ) 0 0 0 

Renal and urinary disorders      

  -Total 13 (72.2) 7 (38.9) 2 (11.1) 4 (22.2) 0 

  Haematuria 8 (44.4) 6 (33.3) 1 (5.6 ) 1 (5.6 ) 0 



  

  

5022 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute kidney injury 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Urinary retention 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Dysuria 2 (11.1) 2 (11.1) 0 0 0 

  Proteinuria 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Urinary incontinence 2 (11.1) 2 (11.1) 0 0 0 

  Chromaturia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Haemoglobinuria 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Renal impairment 1 (5.6 ) 0 0 1 (5.6 ) 0 

Reproductive system and breast disorders      

  -Total 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Perineal pain 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Perineal rash 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Scrotal oedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vulvovaginal dryness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Vulvovaginal pain 1 (5.6 ) 0 1 (5.6 ) 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 15 (83.3) 2 (11.1) 7 (38.9) 6 (33.3) 0 

  Epistaxis 12 (66.7) 5 (27.8) 5 (27.8) 2 (11.1) 0 

  Cough 11 (61.1) 9 (50.0) 2 (11.1) 0 0 



  

  

5023 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoxia 6 (33.3) 1 (5.6 ) 2 (11.1) 3 (16.7) 0 

  Tachypnoea 6 (33.3) 2 (11.1) 4 (22.2) 0 0 

  Rhinorrhoea 5 (27.8) 3 (16.7) 2 (11.1) 0 0 

  Nasal congestion 4 (22.2) 4 (22.2) 0 0 0 

  Oropharyngeal pain 4 (22.2) 2 (11.1) 2 (11.1) 0 0 

  Dyspnoea 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Pleural effusion 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Apnoea 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Atelectasis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyspnoea exertional 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Haemoptysis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Nasal septum perforation 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Orthopnoea 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pharyngeal erythema 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pneumothorax 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Productive cough 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rhinalgia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rhonchi 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sinus pain 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

5024 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Wheezing 1 (5.6 ) 0 1 (5.6 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 17 (94.4) 12 (66.7) 5 (27.8) 0 0 

  Dry skin 6 (33.3) 5 (27.8) 1 (5.6 ) 0 0 

  Petechiae 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Rash 5 (27.8) 4 (22.2) 1 (5.6 ) 0 0 

  Ingrowing nail 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Pruritus 4 (22.2) 4 (22.2) 0 0 0 

  Alopecia 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Erythema 3 (16.7) 3 (16.7) 0 0 0 

  Urticaria 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Skin ulcer 2 (11.1) 2 (11.1) 0 0 0 

  Acne 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dermatitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dermatitis bullous 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Hyperhidrosis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Scab 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Skin lesion 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Skin oedema 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

5025 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders      

  -Total 15 (83.3) 6 (33.3) 5 (27.8) 3 (16.7) 1 (5.6 ) 

  Hypotension 8 (44.4) 6 (33.3) 0 1 (5.6 ) 1 (5.6 ) 

  Hypertension 5 (27.8) 2 (11.1) 3 (16.7) 0 0 

  Pallor 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Capillary leak syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Embolism 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Flushing 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Jugular vein thrombosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Lymphoedema 1 (5.6 ) 1 (5.6 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received 

and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t173_gd_b2001x.sas@@/main/1 25JUN21:17:37                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 173d 

Adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (100) 0 0 0 3 (100) 

Blood and lymphatic system disorders      

  -Total 3 (100) 0 0 2 (66.7) 1 (33.3) 

  Febrile neutropenia 3 (100) 0 0 3 (100) 0 

  Anaemia 2 (66.7) 0 0 2 (66.7) 0 

  Disseminated intravascular coagulation 2 (66.7) 0 2 (66.7) 0 0 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

Eye disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Blepharitis 1 (33.3) 1 (33.3) 0 0 0 

  Dry eye 1 (33.3) 1 (33.3) 0 0 0 

  Ocular hypertension 1 (33.3) 0 1 (33.3) 0 0 
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Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders      

  -Total 3 (100) 0 3 (100) 0 0 

  Nausea 2 (66.7) 0 2 (66.7) 0 0 

  Stomatitis 2 (66.7) 0 2 (66.7) 0 0 

  Constipation 1 (33.3) 1 (33.3) 0 0 0 

  Diarrhoea 1 (33.3) 1 (33.3) 0 0 0 

General disorders and administration site conditions      

  -Total 3 (100) 1 (33.3) 0 2 (66.7) 0 

  Pyrexia 3 (100) 1 (33.3) 0 2 (66.7) 0 

Hepatobiliary disorders      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Hepatotoxicity 1 (33.3) 0 0 0 1 (33.3) 

Immune system disorders      

  -Total 3 (100) 0 0 1 (33.3) 2 (66.7) 

  Cytokine release syndrome 3 (100) 0 1 (33.3) 0 2 (66.7) 

  Anaphylactic reaction 1 (33.3) 0 0 1 (33.3) 0 

  Hypogammaglobulinaemia 1 (33.3) 0 1 (33.3) 0 0 

Infections and infestations      

  -Total 3 (100) 0 1 (33.3) 2 (66.7) 0 
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Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Upper respiratory tract infection 2 (66.7) 0 2 (66.7) 0 0 

  Bronchopulmonary aspergillosis 1 (33.3) 0 1 (33.3) 0 0 

  Croup infectious 1 (33.3) 0 0 1 (33.3) 0 

  Otitis externa 1 (33.3) 0 0 1 (33.3) 0 

  Paronychia 1 (33.3) 0 1 (33.3) 0 0 

  Parotitis 1 (33.3) 1 (33.3) 0 0 0 

  Pharyngitis 1 (33.3) 0 1 (33.3) 0 0 

  Rhinitis 1 (33.3) 1 (33.3) 0 0 0 

Injury, poisoning and procedural complications      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Allergic transfusion reaction 1 (33.3) 0 0 1 (33.3) 0 

Investigations      

  -Total 3 (100) 0 0 0 3 (100) 

  Neutrophil count decreased 3 (100) 0 0 0 3 (100) 

  Blood fibrinogen decreased 2 (66.7) 0 0 2 (66.7) 0 

  Platelet count decreased 2 (66.7) 0 0 0 2 (66.7) 

  Antithrombin iii decreased 1 (33.3) 0 1 (33.3) 0 0 

  Blood creatine phosphokinase increased 1 (33.3) 0 0 0 1 (33.3) 

  Urine output decreased 1 (33.3) 0 1 (33.3) 0 0 
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Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Weight decreased 1 (33.3) 0 1 (33.3) 0 0 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 2 (66.7) 0 0 0 2 (66.7) 

  Hyperuricaemia 2 (66.7) 2 (66.7) 0 0 0 

  Hypoalbuminaemia 2 (66.7) 0 2 (66.7) 0 0 

  Hypocalcaemia 2 (66.7) 0 0 0 2 (66.7) 

  Hypokalaemia 2 (66.7) 0 0 2 (66.7) 0 

  Hyponatraemia 1 (33.3) 0 0 1 (33.3) 0 

  Hypophosphataemia 1 (33.3) 0 0 1 (33.3) 0 

  Tumour lysis syndrome 1 (33.3) 0 0 0 1 (33.3) 

Musculoskeletal and connective tissue disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Myalgia 1 (33.3) 1 (33.3) 0 0 0 

Nervous system disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Headache 1 (33.3) 1 (33.3) 0 0 0 

Psychiatric disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 
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Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Insomnia 1 (33.3) 1 (33.3) 0 0 0 

Renal and urinary disorders      

  -Total 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Acute kidney injury 1 (33.3) 0 0 0 1 (33.3) 

  Haematuria 1 (33.3) 1 (33.3) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 2 (66.7) 0 0 1 (33.3) 1 (33.3) 

  Hypoxia 2 (66.7) 0 0 1 (33.3) 1 (33.3) 

  Cough 1 (33.3) 0 1 (33.3) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 2 (66.7) 1 (33.3) 0 1 (33.3) 0 

  Pruritus 1 (33.3) 1 (33.3) 0 0 0 

  Rash 1 (33.3) 0 0 1 (33.3) 0 

  Skin exfoliation 1 (33.3) 1 (33.3) 0 0 0 

Vascular disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypertension 1 (33.3) 0 1 (33.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received 
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and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t173_gd_b2001x.sas@@/main/1 25JUN21:17:37                                        Final 
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Tabl e 173e => Adverse events (not disease related) at anyti me during the s tudy by pri mar y sys tem organ cl ass, pr eferred term, maxi mum CTC grade and Pri or SCT  ther apy (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                     
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 173e 

Adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 45 (100) 0 5 (11.1) 8 (17.8) 32 (71.1) 

Blood and lymphatic system disorders      

  -Total 33 (73.3) 3 (6.7 ) 4 (8.9 ) 18 (40.0) 8 (17.8) 

  Anaemia 15 (33.3) 2 (4.4 ) 2 (4.4 ) 11 (24.4) 0 

  Febrile neutropenia 11 (24.4) 1 (2.2 ) 0 9 (20.0) 1 (2.2 ) 

  Neutropenia 11 (24.4) 1 (2.2 ) 1 (2.2 ) 5 (11.1) 4 (8.9 ) 

  Thrombocytopenia 9 (20.0) 0 3 (6.7 ) 2 (4.4 ) 4 (8.9 ) 

  B-cell aplasia 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Bone marrow failure 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Leukopenia 2 (4.4 ) 0 0 0 2 (4.4 ) 

  Splenomegaly 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Lymphadenopathy 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Lymphopenia 1 (2.2 ) 0 0 1 (2.2 ) 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pancytopenia 1 (2.2 ) 0 0 1 (2.2 ) 0 

Cardiac disorders      

  -Total 13 (28.9) 9 (20.0) 3 (6.7 ) 0 1 (2.2 ) 

  Tachycardia 6 (13.3) 4 (8.9 ) 2 (4.4 ) 0 0 

  Sinus bradycardia 4 (8.9 ) 4 (8.9 ) 0 0 0 

  Bradycardia 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 0 0 

  Sinus tachycardia 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Aortic valve disease 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Bundle branch block left 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Cardiac discomfort 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Diastolic dysfunction 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Mitral valve disease 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pericardial effusion 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Pericarditis 1 (2.2 ) 0 1 (2.2 ) 0 0 

Congenital, familial and genetic disorders      

  -Total 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase deficiency 1 (2.2 ) 1 (2.2 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (2.2 ) 1 (2.2 ) 0 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ear pain 1 (2.2 ) 1 (2.2 ) 0 0 0 

Endocrine disorders      

  -Total 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 0 1 (2.2 ) 

  Cushingoid 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hypercalcaemia of malignancy 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Hypothyroidism 1 (2.2 ) 0 1 (2.2 ) 0 0 

Eye disorders      

  -Total 7 (15.6) 5 (11.1) 1 (2.2 ) 1 (2.2 ) 0 

  Astigmatism 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Blepharospasm 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Blindness unilateral 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Dry eye 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Erythema of eyelid 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Eye pain 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Eye pruritus 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hypermetropia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Keratitis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Lacrimation increased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Ocular hyperaemia 1 (2.2 ) 1 (2.2 ) 0 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vision blurred 1 (2.2 ) 1 (2.2 ) 0 0 0 

Gastrointestinal disorders      

  -Total 32 (71.1) 9 (20.0) 18 (40.0) 3 (6.7 ) 2 (4.4 ) 

  Nausea 17 (37.8) 9 (20.0) 8 (17.8) 0 0 

  Constipation 12 (26.7) 9 (20.0) 3 (6.7 ) 0 0 

  Vomiting 11 (24.4) 9 (20.0) 2 (4.4 ) 0 0 

  Diarrhoea 10 (22.2) 6 (13.3) 3 (6.7 ) 1 (2.2 ) 0 

  Abdominal pain 8 (17.8) 3 (6.7 ) 5 (11.1) 0 0 

  Stomatitis 8 (17.8) 2 (4.4 ) 4 (8.9 ) 2 (4.4 ) 0 

  Abdominal pain upper 4 (8.9 ) 1 (2.2 ) 3 (6.7 ) 0 0 

  Abdominal distension 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Anal fissure 3 (6.7 ) 0 1 (2.2 ) 2 (4.4 ) 0 

  Gingival bleeding 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Gastrointestinal haemorrhage 2 (4.4 ) 0 0 1 (2.2 ) 1 (2.2 ) 

  Oral pain 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Toothache 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Abdominal discomfort 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Abdominal pain lower 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Abdominal tenderness 1 (2.2 ) 1 (2.2 ) 0 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal fistula 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Anal inflammation 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Anal pruritus 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Aphthous ulcer 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Ascites 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Dental caries 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Dyspepsia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Gastrointestinal motility disorder 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Hyperaesthesia teeth 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hypoaesthesia oral 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Lip dry 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Lip haemorrhage 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Mouth ulceration 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Oral mucosal erythema 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pancreatitis acute 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Pancreatitis chronic 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Paraesthesia oral 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Proctalgia 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Retching 1 (2.2 ) 1 (2.2 ) 0 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Subileus 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Tooth loss 1 (2.2 ) 1 (2.2 ) 0 0 0 

General disorders and administration site conditions      

  -Total 36 (80.0) 16 (35.6) 14 (31.1) 5 (11.1) 1 (2.2 ) 

  Pyrexia 27 (60.0) 11 (24.4) 10 (22.2) 6 (13.3) 0 

  Fatigue 11 (24.4) 6 (13.3) 5 (11.1) 0 0 

  Asthenia 4 (8.9 ) 4 (8.9 ) 0 0 0 

  Catheter site pain 4 (8.9 ) 4 (8.9 ) 0 0 0 

  Oedema peripheral 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 0 0 

  Pain 4 (8.9 ) 1 (2.2 ) 2 (4.4 ) 1 (2.2 ) 0 

  Catheter site haemorrhage 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 1 (2.2 ) 0 

  Chills 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 0 0 

  Malaise 3 (6.7 ) 3 (6.7 ) 0 0 0 

  Catheter site erythema 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Face oedema 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Axillary pain 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Device related thrombosis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Facial pain 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Gait disturbance 1 (2.2 ) 1 (2.2 ) 0 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Generalised oedema 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Multiple organ dysfunction syndrome 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Vessel puncture site erythema 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Vessel puncture site haematoma 1 (2.2 ) 1 (2.2 ) 0 0 0 

Hepatobiliary disorders      

  -Total 8 (17.8) 3 (6.7 ) 2 (4.4 ) 3 (6.7 ) 0 

  Hepatocellular injury 3 (6.7 ) 0 0 3 (6.7 ) 0 

  Hepatomegaly 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Hepatic failure 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Jaundice 1 (2.2 ) 1 (2.2 ) 0 0 0 

Immune system disorders      

  -Total 30 (66.7) 3 (6.7 ) 16 (35.6) 6 (13.3) 5 (11.1) 

  Cytokine release syndrome 26 (57.8) 7 (15.6) 10 (22.2) 4 (8.9 ) 5 (11.1) 

  Hypogammaglobulinaemia 17 (37.8) 5 (11.1) 11 (24.4) 1 (2.2 ) 0 

  Allergy to immunoglobulin therapy 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Drug hypersensitivity 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Anaphylactic reaction 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Atopy 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Haemophagocytic lymphohistiocytosis 1 (2.2 ) 0 1 (2.2 ) 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

  -Total 36 (80.0) 2 (4.4 ) 7 (15.6) 20 (44.4) 7 (15.6) 

  Nasopharyngitis 6 (13.3) 5 (11.1) 1 (2.2 ) 0 0 

  Pneumonia 6 (13.3) 1 (2.2 ) 1 (2.2 ) 4 (8.9 ) 0 

  Rhinitis 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 0 

  Upper respiratory tract infection 5 (11.1) 2 (4.4 ) 3 (6.7 ) 0 0 

  Device related infection 4 (8.9 ) 0 1 (2.2 ) 3 (6.7 ) 0 

  Sepsis 4 (8.9 ) 0 0 2 (4.4 ) 2 (4.4 ) 

  Bacterial infection 3 (6.7 ) 0 2 (4.4 ) 1 (2.2 ) 0 

  Herpes zoster 3 (6.7 ) 0 3 (6.7 ) 0 0 

  Otitis externa 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 1 (2.2 ) 0 

  Otitis media 3 (6.7 ) 3 (6.7 ) 0 0 0 

  Rash pustular 3 (6.7 ) 3 (6.7 ) 0 0 0 

  Bronchitis 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Bronchopulmonary aspergillosis 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Cellulitis 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Central nervous system infection 2 (4.4 ) 0 0 0 2 (4.4 ) 

  Enterovirus infection 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Gastroenteritis 2 (4.4 ) 2 (4.4 ) 0 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Infection 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Neutropenic infection 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Oral herpes 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Periorbital cellulitis 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Septic shock 2 (4.4 ) 0 0 0 2 (4.4 ) 

  Urinary tract infection 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Atypical pneumonia 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Bacterial pyelonephritis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Candida infection 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Cerebral fungal infection 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Clostridium difficile infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Conjunctivitis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Conjunctivitis viral 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Cystitis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Cytomegalovirus infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Enterococcal sepsis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Escherichia sepsis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Escherichia urinary tract infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Folliculitis 1 (2.2 ) 1 (2.2 ) 0 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fungal infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Gastrointestinal infection 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Helminthic infection 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Herpes simplex 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Impetigo 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Laryngitis 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Listeria sepsis 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Molluscum contagiosum 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Oral candidiasis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Oral fungal infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Otitis media acute 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Paronychia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Parotitis 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pneumonia fungal 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Pneumonia haemophilus 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Pseudomembranous colitis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Respiratory syncytial virus infection 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Respiratory tract infection fungal 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Rhinovirus infection 1 (2.2 ) 1 (2.2 ) 0 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinusitis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Skin infection 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Staphylococcal infection 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Tinea pedis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Tooth abscess 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Tooth infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Varicella 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Viral upper respiratory tract infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Vulvitis 1 (2.2 ) 0 1 (2.2 ) 0 0 

Injury, poisoning and procedural complications      

  -Total 11 (24.4) 4 (8.9 ) 6 (13.3) 1 (2.2 ) 0 

  Contusion 4 (8.9 ) 4 (8.9 ) 0 0 0 

  Procedural pain 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Allergic transfusion reaction 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Cervical vertebral fracture 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Fall 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Ligament sprain 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Splinter 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Stoma site erythema 1 (2.2 ) 0 1 (2.2 ) 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Stoma site haemorrhage 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Subcutaneous haematoma 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Thermal burn 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Toxicity to various agents 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Transfusion reaction 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Transfusion related complication 1 (2.2 ) 0 1 (2.2 ) 0 0 

Investigations      

  -Total 28 (62.2) 3 (6.7 ) 1 (2.2 ) 6 (13.3) 18 (40.0) 

  White blood cell count decreased 14 (31.1) 0 0 1 (2.2 ) 13 (28.9) 

  Platelet count decreased 12 (26.7) 1 (2.2 ) 0 3 (6.7 ) 8 (17.8) 

  Neutrophil count decreased 11 (24.4) 0 0 0 11 (24.4) 

  Alanine aminotransferase increased 7 (15.6) 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 1 (2.2 ) 

  Aspartate aminotransferase increased 6 (13.3) 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 1 (2.2 ) 

  C-reactive protein increased 5 (11.1) 2 (4.4 ) 1 (2.2 ) 2 (4.4 ) 0 

  Lymphocyte count decreased 4 (8.9 ) 1 (2.2 ) 0 2 (4.4 ) 1 (2.2 ) 

  Prothrombin time prolonged 3 (6.7 ) 3 (6.7 ) 0 0 0 

  Blood bilirubin increased 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Blood creatinine increased 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Gamma-glutamyltransferase increased 2 (4.4 ) 0 2 (4.4 ) 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Immunoglobulins decreased 2 (4.4 ) 0 0 1 (2.2 ) 1 (2.2 ) 

  International normalised ratio increased 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Oxygen saturation decreased 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Serum ferritin increased 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Weight decreased 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Activated partial thromboplastin time prolonged 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Amylase increased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Blood alkaline phosphatase increased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Blood fibrinogen increased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Blood pressure increased 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Blood urea decreased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Blood urea increased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Blood urine present 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Clostridium test positive 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Electrocardiogram qt prolonged 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Fungal test positive 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Haemoglobin decreased 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Influenza a virus test positive 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Influenza virus test positive 1 (2.2 ) 1 (2.2 ) 0 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lipase increased 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Monocyte count decreased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Vitamin d decreased 1 (2.2 ) 1 (2.2 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 22 (48.9) 9 (20.0) 6 (13.3) 7 (15.6) 0 

  Hypokalaemia 8 (17.8) 4 (8.9 ) 0 4 (8.9 ) 0 

  Decreased appetite 7 (15.6) 6 (13.3) 0 1 (2.2 ) 0 

  Hypocalcaemia 5 (11.1) 2 (4.4 ) 2 (4.4 ) 1 (2.2 ) 0 

  Hypophosphataemia 5 (11.1) 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 0 

  Hyperkalaemia 4 (8.9 ) 2 (4.4 ) 2 (4.4 ) 0 0 

  Hyperuricaemia 4 (8.9 ) 4 (8.9 ) 0 0 0 

  Hypomagnesaemia 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 0 0 

  Dehydration 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 1 (2.2 ) 0 

  Hyperglycaemia 3 (6.7 ) 2 (4.4 ) 0 1 (2.2 ) 0 

  Hypoalbuminaemia 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Fluid overload 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Tumour lysis syndrome 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 

  Fluid retention 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Hypermagnesaemia 1 (2.2 ) 1 (2.2 ) 0 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperphosphataemia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hypertriglyceridaemia 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Hypoglycaemia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hyponatraemia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Iron overload 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Vitamin d deficiency 1 (2.2 ) 1 (2.2 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 19 (42.2) 6 (13.3) 10 (22.2) 3 (6.7 ) 0 

  Pain in extremity 8 (17.8) 3 (6.7 ) 5 (11.1) 0 0 

  Arthralgia 5 (11.1) 0 4 (8.9 ) 1 (2.2 ) 0 

  Back pain 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 0 0 

  Bone pain 4 (8.9 ) 1 (2.2 ) 2 (4.4 ) 1 (2.2 ) 0 

  Myalgia 4 (8.9 ) 4 (8.9 ) 0 0 0 

  Muscular weakness 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Joint effusion 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Joint stiffness 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Neck pain 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Osteoporosis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Pain in jaw 1 (2.2 ) 1 (2.2 ) 0 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

     

  -Total 7 (15.6) 0 2 (4.4 ) 3 (6.7 ) 2 (4.4 ) 

  Acute lymphocytic leukaemia recurrent 3 (6.7 ) 0 0 2 (4.4 ) 1 (2.2 ) 

  B precursor type acute leukaemia 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Malignant neoplasm progression 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Meningioma malignant 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Neoplasm progression 1 (2.2 ) 0 0 1 (2.2 ) 0 

Nervous system disorders      

  -Total 23 (51.1) 5 (11.1) 10 (22.2) 6 (13.3) 2 (4.4 ) 

  Headache 13 (28.9) 5 (11.1) 8 (17.8) 0 0 

  Somnolence 6 (13.3) 2 (4.4 ) 1 (2.2 ) 3 (6.7 ) 0 

  Seizure 5 (11.1) 1 (2.2 ) 1 (2.2 ) 3 (6.7 ) 0 

  Dizziness 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Encephalopathy 2 (4.4 ) 0 0 1 (2.2 ) 1 (2.2 ) 

  Intention tremor 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Neuralgia 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Tremor 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Depressed level of consciousness 1 (2.2 ) 0 0 1 (2.2 ) 0 



  

  

5049 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dysgeusia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Head discomfort 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hemiparesis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Hyperkinesia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Hypoaesthesia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Intracranial pressure increased 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Lethargy 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Partial seizures 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Peripheral motor neuropathy 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Peripheral sensory neuropathy 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Speech disorder 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Subdural hygroma 1 (2.2 ) 0 1 (2.2 ) 0 0 

Product issues      

  -Total 2 (4.4 ) 0 1 (2.2 ) 0 1 (2.2 ) 

  Device occlusion 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Manufacturing product shipping issue 1 (2.2 ) 0 0 0 1 (2.2 ) 

Psychiatric disorders      

  -Total 11 (24.4) 5 (11.1) 5 (11.1) 1 (2.2 ) 0 

  Insomnia 5 (11.1) 2 (4.4 ) 3 (6.7 ) 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anxiety 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 0 0 

  Agitation 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Confusional state 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 

  Delirium 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Abnormal behaviour 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Disorientation 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Restlessness 1 (2.2 ) 0 1 (2.2 ) 0 0 

Renal and urinary disorders      

  -Total 14 (31.1) 6 (13.3) 4 (8.9 ) 4 (8.9 ) 0 

  Haematuria 5 (11.1) 4 (8.9 ) 0 1 (2.2 ) 0 

  Dysuria 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 0 0 

  Acute kidney injury 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Polyuria 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Renal impairment 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Chromaturia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Haemoglobinuria 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Nephropathy 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Urinary incontinence 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Urinary retention 1 (2.2 ) 1 (2.2 ) 0 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urinary tract disorder 1 (2.2 ) 0 1 (2.2 ) 0 0 

Reproductive system and breast disorders      

  -Total 4 (8.9 ) 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 

  Ovarian failure 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Penile pain 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Vulvovaginal dryness 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Vulvovaginal pruritus 1 (2.2 ) 1 (2.2 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 20 (44.4) 6 (13.3) 10 (22.2) 3 (6.7 ) 1 (2.2 ) 

  Epistaxis 10 (22.2) 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 

  Cough 9 (20.0) 6 (13.3) 3 (6.7 ) 0 0 

  Oropharyngeal pain 6 (13.3) 4 (8.9 ) 2 (4.4 ) 0 0 

  Hypoxia 5 (11.1) 1 (2.2 ) 2 (4.4 ) 2 (4.4 ) 0 

  Tachypnoea 4 (8.9 ) 2 (4.4 ) 2 (4.4 ) 0 0 

  Pleural effusion 3 (6.7 ) 0 3 (6.7 ) 0 0 

  Dyspnoea 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Nasal congestion 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Pharyngeal erythema 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Rhinorrhoea 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Atelectasis 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Dyspnoea exertional 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Haemoptysis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Increased upper airway secretion 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Orthopnoea 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pneumonia aspiration 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Pneumonitis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Pneumothorax 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Rhonchi 1 (2.2 ) 1 (2.2 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 22 (48.9) 13 (28.9) 8 (17.8) 1 (2.2 ) 0 

  Rash 9 (20.0) 7 (15.6) 2 (4.4 ) 0 0 

  Dry skin 6 (13.3) 5 (11.1) 1 (2.2 ) 0 0 

  Erythema 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 0 

  Petechiae 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 0 

  Pruritus 5 (11.1) 5 (11.1) 0 0 0 

  Ingrowing nail 4 (8.9 ) 2 (4.4 ) 2 (4.4 ) 0 0 

  Alopecia 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Urticaria 3 (6.7 ) 0 3 (6.7 ) 0 0 



  

  

5053 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Eczema 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Hangnail 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Rash maculo-papular 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 

  Skin lesion 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Acne 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Decubitus ulcer 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Dermatitis 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Papule 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Skin discolouration 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Skin oedema 1 (2.2 ) 1 (2.2 ) 0 0 0 

Vascular disorders      

  -Total 16 (35.6) 4 (8.9 ) 6 (13.3) 5 (11.1) 1 (2.2 ) 

  Hypertension 8 (17.8) 3 (6.7 ) 5 (11.1) 0 0 

  Hypotension 6 (13.3) 2 (4.4 ) 0 3 (6.7 ) 1 (2.2 ) 

  Pallor 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 0 0 

  Capillary leak syndrome 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Jugular vein thrombosis 1 (2.2 ) 0 0 1 (2.2 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received 
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and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t173_gd_b2001x.sas@@/main/1 25JUN21:17:37                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 173e 

Adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 29 (100) 0 1 (3.4 ) 12 (41.4) 16 (55.2) 

Blood and lymphatic system disorders      

  -Total 20 (69.0) 0 1 (3.4 ) 13 (44.8) 6 (20.7) 

  Anaemia 10 (34.5) 0 3 (10.3) 7 (24.1) 0 

  Febrile neutropenia 10 (34.5) 0 1 (3.4 ) 9 (31.0) 0 

  Neutropenia 8 (27.6) 1 (3.4 ) 0 2 (6.9 ) 5 (17.2) 

  Bone marrow failure 5 (17.2) 0 1 (3.4 ) 4 (13.8) 0 

  Thrombocytopenia 5 (17.2) 0 0 2 (6.9 ) 3 (10.3) 

  Disseminated intravascular coagulation 3 (10.3) 0 2 (6.9 ) 1 (3.4 ) 0 

  Leukopenia 2 (6.9 ) 0 0 0 2 (6.9 ) 

  Coagulation factor deficiency 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Febrile bone marrow aplasia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Leukocytosis 1 (3.4 ) 0 1 (3.4 ) 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphopenia 1 (3.4 ) 0 0 1 (3.4 ) 0 

Cardiac disorders      

  -Total 9 (31.0) 3 (10.3) 3 (10.3) 3 (10.3) 0 

  Tachycardia 5 (17.2) 2 (6.9 ) 2 (6.9 ) 1 (3.4 ) 0 

  Sinus tachycardia 3 (10.3) 3 (10.3) 0 0 0 

  Left ventricular dysfunction 2 (6.9 ) 0 0 2 (6.9 ) 0 

  Sinus bradycardia 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Atrioventricular block 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Cardiac hypertrophy 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Coronary artery dilatation 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Pericardial effusion 1 (3.4 ) 0 1 (3.4 ) 0 0 

Congenital, familial and genetic disorders      

  -Total 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Talipes 1 (3.4 ) 1 (3.4 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 3 (10.3) 1 (3.4 ) 1 (3.4 ) 1 (3.4 ) 0 

  Ear pain 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Vertigo 1 (3.4 ) 0 0 1 (3.4 ) 0 

Endocrine disorders      



  

  

5058 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Adrenal insufficiency 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cushingoid 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Inappropriate antidiuretic hormone secretion 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Precocious puberty 1 (3.4 ) 1 (3.4 ) 0 0 0 

Eye disorders      

  -Total 7 (24.1) 3 (10.3) 3 (10.3) 1 (3.4 ) 0 

  Conjunctival haemorrhage 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Amaurosis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Blepharitis 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Conjunctivitis allergic 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Diplopia 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Dry eye 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Eye pain 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Ocular hyperaemia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Ocular hypertension 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Optic atrophy 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Periorbital disorder 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Visual impairment 1 (3.4 ) 1 (3.4 ) 0 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vitreous opacities 1 (3.4 ) 1 (3.4 ) 0 0 0 

Gastrointestinal disorders      

  -Total 24 (82.8) 7 (24.1) 7 (24.1) 10 (34.5) 0 

  Nausea 13 (44.8) 4 (13.8) 7 (24.1) 2 (6.9 ) 0 

  Diarrhoea 11 (37.9) 6 (20.7) 3 (10.3) 2 (6.9 ) 0 

  Stomatitis 10 (34.5) 4 (13.8) 3 (10.3) 3 (10.3) 0 

  Vomiting 8 (27.6) 5 (17.2) 3 (10.3) 0 0 

  Constipation 7 (24.1) 2 (6.9 ) 4 (13.8) 1 (3.4 ) 0 

  Abdominal pain 4 (13.8) 1 (3.4 ) 2 (6.9 ) 1 (3.4 ) 0 

  Dental caries 4 (13.8) 3 (10.3) 0 1 (3.4 ) 0 

  Abdominal distension 3 (10.3) 1 (3.4 ) 2 (6.9 ) 0 0 

  Abdominal pain upper 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Gingival bleeding 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Oral pain 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Proctalgia 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Rectal haemorrhage 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Anal fissure 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Anal fistula 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Anal haemorrhage 1 (3.4 ) 1 (3.4 ) 0 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal incontinence 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Dyspepsia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Flatulence 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Gastrointestinal pain 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Gingival pruritus 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Gingival swelling 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Hypoaesthesia oral 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Lip dry 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Lip pain 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Lip swelling 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Neutropenic colitis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Paraesthesia oral 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Periodontal disease 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Rectal ulcer 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Upper gastrointestinal haemorrhage 1 (3.4 ) 1 (3.4 ) 0 0 0 

General disorders and administration site conditions      

  -Total 23 (79.3) 4 (13.8) 11 (37.9) 8 (27.6) 0 

  Pyrexia 17 (58.6) 2 (6.9 ) 11 (37.9) 4 (13.8) 0 

  Fatigue 5 (17.2) 4 (13.8) 1 (3.4 ) 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain 5 (17.2) 2 (6.9 ) 2 (6.9 ) 1 (3.4 ) 0 

  Face oedema 4 (13.8) 3 (10.3) 0 1 (3.4 ) 0 

  Localised oedema 4 (13.8) 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 

  Oedema peripheral 3 (10.3) 3 (10.3) 0 0 0 

  Catheter site pain 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  General physical health deterioration 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Malaise 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Mucosal inflammation 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Non-cardiac chest pain 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Catheter site erythema 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Catheter site pruritus 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Chills 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Drug withdrawal syndrome 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Facial pain 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Gait disturbance 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Generalised oedema 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Injection site reaction 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Oedema 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Puncture site haemorrhage 1 (3.4 ) 0 0 1 (3.4 ) 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Puncture site pain 1 (3.4 ) 1 (3.4 ) 0 0 0 

Hepatobiliary disorders      

  -Total 7 (24.1) 2 (6.9 ) 1 (3.4 ) 2 (6.9 ) 2 (6.9 ) 

  Hepatotoxicity 2 (6.9 ) 0 1 (3.4 ) 0 1 (3.4 ) 

  Cholestasis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Gallbladder oedema 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Hepatic steatosis 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Hepatocellular injury 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Hepatosplenomegaly 1 (3.4 ) 0 0 0 1 (3.4 ) 

Immune system disorders      

  -Total 24 (82.8) 5 (17.2) 4 (13.8) 7 (24.1) 8 (27.6) 

  Cytokine release syndrome 21 (72.4) 5 (17.2) 3 (10.3) 5 (17.2) 8 (27.6) 

  Haemophagocytic lymphohistiocytosis 5 (17.2) 0 1 (3.4 ) 4 (13.8) 0 

  Hypogammaglobulinaemia 5 (17.2) 1 (3.4 ) 3 (10.3) 1 (3.4 ) 0 

  Drug hypersensitivity 3 (10.3) 1 (3.4 ) 2 (6.9 ) 0 0 

  Allergy to immunoglobulin therapy 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Cell-mediated immune deficiency 1 (3.4 ) 0 0 1 (3.4 ) 0 

Infections and infestations      

  -Total 21 (72.4) 1 (3.4 ) 4 (13.8) 13 (44.8) 3 (10.3) 



  

  

5063 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Device related infection 4 (13.8) 0 2 (6.9 ) 2 (6.9 ) 0 

  Herpes zoster 3 (10.3) 0 2 (6.9 ) 1 (3.4 ) 0 

  Nasopharyngitis 3 (10.3) 3 (10.3) 0 0 0 

  Rhinovirus infection 3 (10.3) 2 (6.9 ) 1 (3.4 ) 0 0 

  Upper respiratory tract infection 3 (10.3) 0 3 (10.3) 0 0 

  Aspergillus infection 2 (6.9 ) 0 0 2 (6.9 ) 0 

  Bacteraemia 2 (6.9 ) 0 0 2 (6.9 ) 0 

  Bacterial infection 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Candida infection 2 (6.9 ) 0 0 2 (6.9 ) 0 

  Influenza 2 (6.9 ) 1 (3.4 ) 0 1 (3.4 ) 0 

  Oral herpes 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Paronychia 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Pneumonia 2 (6.9 ) 0 0 1 (3.4 ) 1 (3.4 ) 

  Sepsis 2 (6.9 ) 0 0 0 2 (6.9 ) 

  Sinusitis 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Staphylococcal infection 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Urinary tract infection viral 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Vascular device infection 2 (6.9 ) 0 0 2 (6.9 ) 0 

  Alternaria infection 1 (3.4 ) 0 0 1 (3.4 ) 0 



  

  

5064 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal fistula infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Body tinea 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Bronchopulmonary aspergillosis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Catheter site infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cellulitis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cellulitis orbital 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Clostridium difficile infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Croup infectious 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Enterococcal bacteraemia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Enterococcal infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Enterovirus infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Escherichia bacteraemia 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Eye infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Gastroenteritis 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Human herpesvirus 6 infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Meningitis aseptic 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Mucosal infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Nail infection 1 (3.4 ) 1 (3.4 ) 0 0 0 



  

  

5065 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutropenic infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Oral candidiasis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Oral infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Parainfluenzae virus infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Parotitis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Parvovirus b19 infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Pharyngitis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Pneumonia viral 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Post procedural infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Pseudomonas infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Rash pustular 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Respiratory syncytial virus infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Respiratory tract infection 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Rhinitis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Rotavirus infection 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Septic shock 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Staphylococcal bacteraemia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Streptococcal bacteraemia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Systemic infection 1 (3.4 ) 0 0 1 (3.4 ) 0 



  

  

5066 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tonsillitis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Viral upper respiratory tract infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

Injury, poisoning and procedural complications      

  -Total 11 (37.9) 3 (10.3) 3 (10.3) 5 (17.2) 0 

  Allergic transfusion reaction 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Contusion 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Fall 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Infusion related reaction 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Delayed serologic transfusion reaction 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Eye contusion 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Femoral neck fracture 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Gastrostomy tube site complication 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Periorbital haematoma 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Post procedural haemorrhage 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Procedural pain 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Skin abrasion 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Transfusion reaction 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Vascular access site occlusion 1 (3.4 ) 1 (3.4 ) 0 0 0 

Investigations      



  

  

5067 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 17 (58.6) 2 (6.9 ) 4 (13.8) 4 (13.8) 7 (24.1) 

  White blood cell count decreased 7 (24.1) 0 0 2 (6.9 ) 5 (17.2) 

  Neutrophil count decreased 6 (20.7) 0 0 1 (3.4 ) 5 (17.2) 

  Platelet count decreased 6 (20.7) 0 0 1 (3.4 ) 5 (17.2) 

  Blood fibrinogen decreased 5 (17.2) 0 2 (6.9 ) 3 (10.3) 0 

  Activated partial thromboplastin time prolonged 3 (10.3) 3 (10.3) 0 0 0 

  Alanine aminotransferase increased 3 (10.3) 0 1 (3.4 ) 2 (6.9 ) 0 

  Antithrombin iii decreased 3 (10.3) 0 3 (10.3) 0 0 

  Aspartate aminotransferase increased 3 (10.3) 0 1 (3.4 ) 2 (6.9 ) 0 

  Blood bilirubin increased 3 (10.3) 0 1 (3.4 ) 1 (3.4 ) 1 (3.4 ) 

  Immunoglobulins decreased 3 (10.3) 0 2 (6.9 ) 1 (3.4 ) 0 

  Lymphocyte count decreased 3 (10.3) 0 0 2 (6.9 ) 1 (3.4 ) 

  Weight decreased 3 (10.3) 1 (3.4 ) 2 (6.9 ) 0 0 

  Blood creatinine increased 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Blood lactate dehydrogenase increased 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Blood uric acid increased 2 (6.9 ) 0 2 (6.9 ) 0 0 

  C-reactive protein increased 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Gamma-glutamyltransferase increased 2 (6.9 ) 1 (3.4 ) 0 1 (3.4 ) 0 

  Protein total decreased 2 (6.9 ) 0 2 (6.9 ) 0 0 



  

  

5068 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Serum ferritin increased 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Urine output decreased 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Activated partial thromboplastin time shortened 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Ammonia increased 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Blood alkaline phosphatase increased 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Blood chloride increased 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Blood creatine phosphokinase increased 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Blood magnesium increased 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Blood potassium decreased 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cardiac murmur 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Chest x-ray abnormal 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Chlamydia test positive 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cytomegalovirus test positive 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Ejection fraction decreased 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Electrocardiogram repolarisation abnormality 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Heart sounds abnormal 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Human rhinovirus test positive 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Lipase increased 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Lymph node palpable 1 (3.4 ) 0 1 (3.4 ) 0 0 



  

  

5069 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders      

  -Total 18 (62.1) 4 (13.8) 5 (17.2) 7 (24.1) 2 (6.9 ) 

  Hypokalaemia 10 (34.5) 3 (10.3) 2 (6.9 ) 5 (17.2) 0 

  Decreased appetite 8 (27.6) 5 (17.2) 1 (3.4 ) 2 (6.9 ) 0 

  Hypophosphataemia 8 (27.6) 4 (13.8) 1 (3.4 ) 3 (10.3) 0 

  Hypoalbuminaemia 7 (24.1) 1 (3.4 ) 5 (17.2) 1 (3.4 ) 0 

  Hypocalcaemia 7 (24.1) 2 (6.9 ) 2 (6.9 ) 1 (3.4 ) 2 (6.9 ) 

  Hypomagnesaemia 6 (20.7) 5 (17.2) 1 (3.4 ) 0 0 

  Hyperuricaemia 5 (17.2) 5 (17.2) 0 0 0 

  Hyperglycaemia 4 (13.8) 2 (6.9 ) 0 2 (6.9 ) 0 

  Hypercalcaemia 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Hyperferritinaemia 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Hyperkalaemia 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Hypernatraemia 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Hyponatraemia 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Dehydration 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Fluid overload 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Fluid retention 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Hyperphosphataemia 1 (3.4 ) 1 (3.4 ) 0 0 0 



  

  

5070 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypertriglyceridaemia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Lactic acidosis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Obesity 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Tumour lysis syndrome 1 (3.4 ) 0 0 0 1 (3.4 ) 

Musculoskeletal and connective tissue disorders      

  -Total 13 (44.8) 3 (10.3) 7 (24.1) 3 (10.3) 0 

  Arthralgia 7 (24.1) 1 (3.4 ) 5 (17.2) 1 (3.4 ) 0 

  Back pain 6 (20.7) 0 5 (17.2) 1 (3.4 ) 0 

  Pain in extremity 6 (20.7) 2 (6.9 ) 4 (13.8) 0 0 

  Myalgia 5 (17.2) 4 (13.8) 1 (3.4 ) 0 0 

  Bone pain 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Muscular weakness 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Neck pain 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Osteopenia 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Osteonecrosis 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Temporomandibular joint syndrome 1 (3.4 ) 1 (3.4 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

     

  -Total 2 (6.9 ) 0 0 0 2 (6.9 ) 



  

  

5071 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia recurrent 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Leukaemia 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Neoplasm of orbit 1 (3.4 ) 0 0 0 1 (3.4 ) 

Nervous system disorders      

  -Total 19 (65.5) 4 (13.8) 7 (24.1) 8 (27.6) 0 

  Headache 10 (34.5) 4 (13.8) 3 (10.3) 3 (10.3) 0 

  Seizure 5 (17.2) 1 (3.4 ) 3 (10.3) 1 (3.4 ) 0 

  Tremor 3 (10.3) 2 (6.9 ) 1 (3.4 ) 0 0 

  Dyskinesia 2 (6.9 ) 1 (3.4 ) 0 1 (3.4 ) 0 

  Lethargy 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Neuropathy peripheral 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Cerebral atrophy 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Cerebral haemorrhage 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Cerebral venous sinus thrombosis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cranial nerve disorder 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Depressed level of consciousness 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Dizziness 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Dysarthria 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Encephalopathy 1 (3.4 ) 0 0 1 (3.4 ) 0 



  

  

5072 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Facial paralysis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Intracranial pressure increased 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Leukoencephalopathy 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Nervous system disorder 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Neuralgia 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Neurological decompensation 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Neurological symptom 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Paraesthesia 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Posterior reversible encephalopathy syndrome 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Status epilepticus 1 (3.4 ) 0 1 (3.4 ) 0 0 

Psychiatric disorders      

  -Total 11 (37.9) 4 (13.8) 5 (17.2) 2 (6.9 ) 0 

  Anxiety 4 (13.8) 1 (3.4 ) 3 (10.3) 0 0 

  Agitation 3 (10.3) 0 2 (6.9 ) 1 (3.4 ) 0 

  Confusional state 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Insomnia 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Irritability 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Depression 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Disorientation 1 (3.4 ) 0 1 (3.4 ) 0 0 



  

  

5073 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hallucination 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Initial insomnia 1 (3.4 ) 1 (3.4 ) 0 0 0 

Renal and urinary disorders      

  -Total 9 (31.0) 4 (13.8) 3 (10.3) 1 (3.4 ) 1 (3.4 ) 

  Haematuria 6 (20.7) 4 (13.8) 1 (3.4 ) 1 (3.4 ) 0 

  Acute kidney injury 2 (6.9 ) 0 1 (3.4 ) 0 1 (3.4 ) 

  Proteinuria 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Urinary retention 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Urinary incontinence 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Urinary tract disorder 1 (3.4 ) 0 1 (3.4 ) 0 0 

Reproductive system and breast disorders      

  -Total 5 (17.2) 4 (13.8) 1 (3.4 ) 0 0 

  Metrorrhagia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Penile erythema 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Perineal pain 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Perineal rash 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Scrotal oedema 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Vulvovaginal pain 1 (3.4 ) 0 1 (3.4 ) 0 0 

Respiratory, thoracic and mediastinal disorders      



  

  

5074 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 14 (48.3) 4 (13.8) 3 (10.3) 6 (20.7) 1 (3.4 ) 

  Cough 9 (31.0) 7 (24.1) 2 (6.9 ) 0 0 

  Hypoxia 6 (20.7) 2 (6.9 ) 0 3 (10.3) 1 (3.4 ) 

  Epistaxis 4 (13.8) 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 

  Dyspnoea 3 (10.3) 0 3 (10.3) 0 0 

  Rhinorrhoea 3 (10.3) 2 (6.9 ) 1 (3.4 ) 0 0 

  Nasal congestion 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Oropharyngeal pain 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Tachypnoea 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Apnoea 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Lung disorder 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Nasal septum perforation 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Pleural effusion 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Productive cough 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Pulmonary granuloma 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Rhinalgia 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Sinus pain 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Stridor 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Wheezing 1 (3.4 ) 0 1 (3.4 ) 0 0 



  

  

5075 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Skin and subcutaneous tissue disorders      

  -Total 19 (65.5) 13 (44.8) 4 (13.8) 2 (6.9 ) 0 

  Rash 6 (20.7) 4 (13.8) 1 (3.4 ) 1 (3.4 ) 0 

  Pruritus 4 (13.8) 3 (10.3) 1 (3.4 ) 0 0 

  Erythema 3 (10.3) 3 (10.3) 0 0 0 

  Ingrowing nail 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Petechiae 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Skin ulcer 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Toxic skin eruption 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Dermatitis 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Dermatitis acneiform 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Dermatitis bullous 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Dry skin 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Eczema 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Hyperhidrosis 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Papule 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Scab 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Skin exfoliation 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Urticaria 1 (3.4 ) 1 (3.4 ) 0 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders      

  -Total 13 (44.8) 6 (20.7) 4 (13.8) 3 (10.3) 0 

  Hypertension 7 (24.1) 2 (6.9 ) 2 (6.9 ) 3 (10.3) 0 

  Hypotension 5 (17.2) 5 (17.2) 0 0 0 

  Embolism 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Flushing 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Hot flush 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Lymphoedema 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Vascular occlusion 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Venous thrombosis limb 1 (3.4 ) 0 1 (3.4 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received 

and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t173_gd_b2001x.sas@@/main/1 25JUN21:17:37                                        Final 
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Tabl e 173f => Adverse events  (not disease r elated) at anyti me during the study by primar y system organ class, preferr ed ter m, maxi mum CTC  grade and Baseli ne bone marrow tumor burden (Enrolled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                     
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 173f 

Adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 27 (100) 0 2 (7.4 ) 9 (33.3) 16 (59.3) 

Blood and lymphatic system disorders      

  -Total 19 (70.4) 1 (3.7 ) 4 (14.8) 12 (44.4) 2 (7.4 ) 

  Anaemia 8 (29.6) 0 3 (11.1) 5 (18.5) 0 

  Febrile neutropenia 7 (25.9) 0 0 7 (25.9) 0 

  Neutropenia 6 (22.2) 1 (3.7 ) 1 (3.7 ) 3 (11.1) 1 (3.7 ) 

  Thrombocytopenia 4 (14.8) 0 2 (7.4 ) 0 2 (7.4 ) 

  Bone marrow failure 2 (7.4 ) 0 0 2 (7.4 ) 0 

  B-cell aplasia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Leukopenia 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Pancytopenia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Splenomegaly 1 (3.7 ) 1 (3.7 ) 0 0 0 

Cardiac disorders      



  

  

5078 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 6 (22.2) 4 (14.8) 1 (3.7 ) 1 (3.7 ) 0 

  Tachycardia 3 (11.1) 2 (7.4 ) 0 1 (3.7 ) 0 

  Sinus bradycardia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Bradycardia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Cardiac discomfort 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Sinus tachycardia 1 (3.7 ) 1 (3.7 ) 0 0 0 

Endocrine disorders      

  -Total 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Hypercalcaemia of malignancy 1 (3.7 ) 0 0 0 1 (3.7 ) 

Eye disorders      

  -Total 4 (14.8) 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 

  Astigmatism 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Conjunctivitis allergic 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Dry eye 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypermetropia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Keratitis 1 (3.7 ) 0 0 1 (3.7 ) 0 

Gastrointestinal disorders      

  -Total 19 (70.4) 6 (22.2) 11 (40.7) 1 (3.7 ) 1 (3.7 ) 

  Nausea 11 (40.7) 5 (18.5) 6 (22.2) 0 0 



  

  

5079 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vomiting 7 (25.9) 4 (14.8) 3 (11.1) 0 0 

  Diarrhoea 6 (22.2) 2 (7.4 ) 3 (11.1) 1 (3.7 ) 0 

  Abdominal pain 5 (18.5) 2 (7.4 ) 3 (11.1) 0 0 

  Constipation 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 

  Stomatitis 4 (14.8) 2 (7.4 ) 2 (7.4 ) 0 0 

  Abdominal pain upper 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 

  Gingival bleeding 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Abdominal discomfort 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Abdominal distension 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Abdominal pain lower 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Abdominal tenderness 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Aphthous ulcer 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dental caries 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Gastrointestinal haemorrhage 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Gastrointestinal motility disorder 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Gastrointestinal pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypoaesthesia oral 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lip haemorrhage 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lip pain 1 (3.7 ) 0 0 1 (3.7 ) 0 



  

  

5080 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Paraesthesia oral 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Subileus 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Tooth loss 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Toothache 1 (3.7 ) 1 (3.7 ) 0 0 0 

General disorders and administration site conditions      

  -Total 22 (81.5) 11 (40.7) 9 (33.3) 2 (7.4 ) 0 

  Pyrexia 15 (55.6) 7 (25.9) 7 (25.9) 1 (3.7 ) 0 

  Fatigue 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 

  Catheter site erythema 3 (11.1) 3 (11.1) 0 0 0 

  Chills 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 

  Pain 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Asthenia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Malaise 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Oedema peripheral 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Axillary pain 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Catheter site haemorrhage 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Catheter site pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Face oedema 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Gait disturbance 1 (3.7 ) 1 (3.7 ) 0 0 0 



  

  

5081 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Localised oedema 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Vessel puncture site erythema 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Vessel puncture site haematoma 1 (3.7 ) 1 (3.7 ) 0 0 0 

Hepatobiliary disorders      

  -Total 4 (14.8) 0 2 (7.4 ) 2 (7.4 ) 0 

  Cholestasis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Hepatocellular injury 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Hepatomegaly 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hepatotoxicity 1 (3.7 ) 0 1 (3.7 ) 0 0 

Immune system disorders      

  -Total 19 (70.4) 3 (11.1) 9 (33.3) 3 (11.1) 4 (14.8) 

  Cytokine release syndrome 15 (55.6) 3 (11.1) 6 (22.2) 2 (7.4 ) 4 (14.8) 

  Hypogammaglobulinaemia 10 (37.0) 4 (14.8) 6 (22.2) 0 0 

  Allergy to immunoglobulin therapy 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Anaphylactic reaction 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Drug hypersensitivity 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Haemophagocytic lymphohistiocytosis 1 (3.7 ) 0 0 1 (3.7 ) 0 

Infections and infestations      

  -Total 19 (70.4) 0 3 (11.1) 15 (55.6) 1 (3.7 ) 



  

  

5082 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Device related infection 5 (18.5) 0 2 (7.4 ) 3 (11.1) 0 

  Herpes zoster 4 (14.8) 0 3 (11.1) 1 (3.7 ) 0 

  Upper respiratory tract infection 4 (14.8) 1 (3.7 ) 3 (11.1) 0 0 

  Pneumonia 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Gastroenteritis 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Influenza 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Nasopharyngitis 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Otitis externa 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Otitis media 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Sepsis 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Bacteraemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Body tinea 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Bronchitis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Cellulitis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Enterococcal bacteraemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Escherichia sepsis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Eye infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Laryngitis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Meningitis aseptic 1 (3.7 ) 0 0 1 (3.7 ) 0 



  

  

5083 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nail infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Oral fungal infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Oral herpes 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Otitis media acute 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Parainfluenzae virus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Parotitis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Pneumonia haemophilus 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Rash pustular 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Respiratory syncytial virus infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Respiratory tract infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Respiratory tract infection fungal 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Rhinitis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rhinovirus infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Skin infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Staphylococcal bacteraemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Streptococcal bacteraemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Tinea pedis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Tonsillitis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Tooth abscess 1 (3.7 ) 0 0 1 (3.7 ) 0 



  

  

5084 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tooth infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Vulvitis 1 (3.7 ) 0 1 (3.7 ) 0 0 

Injury, poisoning and procedural complications      

  -Total 8 (29.6) 3 (11.1) 3 (11.1) 2 (7.4 ) 0 

  Contusion 3 (11.1) 3 (11.1) 0 0 0 

  Allergic transfusion reaction 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Cervical vertebral fracture 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Fall 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Ligament sprain 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Periorbital haematoma 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Procedural pain 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Subcutaneous haematoma 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Thermal burn 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Toxicity to various agents 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Transfusion reaction 1 (3.7 ) 1 (3.7 ) 0 0 0 

Investigations      

  -Total 18 (66.7) 3 (11.1) 2 (7.4 ) 4 (14.8) 9 (33.3) 

  White blood cell count decreased 7 (25.9) 0 0 1 (3.7 ) 6 (22.2) 

  Alanine aminotransferase increased 6 (22.2) 3 (11.1) 0 2 (7.4 ) 1 (3.7 ) 



  

  

5085 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 6 (22.2) 0 0 0 6 (22.2) 

  Platelet count decreased 6 (22.2) 1 (3.7 ) 0 2 (7.4 ) 3 (11.1) 

  Aspartate aminotransferase increased 5 (18.5) 2 (7.4 ) 2 (7.4 ) 0 1 (3.7 ) 

  C-reactive protein increased 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

  Immunoglobulins decreased 3 (11.1) 0 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 

  Lymphocyte count decreased 2 (7.4 ) 1 (3.7 ) 0 0 1 (3.7 ) 

  Prothrombin time prolonged 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Activated partial thromboplastin time prolonged 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Antithrombin iii decreased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Blood bilirubin increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood creatinine increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood urea increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Blood uric acid increased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Cytomegalovirus test positive 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Fungal test positive 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Gamma-glutamyltransferase increased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Haemoglobin decreased 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Human rhinovirus test positive 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Influenza virus test positive 1 (3.7 ) 1 (3.7 ) 0 0 0 



  

  

5086 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  International normalised ratio increased 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Lymph node palpable 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Serum ferritin increased 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Vitamin d decreased 1 (3.7 ) 1 (3.7 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 16 (59.3) 9 (33.3) 5 (18.5) 2 (7.4 ) 0 

  Decreased appetite 5 (18.5) 4 (14.8) 0 1 (3.7 ) 0 

  Hypokalaemia 5 (18.5) 4 (14.8) 0 1 (3.7 ) 0 

  Hypoalbuminaemia 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

  Hypomagnesaemia 3 (11.1) 3 (11.1) 0 0 0 

  Hyperglycaemia 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Hypocalcaemia 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Hypophosphataemia 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Dehydration 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Fluid overload 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Fluid retention 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hyperferritinaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hyperkalaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypermagnesaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 



  

  

5087 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyperphosphataemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypertriglyceridaemia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hyperuricaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hypoglycaemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Hyponatraemia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Tumour lysis syndrome 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Vitamin d deficiency 1 (3.7 ) 1 (3.7 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 13 (48.1) 3 (11.1) 8 (29.6) 2 (7.4 ) 0 

  Pain in extremity 4 (14.8) 1 (3.7 ) 3 (11.1) 0 0 

  Arthralgia 3 (11.1) 0 3 (11.1) 0 0 

  Back pain 3 (11.1) 1 (3.7 ) 2 (7.4 ) 0 0 

  Bone pain 3 (11.1) 0 2 (7.4 ) 1 (3.7 ) 0 

  Myalgia 3 (11.1) 3 (11.1) 0 0 0 

  Joint effusion 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Muscular weakness 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Neck pain 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Pain in jaw 1 (3.7 ) 1 (3.7 ) 0 0 0 



  

  

5088 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

     

  -Total 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Acute lymphocytic leukaemia recurrent 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Meningioma malignant 1 (3.7 ) 0 1 (3.7 ) 0 0 

Nervous system disorders      

  -Total 13 (48.1) 3 (11.1) 5 (18.5) 4 (14.8) 1 (3.7 ) 

  Headache 7 (25.9) 4 (14.8) 3 (11.1) 0 0 

  Seizure 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Somnolence 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

  Intracranial pressure increased 2 (7.4 ) 1 (3.7 ) 0 0 1 (3.7 ) 

  Tremor 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Depressed level of consciousness 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Dizziness 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dysgeusia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dyskinesia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Encephalopathy 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Hemiparesis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Hypoaesthesia 1 (3.7 ) 1 (3.7 ) 0 0 0 



  

  

5089 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Intention tremor 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lethargy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Neuropathy peripheral 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Peripheral sensory neuropathy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Speech disorder 1 (3.7 ) 0 1 (3.7 ) 0 0 

Product issues      

  -Total 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Device occlusion 1 (3.7 ) 0 1 (3.7 ) 0 0 

Psychiatric disorders      

  -Total 9 (33.3) 3 (11.1) 4 (14.8) 2 (7.4 ) 0 

  Insomnia 3 (11.1) 0 3 (11.1) 0 0 

  Agitation 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Confusional state 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Delirium 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Abnormal behaviour 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Anxiety 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Depression 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Initial insomnia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Irritability 1 (3.7 ) 1 (3.7 ) 0 0 0 



  

  

5090 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Renal and urinary disorders      

  -Total 6 (22.2) 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 

  Urinary incontinence 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Acute kidney injury 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Chromaturia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Dysuria 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Nephropathy 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Polyuria 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Urinary tract disorder 1 (3.7 ) 0 1 (3.7 ) 0 0 

Reproductive system and breast disorders      

  -Total 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Vulvovaginal pruritus 1 (3.7 ) 1 (3.7 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 12 (44.4) 6 (22.2) 2 (7.4 ) 3 (11.1) 1 (3.7 ) 

  Cough 5 (18.5) 4 (14.8) 1 (3.7 ) 0 0 

  Oropharyngeal pain 5 (18.5) 3 (11.1) 2 (7.4 ) 0 0 

  Epistaxis 4 (14.8) 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 

  Hypoxia 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Rhinorrhoea 3 (11.1) 3 (11.1) 0 0 0 



  

  

5091 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dyspnoea 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Increased upper airway secretion 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Pneumonia aspiration 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Pulmonary granuloma 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Stridor 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Tachypnoea 1 (3.7 ) 0 1 (3.7 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 13 (48.1) 8 (29.6) 5 (18.5) 0 0 

  Rash 4 (14.8) 3 (11.1) 1 (3.7 ) 0 0 

  Erythema 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Ingrowing nail 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Dermatitis 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Dry skin 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Hangnail 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Papule 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Pruritus 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Urticaria 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Acne 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Alopecia 1 (3.7 ) 0 1 (3.7 ) 0 0 



  

  

5092 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Eczema 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Petechiae 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rash maculo-papular 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Skin oedema 1 (3.7 ) 1 (3.7 ) 0 0 0 

Vascular disorders      

  -Total 8 (29.6) 3 (11.1) 2 (7.4 ) 3 (11.1) 0 

  Hypertension 4 (14.8) 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 

  Hypotension 3 (11.1) 2 (7.4 ) 0 1 (3.7 ) 0 

  Capillary leak syndrome 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Venous thrombosis limb 1 (3.7 ) 0 1 (3.7 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received 

and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t173_gd_b2001x.sas@@/main/1 25JUN21:17:38                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 173f 

Adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 44 (100) 0 4 (9.1 ) 10 (22.7) 30 (68.2) 

Blood and lymphatic system disorders      

  -Total 33 (75.0) 2 (4.5 ) 1 (2.3 ) 19 (43.2) 11 (25.0) 

  Anaemia 16 (36.4) 2 (4.5 ) 2 (4.5 ) 12 (27.3) 0 

  Febrile neutropenia 13 (29.5) 0 1 (2.3 ) 11 (25.0) 1 (2.3 ) 

  Neutropenia 12 (27.3) 1 (2.3 ) 0 4 (9.1 ) 7 (15.9) 

  Thrombocytopenia 9 (20.5) 0 0 4 (9.1 ) 5 (11.4) 

  Bone marrow failure 5 (11.4) 0 1 (2.3 ) 4 (9.1 ) 0 

  Disseminated intravascular coagulation 3 (6.8 ) 0 2 (4.5 ) 1 (2.3 ) 0 

  Leukopenia 3 (6.8 ) 0 0 0 3 (6.8 ) 

  Lymphopenia 2 (4.5 ) 0 0 2 (4.5 ) 0 

  B-cell aplasia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Coagulation factor deficiency 1 (2.3 ) 0 0 1 (2.3 ) 0 



  

  

5096 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Febrile bone marrow aplasia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Leukocytosis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Lymphadenopathy 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Splenomegaly 1 (2.3 ) 1 (2.3 ) 0 0 0 

Cardiac disorders      

  -Total 15 (34.1) 7 (15.9) 5 (11.4) 2 (4.5 ) 1 (2.3 ) 

  Tachycardia 7 (15.9) 3 (6.8 ) 4 (9.1 ) 0 0 

  Sinus tachycardia 5 (11.4) 4 (9.1 ) 1 (2.3 ) 0 0 

  Sinus bradycardia 4 (9.1 ) 4 (9.1 ) 0 0 0 

  Bradycardia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Left ventricular dysfunction 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Pericardial effusion 2 (4.5 ) 0 1 (2.3 ) 0 1 (2.3 ) 

  Aortic valve disease 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Atrioventricular block 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Bundle branch block left 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Cardiac hypertrophy 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Coronary artery dilatation 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Diastolic dysfunction 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Mitral valve disease 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

5097 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pericarditis 1 (2.3 ) 0 1 (2.3 ) 0 0 

Congenital, familial and genetic disorders      

  -Total 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase deficiency 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Talipes 1 (2.3 ) 1 (2.3 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 4 (9.1 ) 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 

  Ear pain 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Vertigo 1 (2.3 ) 0 0 1 (2.3 ) 0 

Endocrine disorders      

  -Total 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Cushingoid 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Adrenal insufficiency 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hypothyroidism 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Inappropriate antidiuretic hormone secretion 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Precocious puberty 1 (2.3 ) 1 (2.3 ) 0 0 0 

Eye disorders      

  -Total 10 (22.7) 6 (13.6) 3 (6.8 ) 1 (2.3 ) 0 

  Conjunctival haemorrhage 2 (4.5 ) 2 (4.5 ) 0 0 0 



  

  

5098 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Eye pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Ocular hyperaemia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Amaurosis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Blepharitis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blepharospasm 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blindness unilateral 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Diplopia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Dry eye 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Erythema of eyelid 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Eye pruritus 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Lacrimation increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Ocular hypertension 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Optic atrophy 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Periorbital disorder 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Vision blurred 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Visual impairment 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Vitreous opacities 1 (2.3 ) 1 (2.3 ) 0 0 0 

Gastrointestinal disorders      

  -Total 35 (79.5) 10 (22.7) 13 (29.5) 11 (25.0) 1 (2.3 ) 



  

  

5099 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nausea 17 (38.6) 8 (18.2) 7 (15.9) 2 (4.5 ) 0 

  Diarrhoea 15 (34.1) 10 (22.7) 3 (6.8 ) 2 (4.5 ) 0 

  Constipation 14 (31.8) 8 (18.2) 5 (11.4) 1 (2.3 ) 0 

  Stomatitis 14 (31.8) 4 (9.1 ) 5 (11.4) 5 (11.4) 0 

  Vomiting 11 (25.0) 9 (20.5) 2 (4.5 ) 0 0 

  Abdominal pain 7 (15.9) 2 (4.5 ) 4 (9.1 ) 1 (2.3 ) 0 

  Abdominal distension 4 (9.1 ) 2 (4.5 ) 2 (4.5 ) 0 0 

  Dental caries 4 (9.1 ) 3 (6.8 ) 0 1 (2.3 ) 0 

  Oral pain 4 (9.1 ) 2 (4.5 ) 2 (4.5 ) 0 0 

  Anal fissure 3 (6.8 ) 0 2 (4.5 ) 1 (2.3 ) 0 

  Proctalgia 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Abdominal pain upper 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Dyspepsia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Lip dry 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Rectal haemorrhage 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Anal fistula 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Anal haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Anal incontinence 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Anal inflammation 1 (2.3 ) 0 0 1 (2.3 ) 0 



  

  

5100 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal pruritus 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Ascites 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Flatulence 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gastrointestinal haemorrhage 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Gingival bleeding 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gingival pruritus 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Gingival swelling 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hyperaesthesia teeth 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hypoaesthesia oral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Lip swelling 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Mouth ulceration 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Neutropenic colitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Oral mucosal erythema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pancreatitis acute 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Pancreatitis chronic 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Paraesthesia oral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Periodontal disease 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Rectal ulcer 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Retching 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

5101 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Toothache 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Upper gastrointestinal haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

General disorders and administration site conditions      

  -Total 34 (77.3) 7 (15.9) 16 (36.4) 10 (22.7) 1 (2.3 ) 

  Pyrexia 26 (59.1) 4 (9.1 ) 14 (31.8) 8 (18.2) 0 

  Fatigue 11 (25.0) 6 (13.6) 5 (11.4) 0 0 

  Oedema peripheral 5 (11.4) 4 (9.1 ) 1 (2.3 ) 0 0 

  Pain 5 (11.4) 1 (2.3 ) 3 (6.8 ) 1 (2.3 ) 0 

  Catheter site pain 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Face oedema 4 (9.1 ) 4 (9.1 ) 0 0 0 

  Localised oedema 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Malaise 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Facial pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  General physical health deterioration 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Generalised oedema 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Mucosal inflammation 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Non-cardiac chest pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Asthenia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Catheter site haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

5102 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Catheter site pruritus 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Chills 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Drug withdrawal syndrome 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Gait disturbance 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Injection site reaction 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Multiple organ dysfunction syndrome 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Oedema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Puncture site haemorrhage 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Puncture site pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

Hepatobiliary disorders      

  -Total 10 (22.7) 5 (11.4) 1 (2.3 ) 2 (4.5 ) 2 (4.5 ) 

  Hepatocellular injury 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Hepatomegaly 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Gallbladder oedema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hepatic failure 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hepatic steatosis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hepatosplenomegaly 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Hepatotoxicity 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Jaundice 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

5103 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders      

  -Total 33 (75.0) 5 (11.4) 10 (22.7) 10 (22.7) 8 (18.2) 

  Cytokine release syndrome 30 (68.2) 8 (18.2) 7 (15.9) 7 (15.9) 8 (18.2) 

  Hypogammaglobulinaemia 12 (27.3) 2 (4.5 ) 8 (18.2) 2 (4.5 ) 0 

  Haemophagocytic lymphohistiocytosis 5 (11.4) 0 2 (4.5 ) 3 (6.8 ) 0 

  Drug hypersensitivity 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 

  Allergy to immunoglobulin therapy 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Atopy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Cell-mediated immune deficiency 1 (2.3 ) 0 0 1 (2.3 ) 0 

Infections and infestations      

  -Total 35 (79.5) 3 (6.8 ) 7 (15.9) 16 (36.4) 9 (20.5) 

  Nasopharyngitis 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

  Bacterial infection 5 (11.4) 0 3 (6.8 ) 2 (4.5 ) 0 

  Rhinitis 5 (11.4) 3 (6.8 ) 2 (4.5 ) 0 0 

  Pneumonia 4 (9.1 ) 0 0 3 (6.8 ) 1 (2.3 ) 

  Sepsis 4 (9.1 ) 0 0 1 (2.3 ) 3 (6.8 ) 

  Upper respiratory tract infection 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 0 0 

  Bronchopulmonary aspergillosis 3 (6.8 ) 0 2 (4.5 ) 1 (2.3 ) 0 

  Candida infection 3 (6.8 ) 1 (2.3 ) 0 2 (4.5 ) 0 



  

  

5104 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Device related infection 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Enterovirus infection 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Infection 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Neutropenic infection 3 (6.8 ) 0 0 3 (6.8 ) 0 

  Oral herpes 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Paronychia 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Rash pustular 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Rhinovirus infection 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Septic shock 3 (6.8 ) 0 0 1 (2.3 ) 2 (4.5 ) 

  Sinusitis 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Aspergillus infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Cellulitis 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Central nervous system infection 2 (4.5 ) 0 0 0 2 (4.5 ) 

  Clostridium difficile infection 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Herpes zoster 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Periorbital cellulitis 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Staphylococcal infection 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Urinary tract infection 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Urinary tract infection viral 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 



  

  

5105 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vascular device infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Viral upper respiratory tract infection 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Alternaria infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Anal fistula infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Atypical pneumonia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Bacterial pyelonephritis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Bronchitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Catheter site infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Cellulitis orbital 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Cerebral fungal infection 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Conjunctivitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Conjunctivitis viral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Croup infectious 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Cytomegalovirus infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Enterococcal infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Enterococcal sepsis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Escherichia bacteraemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Folliculitis 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

5106 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Fungal infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gastroenteritis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Helminthic infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Herpes simplex 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Human herpesvirus 6 infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Impetigo 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Listeria sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Mucosal infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Oral candidiasis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Oral infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Otitis externa 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Otitis media 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Parotitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Parvovirus b19 infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Pharyngitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Pneumonia viral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Post procedural infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Pseudomonas infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Respiratory syncytial virus infection 1 (2.3 ) 0 1 (2.3 ) 0 0 



  

  

5107 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rotavirus infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Systemic infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Varicella 1 (2.3 ) 0 0 1 (2.3 ) 0 

Injury, poisoning and procedural complications      

  -Total 13 (29.5) 3 (6.8 ) 6 (13.6) 4 (9.1 ) 0 

  Allergic transfusion reaction 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Contusion 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Fall 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Infusion related reaction 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Procedural pain 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Delayed serologic transfusion reaction 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Eye contusion 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Femoral neck fracture 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gastrostomy tube site complication 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Post procedural haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin abrasion 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Stoma site erythema 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Stoma site haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Transfusion reaction 1 (2.3 ) 0 0 1 (2.3 ) 0 



  

  

5108 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Transfusion related complication 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Vascular access site occlusion 1 (2.3 ) 1 (2.3 ) 0 0 0 

Investigations      

  -Total 25 (56.8) 2 (4.5 ) 2 (4.5 ) 6 (13.6) 15 (34.1) 

  White blood cell count decreased 13 (29.5) 0 0 2 (4.5 ) 11 (25.0) 

  Neutrophil count decreased 11 (25.0) 0 0 1 (2.3 ) 10 (22.7) 

  Platelet count decreased 11 (25.0) 0 0 2 (4.5 ) 9 (20.5) 

  Blood fibrinogen decreased 5 (11.4) 0 2 (4.5 ) 3 (6.8 ) 0 

  Lymphocyte count decreased 5 (11.4) 0 0 4 (9.1 ) 1 (2.3 ) 

  Weight decreased 5 (11.4) 2 (4.5 ) 3 (6.8 ) 0 0 

  Alanine aminotransferase increased 4 (9.1 ) 0 2 (4.5 ) 2 (4.5 ) 0 

  Aspartate aminotransferase increased 4 (9.1 ) 1 (2.3 ) 0 3 (6.8 ) 0 

  Blood bilirubin increased 4 (9.1 ) 1 (2.3 ) 1 (2.3 ) 1 (2.3 ) 1 (2.3 ) 

  C-reactive protein increased 4 (9.1 ) 1 (2.3 ) 2 (4.5 ) 1 (2.3 ) 0 

  Activated partial thromboplastin time prolonged 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Gamma-glutamyltransferase increased 3 (6.8 ) 1 (2.3 ) 1 (2.3 ) 1 (2.3 ) 0 

  Serum ferritin increased 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Antithrombin iii decreased 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Blood alkaline phosphatase increased 2 (4.5 ) 2 (4.5 ) 0 0 0 



  

  

5109 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood creatinine increased 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Blood lactate dehydrogenase increased 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Immunoglobulins decreased 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Lipase increased 2 (4.5 ) 1 (2.3 ) 0 1 (2.3 ) 0 

  Protein total decreased 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Urine output decreased 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Activated partial thromboplastin time shortened 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Ammonia increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Amylase increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood chloride increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood creatine phosphokinase increased 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Blood fibrinogen increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood magnesium increased 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Blood potassium decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood pressure increased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood urea decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Blood uric acid increased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Blood urine present 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Cardiac murmur 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

5110 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Chest x-ray abnormal 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Chlamydia test positive 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Ejection fraction decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Electrocardiogram qt prolonged 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Electrocardiogram repolarisation abnormality 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Heart sounds abnormal 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Influenza a virus test positive 1 (2.3 ) 0 1 (2.3 ) 0 0 

  International normalised ratio increased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Monocyte count decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Oxygen saturation decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Prothrombin time prolonged 1 (2.3 ) 1 (2.3 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 22 (50.0) 4 (9.1 ) 6 (13.6) 10 (22.7) 2 (4.5 ) 

  Hypokalaemia 12 (27.3) 3 (6.8 ) 2 (4.5 ) 7 (15.9) 0 

  Hypophosphataemia 11 (25.0) 5 (11.4) 2 (4.5 ) 4 (9.1 ) 0 

  Decreased appetite 10 (22.7) 7 (15.9) 1 (2.3 ) 2 (4.5 ) 0 

  Hypocalcaemia 10 (22.7) 3 (6.8 ) 3 (6.8 ) 2 (4.5 ) 2 (4.5 ) 

  Hyperuricaemia 8 (18.2) 8 (18.2) 0 0 0 

  Hypoalbuminaemia 7 (15.9) 2 (4.5 ) 5 (11.4) 0 0 



  

  

5111 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypomagnesaemia 7 (15.9) 5 (11.4) 2 (4.5 ) 0 0 

  Hyperkalaemia 5 (11.4) 3 (6.8 ) 2 (4.5 ) 0 0 

  Hyperglycaemia 4 (9.1 ) 2 (4.5 ) 0 2 (4.5 ) 0 

  Dehydration 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Fluid overload 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Hypercalcaemia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Hypernatraemia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Hyponatraemia 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Tumour lysis syndrome 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

  Fluid retention 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hyperferritinaemia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Hyperphosphataemia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hypertriglyceridaemia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Lactic acidosis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Obesity 1 (2.3 ) 1 (2.3 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 17 (38.6) 5 (11.4) 8 (18.2) 4 (9.1 ) 0 

  Pain in extremity 10 (22.7) 4 (9.1 ) 6 (13.6) 0 0 

  Arthralgia 8 (18.2) 1 (2.3 ) 5 (11.4) 2 (4.5 ) 0 



  

  

5112 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Back pain 7 (15.9) 2 (4.5 ) 4 (9.1 ) 1 (2.3 ) 0 

  Myalgia 5 (11.4) 4 (9.1 ) 1 (2.3 ) 0 0 

  Muscular weakness 4 (9.1 ) 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 

  Bone pain 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Neck pain 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Osteopenia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Joint stiffness 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Osteonecrosis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Temporomandibular joint syndrome 1 (2.3 ) 1 (2.3 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

     

  -Total 6 (13.6) 0 1 (2.3 ) 1 (2.3 ) 4 (9.1 ) 

  Acute lymphocytic leukaemia recurrent 2 (4.5 ) 0 0 0 2 (4.5 ) 

  B precursor type acute leukaemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Leukaemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Malignant neoplasm progression 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Neoplasm of orbit 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Neoplasm progression 1 (2.3 ) 0 0 1 (2.3 ) 0 

Nervous system disorders      



  

  

5113 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 27 (61.4) 6 (13.6) 11 (25.0) 10 (22.7) 0 

  Headache 15 (34.1) 5 (11.4) 7 (15.9) 3 (6.8 ) 0 

  Seizure 7 (15.9) 2 (4.5 ) 3 (6.8 ) 2 (4.5 ) 0 

  Tremor 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Dizziness 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Lethargy 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Neuralgia 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Somnolence 2 (4.5 ) 1 (2.3 ) 0 1 (2.3 ) 0 

  Cerebral atrophy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Cerebral haemorrhage 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Cerebral venous sinus thrombosis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Cranial nerve disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Depressed level of consciousness 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Dysarthria 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Dyskinesia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Encephalopathy 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Facial paralysis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Head discomfort 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hyperkinesia 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

5114 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Intention tremor 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Leukoencephalopathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Nervous system disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Neurological decompensation 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Neurological symptom 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Neuropathy peripheral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Paraesthesia 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Partial seizures 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Peripheral motor neuropathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Posterior reversible encephalopathy syndrome 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Status epilepticus 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Subdural hygroma 1 (2.3 ) 0 1 (2.3 ) 0 0 

Product issues      

  -Total 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Manufacturing product shipping issue 1 (2.3 ) 0 0 0 1 (2.3 ) 

Psychiatric disorders      

  -Total 12 (27.3) 6 (13.6) 5 (11.4) 1 (2.3 ) 0 

  Anxiety 5 (11.4) 2 (4.5 ) 3 (6.8 ) 0 0 

  Agitation 3 (6.8 ) 0 2 (4.5 ) 1 (2.3 ) 0 



  

  

5115 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Insomnia 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Confusional state 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Disorientation 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Hallucination 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Irritability 1 (2.3 ) 1 (2.3 ) 0 0 0 

Renal and urinary disorders      

  -Total 16 (36.4) 6 (13.6) 5 (11.4) 4 (9.1 ) 1 (2.3 ) 

  Haematuria 10 (22.7) 7 (15.9) 1 (2.3 ) 2 (4.5 ) 0 

  Acute kidney injury 3 (6.8 ) 0 1 (2.3 ) 1 (2.3 ) 1 (2.3 ) 

  Dysuria 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Urinary retention 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Proteinuria 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Renal impairment 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Haemoglobinuria 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Polyuria 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Urinary tract disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

Reproductive system and breast disorders      

  -Total 8 (18.2) 5 (11.4) 2 (4.5 ) 1 (2.3 ) 0 

  Metrorrhagia 1 (2.3 ) 1 (2.3 ) 0 0 0 



  

  

5116 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ovarian failure 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Penile erythema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Penile pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Perineal pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Perineal rash 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Scrotal oedema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Vulvovaginal dryness 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Vulvovaginal pain 1 (2.3 ) 0 1 (2.3 ) 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 20 (45.5) 4 (9.1 ) 9 (20.5) 6 (13.6) 1 (2.3 ) 

  Cough 12 (27.3) 8 (18.2) 4 (9.1 ) 0 0 

  Epistaxis 9 (20.5) 5 (11.4) 3 (6.8 ) 1 (2.3 ) 0 

  Hypoxia 8 (18.2) 3 (6.8 ) 1 (2.3 ) 3 (6.8 ) 1 (2.3 ) 

  Tachypnoea 5 (11.4) 2 (4.5 ) 3 (6.8 ) 0 0 

  Nasal congestion 4 (9.1 ) 4 (9.1 ) 0 0 0 

  Dyspnoea 3 (6.8 ) 0 3 (6.8 ) 0 0 

  Oropharyngeal pain 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Pleural effusion 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Pharyngeal erythema 2 (4.5 ) 0 2 (4.5 ) 0 0 



  

  

5117 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rhinorrhoea 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Apnoea 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Atelectasis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dyspnoea exertional 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Lung disorder 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Nasal septum perforation 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Orthopnoea 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Pneumonitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Productive cough 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Rhinalgia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Rhonchi 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Sinus pain 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Wheezing 1 (2.3 ) 0 1 (2.3 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 26 (59.1) 17 (38.6) 6 (13.6) 3 (6.8 ) 0 

  Rash 10 (22.7) 8 (18.2) 1 (2.3 ) 1 (2.3 ) 0 

  Pruritus 7 (15.9) 6 (13.6) 1 (2.3 ) 0 0 

  Petechiae 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

  Dry skin 5 (11.4) 5 (11.4) 0 0 0 



  

  

5118 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Erythema 5 (11.4) 5 (11.4) 0 0 0 

  Alopecia 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Eczema 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Ingrowing nail 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Skin lesion 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Skin ulcer 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Toxic skin eruption 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Urticaria 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Dermatitis acneiform 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dermatitis bullous 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hyperhidrosis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Rash maculo-papular 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Scab 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin discolouration 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Skin exfoliation 1 (2.3 ) 1 (2.3 ) 0 0 0 

Vascular disorders      

  -Total 20 (45.5) 7 (15.9) 7 (15.9) 5 (11.4) 1 (2.3 ) 

  Hypertension 10 (22.7) 3 (6.8 ) 5 (11.4) 2 (4.5 ) 0 

  Hypotension 8 (18.2) 5 (11.4) 0 2 (4.5 ) 1 (2.3 ) 



  

  

5119 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pallor 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Embolism 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Flushing 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Hot flush 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Jugular vein thrombosis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Lymphoedema 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Vascular occlusion 1 (2.3 ) 1 (2.3 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received 

and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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5120 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 173f 

Adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 3 (100) 0 0 1 (33.3) 2 (66.7) 

Blood and lymphatic system disorders      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Anaemia 1 (33.3) 0 0 1 (33.3) 0 

  Febrile neutropenia 1 (33.3) 1 (33.3) 0 0 0 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

  Thrombocytopenia 1 (33.3) 0 1 (33.3) 0 0 

Cardiac disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Tachycardia 1 (33.3) 1 (33.3) 0 0 0 

Gastrointestinal disorders      

  -Total 2 (66.7) 0 1 (33.3) 1 (33.3) 0 



  

  

5121 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nausea 2 (66.7) 0 2 (66.7) 0 0 

  Abdominal distension 1 (33.3) 0 1 (33.3) 0 0 

  Abdominal pain upper 1 (33.3) 1 (33.3) 0 0 0 

  Anal fissure 1 (33.3) 0 0 1 (33.3) 0 

  Anal fistula 1 (33.3) 0 0 1 (33.3) 0 

  Constipation 1 (33.3) 0 1 (33.3) 0 0 

  Gingival bleeding 1 (33.3) 1 (33.3) 0 0 0 

  Vomiting 1 (33.3) 1 (33.3) 0 0 0 

General disorders and administration site conditions      

  -Total 3 (100) 2 (66.7) 0 1 (33.3) 0 

  Pyrexia 3 (100) 2 (66.7) 0 1 (33.3) 0 

  Asthenia 1 (33.3) 1 (33.3) 0 0 0 

  Catheter site haemorrhage 1 (33.3) 0 0 1 (33.3) 0 

  Catheter site pain 1 (33.3) 1 (33.3) 0 0 0 

  Device related thrombosis 1 (33.3) 0 1 (33.3) 0 0 

  Face oedema 1 (33.3) 1 (33.3) 0 0 0 

  Fatigue 1 (33.3) 1 (33.3) 0 0 0 

  Pain 1 (33.3) 0 0 1 (33.3) 0 

Hepatobiliary disorders      



  

  

5122 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Hepatocellular injury 1 (33.3) 0 0 1 (33.3) 0 

Immune system disorders      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Cytokine release syndrome 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Allergy to immunoglobulin therapy 1 (33.3) 0 1 (33.3) 0 0 

Infections and infestations      

  -Total 3 (100) 0 1 (33.3) 2 (66.7) 0 

  Cystitis 1 (33.3) 0 1 (33.3) 0 0 

  Escherichia urinary tract infection 1 (33.3) 0 1 (33.3) 0 0 

  Gastrointestinal infection 1 (33.3) 0 0 1 (33.3) 0 

  Molluscum contagiosum 1 (33.3) 1 (33.3) 0 0 0 

  Nasopharyngitis 1 (33.3) 1 (33.3) 0 0 0 

  Oral candidiasis 1 (33.3) 0 1 (33.3) 0 0 

  Pneumonia 1 (33.3) 1 (33.3) 0 0 0 

  Pneumonia fungal 1 (33.3) 0 0 1 (33.3) 0 

  Pseudomembranous colitis 1 (33.3) 0 1 (33.3) 0 0 

  Staphylococcal infection 1 (33.3) 0 0 1 (33.3) 0 

Injury, poisoning and procedural complications      



  

  

5123 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Contusion 1 (33.3) 1 (33.3) 0 0 0 

  Splinter 1 (33.3) 1 (33.3) 0 0 0 

Investigations      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Blood creatinine increased 1 (33.3) 0 1 (33.3) 0 0 

  Clostridium test positive 1 (33.3) 0 1 (33.3) 0 0 

  Oxygen saturation decreased 1 (33.3) 0 0 1 (33.3) 0 

  Platelet count decreased 1 (33.3) 0 0 0 1 (33.3) 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Metabolism and nutrition disorders      

  -Total 2 (66.7) 0 0 2 (66.7) 0 

  Dehydration 1 (33.3) 0 0 1 (33.3) 0 

  Hyperglycaemia 1 (33.3) 1 (33.3) 0 0 0 

  Hypokalaemia 1 (33.3) 0 0 1 (33.3) 0 

  Iron overload 1 (33.3) 0 1 (33.3) 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 0 0 

  Arthralgia 1 (33.3) 0 1 (33.3) 0 0 



  

  

5124 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Myalgia 1 (33.3) 1 (33.3) 0 0 0 

  Osteoporosis 1 (33.3) 0 1 (33.3) 0 0 

Nervous system disorders      

  -Total 2 (66.7) 0 1 (33.3) 0 1 (33.3) 

  Encephalopathy 1 (33.3) 0 0 0 1 (33.3) 

  Headache 1 (33.3) 0 1 (33.3) 0 0 

  Neuralgia 1 (33.3) 0 1 (33.3) 0 0 

  Somnolence 1 (33.3) 0 0 1 (33.3) 0 

Psychiatric disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Anxiety 1 (33.3) 0 1 (33.3) 0 0 

  Insomnia 1 (33.3) 0 1 (33.3) 0 0 

  Restlessness 1 (33.3) 0 1 (33.3) 0 0 

Renal and urinary disorders      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Haematuria 1 (33.3) 1 (33.3) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 2 (66.7) 0 2 (66.7) 0 0 

  Cough 1 (33.3) 1 (33.3) 0 0 0 



  

  

5125 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Epistaxis 1 (33.3) 0 1 (33.3) 0 0 

  Haemoptysis 1 (33.3) 0 1 (33.3) 0 0 

  Pleural effusion 1 (33.3) 0 1 (33.3) 0 0 

  Pneumothorax 1 (33.3) 1 (33.3) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 0 0 

  Decubitus ulcer 1 (33.3) 0 1 (33.3) 0 0 

  Ingrowing nail 1 (33.3) 1 (33.3) 0 0 0 

  Rash 1 (33.3) 0 1 (33.3) 0 0 

Vascular disorders      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypertension 1 (33.3) 0 1 (33.3) 0 0 

  Pallor 1 (33.3) 1 (33.3) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received 

and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 



  

  

5126 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 173g => Adverse events (not disease related) at anyti me during the s tudy by pri mar y sys tem organ cl ass, pr eferred term, maxi mum CTC grade and Number of previ ous rel apses  (Enrolled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                           
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 173g 

Adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 7 (100) 0 1 (14.3) 2 (28.6) 4 (57.1) 

Blood and lymphatic system disorders      

  -Total 6 (85.7) 0 0 4 (57.1) 2 (28.6) 

  Neutropenia 5 (71.4) 0 0 3 (42.9) 2 (28.6) 

  Febrile neutropenia 2 (28.6) 0 0 2 (28.6) 0 

  Thrombocytopenia 2 (28.6) 0 1 (14.3) 0 1 (14.3) 

  Anaemia 1 (14.3) 0 0 1 (14.3) 0 

  Bone marrow failure 1 (14.3) 0 1 (14.3) 0 0 

  Coagulation factor deficiency 1 (14.3) 0 0 1 (14.3) 0 

  Leukocytosis 1 (14.3) 0 1 (14.3) 0 0 

  Leukopenia 1 (14.3) 0 0 0 1 (14.3) 

  Lymphopenia 1 (14.3) 0 0 1 (14.3) 0 

Cardiac disorders      



  

  

5128 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (42.9) 2 (28.6) 1 (14.3) 0 0 

  Tachycardia 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Atrioventricular block 1 (14.3) 1 (14.3) 0 0 0 

  Sinus bradycardia 1 (14.3) 1 (14.3) 0 0 0 

  Sinus tachycardia 1 (14.3) 1 (14.3) 0 0 0 

Congenital, familial and genetic disorders      

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Talipes 1 (14.3) 1 (14.3) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Ear pain 1 (14.3) 1 (14.3) 0 0 0 

Endocrine disorders      

  -Total 1 (14.3) 0 1 (14.3) 0 0 

  Adrenal insufficiency 1 (14.3) 0 1 (14.3) 0 0 

  Cushingoid 1 (14.3) 1 (14.3) 0 0 0 

  Inappropriate antidiuretic hormone secretion 1 (14.3) 1 (14.3) 0 0 0 

  Precocious puberty 1 (14.3) 1 (14.3) 0 0 0 

Eye disorders      

  -Total 2 (28.6) 1 (14.3) 0 1 (14.3) 0 



  

  

5129 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Amaurosis 1 (14.3) 0 0 1 (14.3) 0 

  Eye pain 1 (14.3) 1 (14.3) 0 0 0 

  Ocular hyperaemia 1 (14.3) 1 (14.3) 0 0 0 

  Optic atrophy 1 (14.3) 0 1 (14.3) 0 0 

  Visual impairment 1 (14.3) 1 (14.3) 0 0 0 

  Vitreous opacities 1 (14.3) 1 (14.3) 0 0 0 

Gastrointestinal disorders      

  -Total 5 (71.4) 0 2 (28.6) 3 (42.9) 0 

  Nausea 4 (57.1) 0 3 (42.9) 1 (14.3) 0 

  Constipation 3 (42.9) 1 (14.3) 1 (14.3) 1 (14.3) 0 

  Stomatitis 3 (42.9) 0 2 (28.6) 1 (14.3) 0 

  Vomiting 3 (42.9) 1 (14.3) 2 (28.6) 0 0 

  Abdominal pain 2 (28.6) 0 2 (28.6) 0 0 

  Diarrhoea 2 (28.6) 1 (14.3) 0 1 (14.3) 0 

  Abdominal distension 1 (14.3) 0 1 (14.3) 0 0 

  Abdominal pain upper 1 (14.3) 0 1 (14.3) 0 0 

  Dental caries 1 (14.3) 1 (14.3) 0 0 0 

  Dyspepsia 1 (14.3) 1 (14.3) 0 0 0 

  Flatulence 1 (14.3) 0 1 (14.3) 0 0 



  

  

5130 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gingival pruritus 1 (14.3) 1 (14.3) 0 0 0 

  Gingival swelling 1 (14.3) 0 1 (14.3) 0 0 

  Oral pain 1 (14.3) 0 1 (14.3) 0 0 

  Periodontal disease 1 (14.3) 1 (14.3) 0 0 0 

  Proctalgia 1 (14.3) 0 1 (14.3) 0 0 

General disorders and administration site conditions      

  -Total 7 (100) 0 4 (57.1) 2 (28.6) 1 (14.3) 

  Pyrexia 5 (71.4) 0 4 (57.1) 1 (14.3) 0 

  Mucosal inflammation 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Pain 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Face oedema 1 (14.3) 1 (14.3) 0 0 0 

  Facial pain 1 (14.3) 0 1 (14.3) 0 0 

  Fatigue 1 (14.3) 1 (14.3) 0 0 0 

  General physical health deterioration 1 (14.3) 0 1 (14.3) 0 0 

  Generalised oedema 1 (14.3) 0 1 (14.3) 0 0 

  Localised oedema 1 (14.3) 1 (14.3) 0 0 0 

  Malaise 1 (14.3) 0 1 (14.3) 0 0 

  Multiple organ dysfunction syndrome 1 (14.3) 0 0 0 1 (14.3) 

  Non-cardiac chest pain 1 (14.3) 0 1 (14.3) 0 0 



  

  

5131 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oedema 1 (14.3) 0 1 (14.3) 0 0 

  Puncture site haemorrhage 1 (14.3) 0 0 1 (14.3) 0 

  Puncture site pain 1 (14.3) 1 (14.3) 0 0 0 

  Vessel puncture site erythema 1 (14.3) 0 1 (14.3) 0 0 

  Vessel puncture site haematoma 1 (14.3) 1 (14.3) 0 0 0 

Hepatobiliary disorders      

  -Total 2 (28.6) 2 (28.6) 0 0 0 

  Hepatic steatosis 1 (14.3) 1 (14.3) 0 0 0 

  Hepatomegaly 1 (14.3) 1 (14.3) 0 0 0 

Immune system disorders      

  -Total 5 (71.4) 0 1 (14.3) 3 (42.9) 1 (14.3) 

  Cytokine release syndrome 5 (71.4) 1 (14.3) 2 (28.6) 1 (14.3) 1 (14.3) 

  Haemophagocytic lymphohistiocytosis 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Cell-mediated immune deficiency 1 (14.3) 0 0 1 (14.3) 0 

  Drug hypersensitivity 1 (14.3) 0 1 (14.3) 0 0 

  Hypogammaglobulinaemia 1 (14.3) 0 0 1 (14.3) 0 

Infections and infestations      

  -Total 4 (57.1) 0 0 3 (42.9) 1 (14.3) 

  Pneumonia 2 (28.6) 0 0 2 (28.6) 0 



  

  

5132 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alternaria infection 1 (14.3) 0 0 1 (14.3) 0 

  Aspergillus infection 1 (14.3) 0 0 1 (14.3) 0 

  Bacterial infection 1 (14.3) 0 0 1 (14.3) 0 

  Candida infection 1 (14.3) 0 0 1 (14.3) 0 

  Catheter site infection 1 (14.3) 0 1 (14.3) 0 0 

  Central nervous system infection 1 (14.3) 0 0 0 1 (14.3) 

  Cytomegalovirus infection 1 (14.3) 0 1 (14.3) 0 0 

  Enterococcal infection 1 (14.3) 0 0 1 (14.3) 0 

  Enterovirus infection 1 (14.3) 0 1 (14.3) 0 0 

  Infection 1 (14.3) 0 0 1 (14.3) 0 

  Mucosal infection 1 (14.3) 0 1 (14.3) 0 0 

  Nasopharyngitis 1 (14.3) 1 (14.3) 0 0 0 

  Oral candidiasis 1 (14.3) 0 0 1 (14.3) 0 

  Paronychia 1 (14.3) 0 1 (14.3) 0 0 

  Rash pustular 1 (14.3) 1 (14.3) 0 0 0 

  Rhinovirus infection 1 (14.3) 0 1 (14.3) 0 0 

  Sinusitis 1 (14.3) 0 0 1 (14.3) 0 

  Systemic infection 1 (14.3) 0 0 1 (14.3) 0 

  Upper respiratory tract infection 1 (14.3) 0 1 (14.3) 0 0 



  

  

5133 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Vascular device infection 1 (14.3) 0 0 1 (14.3) 0 

  Viral upper respiratory tract infection 1 (14.3) 0 1 (14.3) 0 0 

Injury, poisoning and procedural complications      

  -Total 4 (57.1) 1 (14.3) 1 (14.3) 2 (28.6) 0 

  Transfusion reaction 2 (28.6) 1 (14.3) 0 1 (14.3) 0 

  Contusion 1 (14.3) 1 (14.3) 0 0 0 

  Fall 1 (14.3) 1 (14.3) 0 0 0 

  Femoral neck fracture 1 (14.3) 0 1 (14.3) 0 0 

  Gastrostomy tube site complication 1 (14.3) 0 0 1 (14.3) 0 

  Skin abrasion 1 (14.3) 0 1 (14.3) 0 0 

Investigations      

  -Total 4 (57.1) 0 1 (14.3) 3 (42.9) 0 

  C-reactive protein increased 2 (28.6) 0 2 (28.6) 0 0 

  Immunoglobulins decreased 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Protein total decreased 2 (28.6) 0 2 (28.6) 0 0 

  Activated partial thromboplastin time shortened 1 (14.3) 0 1 (14.3) 0 0 

  Antithrombin iii decreased 1 (14.3) 0 1 (14.3) 0 0 

  Blood potassium decreased 1 (14.3) 0 1 (14.3) 0 0 

  Blood uric acid increased 1 (14.3) 0 1 (14.3) 0 0 



  

  

5134 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ejection fraction decreased 1 (14.3) 1 (14.3) 0 0 0 

  Electrocardiogram repolarisation abnormality 1 (14.3) 1 (14.3) 0 0 0 

  Haemoglobin decreased 1 (14.3) 0 0 1 (14.3) 0 

  Lymphocyte count decreased 1 (14.3) 0 0 1 (14.3) 0 

  Neutrophil count decreased 1 (14.3) 0 0 1 (14.3) 0 

  Urine output decreased 1 (14.3) 0 1 (14.3) 0 0 

  White blood cell count decreased 1 (14.3) 0 0 1 (14.3) 0 

Metabolism and nutrition disorders      

  -Total 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Hypokalaemia 2 (28.6) 0 1 (14.3) 1 (14.3) 0 

  Decreased appetite 1 (14.3) 0 1 (14.3) 0 0 

  Hyperglycaemia 1 (14.3) 0 0 1 (14.3) 0 

  Hyperkalaemia 1 (14.3) 1 (14.3) 0 0 0 

  Hypomagnesaemia 1 (14.3) 1 (14.3) 0 0 0 

  Hyponatraemia 1 (14.3) 0 1 (14.3) 0 0 

  Obesity 1 (14.3) 1 (14.3) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 5 (71.4) 1 (14.3) 3 (42.9) 1 (14.3) 0 

  Back pain 3 (42.9) 1 (14.3) 2 (28.6) 0 0 



  

  

5135 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain in extremity 3 (42.9) 1 (14.3) 2 (28.6) 0 0 

  Arthralgia 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Muscular weakness 1 (14.3) 0 0 1 (14.3) 0 

  Myalgia 1 (14.3) 0 1 (14.3) 0 0 

  Neck pain 1 (14.3) 0 0 1 (14.3) 0 

  Osteonecrosis 1 (14.3) 1 (14.3) 0 0 0 

  Osteopenia 1 (14.3) 1 (14.3) 0 0 0 

  Temporomandibular joint syndrome 1 (14.3) 1 (14.3) 0 0 0 

Nervous system disorders      

  -Total 6 (85.7) 1 (14.3) 3 (42.9) 2 (28.6) 0 

  Seizure 3 (42.9) 1 (14.3) 0 2 (28.6) 0 

  Headache 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Cerebral atrophy 1 (14.3) 1 (14.3) 0 0 0 

  Cerebral haemorrhage 1 (14.3) 1 (14.3) 0 0 0 

  Cerebral venous sinus thrombosis 1 (14.3) 0 1 (14.3) 0 0 

  Dysarthria 1 (14.3) 0 1 (14.3) 0 0 

  Facial paralysis 1 (14.3) 0 1 (14.3) 0 0 

  Lethargy 1 (14.3) 1 (14.3) 0 0 0 

  Leukoencephalopathy 1 (14.3) 1 (14.3) 0 0 0 



  

  

5136 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neurological decompensation 1 (14.3) 0 1 (14.3) 0 0 

  Neuropathy peripheral 1 (14.3) 0 1 (14.3) 0 0 

  Tremor 1 (14.3) 0 1 (14.3) 0 0 

Psychiatric disorders      

  -Total 1 (14.3) 0 1 (14.3) 0 0 

  Agitation 1 (14.3) 0 1 (14.3) 0 0 

Renal and urinary disorders      

  -Total 3 (42.9) 0 2 (28.6) 1 (14.3) 0 

  Urinary tract disorder 2 (28.6) 0 2 (28.6) 0 0 

  Haematuria 1 (14.3) 0 0 1 (14.3) 0 

  Nephropathy 1 (14.3) 1 (14.3) 0 0 0 

  Proteinuria 1 (14.3) 0 1 (14.3) 0 0 

  Urinary retention 1 (14.3) 0 1 (14.3) 0 0 

Reproductive system and breast disorders      

  -Total 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Penile erythema 1 (14.3) 1 (14.3) 0 0 0 

  Perineal pain 1 (14.3) 1 (14.3) 0 0 0 

  Vulvovaginal pain 1 (14.3) 0 1 (14.3) 0 0 

Respiratory, thoracic and mediastinal disorders      



  

  

5137 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (42.9) 1 (14.3) 1 (14.3) 1 (14.3) 0 

  Cough 2 (28.6) 2 (28.6) 0 0 0 

  Dyspnoea 2 (28.6) 0 2 (28.6) 0 0 

  Epistaxis 2 (28.6) 2 (28.6) 0 0 0 

  Oropharyngeal pain 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Hypoxia 1 (14.3) 0 0 1 (14.3) 0 

  Nasal congestion 1 (14.3) 1 (14.3) 0 0 0 

  Nasal septum perforation 1 (14.3) 0 1 (14.3) 0 0 

  Productive cough 1 (14.3) 1 (14.3) 0 0 0 

  Rhinalgia 1 (14.3) 1 (14.3) 0 0 0 

  Rhinorrhoea 1 (14.3) 0 1 (14.3) 0 0 

  Sinus pain 1 (14.3) 1 (14.3) 0 0 0 

  Tachypnoea 1 (14.3) 0 1 (14.3) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 5 (71.4) 4 (57.1) 1 (14.3) 0 0 

  Rash 3 (42.9) 3 (42.9) 0 0 0 

  Erythema 2 (28.6) 2 (28.6) 0 0 0 

  Pruritus 2 (28.6) 1 (14.3) 1 (14.3) 0 0 

  Dermatitis acneiform 1 (14.3) 1 (14.3) 0 0 0 



  

  

5138 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dermatitis bullous 1 (14.3) 1 (14.3) 0 0 0 

  Petechiae 1 (14.3) 1 (14.3) 0 0 0 

  Skin ulcer 1 (14.3) 1 (14.3) 0 0 0 

Vascular disorders      

  -Total 6 (85.7) 1 (14.3) 3 (42.9) 2 (28.6) 0 

  Hypertension 4 (57.1) 0 2 (28.6) 2 (28.6) 0 

  Embolism 1 (14.3) 0 1 (14.3) 0 0 

  Flushing 1 (14.3) 1 (14.3) 0 0 0 

  Hot flush 1 (14.3) 1 (14.3) 0 0 0 

  Vascular occlusion 1 (14.3) 1 (14.3) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received 

and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t173_gd_b2001x.sas@@/main/1 25JUN21:17:38                                        Final 
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5141 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 173g 

Adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 32 (100) 0 4 (12.5) 12 (37.5) 16 (50.0) 

Blood and lymphatic system disorders      

  -Total 19 (59.4) 0 2 (6.3 ) 14 (43.8) 3 (9.4 ) 

  Anaemia 8 (25.0) 0 2 (6.3 ) 6 (18.8) 0 

  Febrile neutropenia 8 (25.0) 0 0 8 (25.0) 0 

  Thrombocytopenia 6 (18.8) 0 1 (3.1 ) 2 (6.3 ) 3 (9.4 ) 

  Neutropenia 4 (12.5) 0 1 (3.1 ) 3 (9.4 ) 0 

  Bone marrow failure 3 (9.4 ) 0 0 3 (9.4 ) 0 

  B-cell aplasia 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Disseminated intravascular coagulation 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Febrile bone marrow aplasia 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Leukopenia 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Lymphopenia 1 (3.1 ) 0 0 1 (3.1 ) 0 



  

  

5142 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pancytopenia 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Splenomegaly 1 (3.1 ) 1 (3.1 ) 0 0 0 

Cardiac disorders      

  -Total 9 (28.1) 4 (12.5) 3 (9.4 ) 1 (3.1 ) 1 (3.1 ) 

  Tachycardia 4 (12.5) 2 (6.3 ) 2 (6.3 ) 0 0 

  Sinus bradycardia 3 (9.4 ) 3 (9.4 ) 0 0 0 

  Sinus tachycardia 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Aortic valve disease 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Cardiac hypertrophy 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Coronary artery dilatation 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Left ventricular dysfunction 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Mitral valve disease 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Pericardial effusion 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Pericarditis 1 (3.1 ) 0 1 (3.1 ) 0 0 

Congenital, familial and genetic disorders      

  -Total 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Glucose-6-phosphate dehydrogenase deficiency 1 (3.1 ) 1 (3.1 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 1 (3.1 ) 0 1 (3.1 ) 0 0 



  

  

5143 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Ear pain 1 (3.1 ) 0 1 (3.1 ) 0 0 

Endocrine disorders      

  -Total 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Hypothyroidism 1 (3.1 ) 0 1 (3.1 ) 0 0 

Eye disorders      

  -Total 4 (12.5) 3 (9.4 ) 1 (3.1 ) 0 0 

  Blepharospasm 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Blindness unilateral 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Conjunctival haemorrhage 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Erythema of eyelid 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Eye pain 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Lacrimation increased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Periorbital disorder 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Vision blurred 1 (3.1 ) 1 (3.1 ) 0 0 0 

Gastrointestinal disorders      

  -Total 26 (81.3) 9 (28.1) 12 (37.5) 4 (12.5) 1 (3.1 ) 

  Diarrhoea 10 (31.3) 5 (15.6) 4 (12.5) 1 (3.1 ) 0 

  Nausea 10 (31.3) 6 (18.8) 4 (12.5) 0 0 

  Vomiting 9 (28.1) 7 (21.9) 2 (6.3 ) 0 0 



  

  

5144 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Stomatitis 8 (25.0) 4 (12.5) 2 (6.3 ) 2 (6.3 ) 0 

  Abdominal pain 5 (15.6) 1 (3.1 ) 3 (9.4 ) 1 (3.1 ) 0 

  Constipation 5 (15.6) 2 (6.3 ) 3 (9.4 ) 0 0 

  Dental caries 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Gingival bleeding 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Abdominal pain upper 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Hypoaesthesia oral 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Paraesthesia oral 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Rectal haemorrhage 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Abdominal distension 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Abdominal pain lower 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Anal fissure 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Anal incontinence 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Anal inflammation 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Aphthous ulcer 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Ascites 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Gastrointestinal haemorrhage 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Gastrointestinal motility disorder 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Lip haemorrhage 1 (3.1 ) 1 (3.1 ) 0 0 0 



  

  

5145 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lip swelling 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Oral mucosal erythema 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Oral pain 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Pancreatitis acute 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Pancreatitis chronic 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Subileus 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Toothache 1 (3.1 ) 0 1 (3.1 ) 0 0 

General disorders and administration site conditions      

  -Total 26 (81.3) 12 (37.5) 10 (31.3) 4 (12.5) 0 

  Pyrexia 19 (59.4) 8 (25.0) 8 (25.0) 3 (9.4 ) 0 

  Fatigue 6 (18.8) 2 (6.3 ) 4 (12.5) 0 0 

  Oedema peripheral 4 (12.5) 3 (9.4 ) 1 (3.1 ) 0 0 

  Catheter site pain 3 (9.4 ) 3 (9.4 ) 0 0 0 

  Pain 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Chills 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Face oedema 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Gait disturbance 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Malaise 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Axillary pain 1 (3.1 ) 0 1 (3.1 ) 0 0 



  

  

5146 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Catheter site erythema 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Drug withdrawal syndrome 1 (3.1 ) 0 0 1 (3.1 ) 0 

  General physical health deterioration 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Injection site reaction 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Localised oedema 1 (3.1 ) 0 1 (3.1 ) 0 0 

Hepatobiliary disorders      

  -Total 6 (18.8) 1 (3.1 ) 1 (3.1 ) 3 (9.4 ) 1 (3.1 ) 

  Hepatocellular injury 2 (6.3 ) 0 0 2 (6.3 ) 0 

  Cholestasis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Hepatic failure 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Hepatomegaly 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hepatosplenomegaly 1 (3.1 ) 0 0 0 1 (3.1 ) 

Immune system disorders      

  -Total 21 (65.6) 4 (12.5) 8 (25.0) 6 (18.8) 3 (9.4 ) 

  Cytokine release syndrome 17 (53.1) 5 (15.6) 3 (9.4 ) 6 (18.8) 3 (9.4 ) 

  Hypogammaglobulinaemia 8 (25.0) 3 (9.4 ) 5 (15.6) 0 0 

  Allergy to immunoglobulin therapy 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Drug hypersensitivity 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Haemophagocytic lymphohistiocytosis 1 (3.1 ) 0 0 1 (3.1 ) 0 



  

  

5147 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations      

  -Total 23 (71.9) 2 (6.3 ) 3 (9.4 ) 15 (46.9) 3 (9.4 ) 

  Device related infection 5 (15.6) 0 1 (3.1 ) 4 (12.5) 0 

  Bacterial infection 4 (12.5) 0 3 (9.4 ) 1 (3.1 ) 0 

  Nasopharyngitis 4 (12.5) 4 (12.5) 0 0 0 

  Sepsis 3 (9.4 ) 0 0 2 (6.3 ) 1 (3.1 ) 

  Cellulitis 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Herpes zoster 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Oral herpes 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Otitis media 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Rash pustular 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Respiratory syncytial virus infection 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Rhinitis 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Septic shock 2 (6.3 ) 0 0 1 (3.1 ) 1 (3.1 ) 

  Sinusitis 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Staphylococcal infection 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Aspergillus infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Atypical pneumonia 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Bacteraemia 1 (3.1 ) 0 0 1 (3.1 ) 0 



  

  

5148 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacterial pyelonephritis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Body tinea 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Bronchopulmonary aspergillosis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Candida infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Cellulitis orbital 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Clostridium difficile infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Conjunctivitis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Enterococcal sepsis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Enterovirus infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Escherichia sepsis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Folliculitis 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Fungal infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Gastroenteritis 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Gastrointestinal infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Human herpesvirus 6 infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Influenza 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Meningitis aseptic 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Molluscum contagiosum 1 (3.1 ) 1 (3.1 ) 0 0 0 



  

  

5149 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nail infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Neutropenic infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Otitis externa 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Parainfluenzae virus infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Paronychia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Parotitis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Parvovirus b19 infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Periorbital cellulitis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Pneumonia 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Pneumonia viral 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Post procedural infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Pseudomonas infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Rhinovirus infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Rotavirus infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Skin infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Upper respiratory tract infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Urinary tract infection viral 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Varicella 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Vascular device infection 1 (3.1 ) 0 0 1 (3.1 ) 0 



  

  

5150 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Viral upper respiratory tract infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Vulvitis 1 (3.1 ) 0 1 (3.1 ) 0 0 

Injury, poisoning and procedural complications      

  -Total 7 (21.9) 2 (6.3 ) 4 (12.5) 1 (3.1 ) 0 

  Allergic transfusion reaction 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Contusion 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Eye contusion 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Fall 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Procedural pain 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Subcutaneous haematoma 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Toxicity to various agents 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Transfusion related complication 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Vascular access site occlusion 1 (3.1 ) 1 (3.1 ) 0 0 0 

Investigations      

  -Total 16 (50.0) 3 (9.4 ) 0 3 (9.4 ) 10 (31.3) 

  White blood cell count decreased 7 (21.9) 0 0 1 (3.1 ) 6 (18.8) 

  Platelet count decreased 6 (18.8) 0 0 2 (6.3 ) 4 (12.5) 

  Lymphocyte count decreased 4 (12.5) 1 (3.1 ) 0 2 (6.3 ) 1 (3.1 ) 

  Neutrophil count decreased 4 (12.5) 0 0 0 4 (12.5) 



  

  

5151 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Serum ferritin increased 4 (12.5) 3 (9.4 ) 1 (3.1 ) 0 0 

  Weight decreased 4 (12.5) 2 (6.3 ) 2 (6.3 ) 0 0 

  Alanine aminotransferase increased 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 0 0 

  Aspartate aminotransferase increased 3 (9.4 ) 2 (6.3 ) 0 1 (3.1 ) 0 

  Blood bilirubin increased 3 (9.4 ) 1 (3.1 ) 0 1 (3.1 ) 1 (3.1 ) 

  Gamma-glutamyltransferase increased 3 (9.4 ) 1 (3.1 ) 1 (3.1 ) 1 (3.1 ) 0 

  Activated partial thromboplastin time prolonged 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Blood alkaline phosphatase increased 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Blood creatinine increased 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Blood fibrinogen decreased 2 (6.3 ) 0 2 (6.3 ) 0 0 

  C-reactive protein increased 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Lipase increased 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Ammonia increased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Amylase increased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Blood fibrinogen increased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Blood lactate dehydrogenase increased 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Blood magnesium increased 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Blood urea decreased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Blood urine present 1 (3.1 ) 0 1 (3.1 ) 0 0 



  

  

5152 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cardiac murmur 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Chest x-ray abnormal 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Chlamydia test positive 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Human rhinovirus test positive 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Immunoglobulins decreased 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Monocyte count decreased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Oxygen saturation decreased 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Prothrombin time prolonged 1 (3.1 ) 1 (3.1 ) 0 0 0 

Metabolism and nutrition disorders      

  -Total 17 (53.1) 6 (18.8) 4 (12.5) 7 (21.9) 0 

  Hypokalaemia 9 (28.1) 4 (12.5) 1 (3.1 ) 4 (12.5) 0 

  Decreased appetite 7 (21.9) 6 (18.8) 0 1 (3.1 ) 0 

  Hypophosphataemia 7 (21.9) 4 (12.5) 1 (3.1 ) 2 (6.3 ) 0 

  Hypocalcaemia 6 (18.8) 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 0 

  Dehydration 3 (9.4 ) 1 (3.1 ) 1 (3.1 ) 1 (3.1 ) 0 

  Hypoalbuminaemia 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 0 0 

  Hypomagnesaemia 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 0 0 

  Fluid overload 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Hyperkalaemia 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 



  

  

5153 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypernatraemia 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Hyperuricaemia 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Fluid retention 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hypercalcaemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hyperferritinaemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hyperglycaemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hyperphosphataemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hypertriglyceridaemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hypoglycaemia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Vitamin d deficiency 1 (3.1 ) 1 (3.1 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 10 (31.3) 2 (6.3 ) 5 (15.6) 3 (9.4 ) 0 

  Pain in extremity 6 (18.8) 2 (6.3 ) 4 (12.5) 0 0 

  Arthralgia 4 (12.5) 0 3 (9.4 ) 1 (3.1 ) 0 

  Back pain 3 (9.4 ) 1 (3.1 ) 1 (3.1 ) 1 (3.1 ) 0 

  Bone pain 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 0 0 

  Joint effusion 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Joint stiffness 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Myalgia 1 (3.1 ) 1 (3.1 ) 0 0 0 



  

  

5154 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pain in jaw 1 (3.1 ) 1 (3.1 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

     

  -Total 4 (12.5) 0 1 (3.1 ) 0 3 (9.4 ) 

  Acute lymphocytic leukaemia recurrent 1 (3.1 ) 0 0 0 1 (3.1 ) 

  B precursor type acute leukaemia 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Leukaemia 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Malignant neoplasm progression 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Neoplasm of orbit 1 (3.1 ) 0 0 0 1 (3.1 ) 

Nervous system disorders      

  -Total 18 (56.3) 2 (6.3 ) 8 (25.0) 8 (25.0) 0 

  Headache 10 (31.3) 2 (6.3 ) 6 (18.8) 2 (6.3 ) 0 

  Dizziness 3 (9.4 ) 3 (9.4 ) 0 0 0 

  Seizure 3 (9.4 ) 0 2 (6.3 ) 1 (3.1 ) 0 

  Somnolence 3 (9.4 ) 1 (3.1 ) 0 2 (6.3 ) 0 

  Dyskinesia 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Neuralgia 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Tremor 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Cranial nerve disorder 1 (3.1 ) 0 1 (3.1 ) 0 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Head discomfort 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hemiparesis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Hypoaesthesia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Intracranial pressure increased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Neurological symptom 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Paraesthesia 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Peripheral sensory neuropathy 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Posterior reversible encephalopathy syndrome 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Status epilepticus 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Subdural hygroma 1 (3.1 ) 0 1 (3.1 ) 0 0 

Psychiatric disorders      

  -Total 8 (25.0) 2 (6.3 ) 5 (15.6) 1 (3.1 ) 0 

  Anxiety 3 (9.4 ) 0 3 (9.4 ) 0 0 

  Agitation 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Insomnia 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Irritability 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Confusional state 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Delirium 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Depression 1 (3.1 ) 0 0 1 (3.1 ) 0 



  

  

5156 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Renal and urinary disorders      

  -Total 9 (28.1) 5 (15.6) 2 (6.3 ) 2 (6.3 ) 0 

  Haematuria 5 (15.6) 3 (9.4 ) 1 (3.1 ) 1 (3.1 ) 0 

  Dysuria 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Acute kidney injury 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Haemoglobinuria 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Renal impairment 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Urinary incontinence 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Urinary retention 1 (3.1 ) 0 1 (3.1 ) 0 0 

Reproductive system and breast disorders      

  -Total 5 (15.6) 4 (12.5) 0 1 (3.1 ) 0 

  Metrorrhagia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Ovarian failure 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Perineal rash 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Vulvovaginal dryness 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Vulvovaginal pruritus 1 (3.1 ) 1 (3.1 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 14 (43.8) 6 (18.8) 4 (12.5) 4 (12.5) 0 

  Cough 7 (21.9) 5 (15.6) 2 (6.3 ) 0 0 



  

  

5157 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Epistaxis 5 (15.6) 3 (9.4 ) 1 (3.1 ) 1 (3.1 ) 0 

  Hypoxia 5 (15.6) 3 (9.4 ) 0 2 (6.3 ) 0 

  Oropharyngeal pain 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Rhinorrhoea 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Tachypnoea 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Atelectasis 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Dyspnoea 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Increased upper airway secretion 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Lung disorder 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Nasal congestion 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Pharyngeal erythema 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Pleural effusion 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Pneumonitis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Wheezing 1 (3.1 ) 0 1 (3.1 ) 0 0 

Skin and subcutaneous tissue disorders      

  -Total 14 (43.8) 9 (28.1) 4 (12.5) 1 (3.1 ) 0 

  Rash 5 (15.6) 4 (12.5) 1 (3.1 ) 0 0 

  Erythema 4 (12.5) 4 (12.5) 0 0 0 

  Ingrowing nail 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 0 0 



  

  

5158 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dry skin 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Petechiae 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Toxic skin eruption 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Alopecia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Dermatitis 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Hyperhidrosis 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Papule 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Pruritus 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Skin lesion 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Skin ulcer 1 (3.1 ) 1 (3.1 ) 0 0 0 

Vascular disorders      

  -Total 11 (34.4) 6 (18.8) 2 (6.3 ) 3 (9.4 ) 0 

  Hypertension 6 (18.8) 4 (12.5) 2 (6.3 ) 0 0 

  Hypotension 5 (15.6) 3 (9.4 ) 0 2 (6.3 ) 0 

  Jugular vein thrombosis 1 (3.1 ) 0 0 1 (3.1 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received 

and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 



  

  

5159 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 173g 

Adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 22 (100) 0 1 (4.5 ) 6 (27.3) 15 (68.2) 

Blood and lymphatic system disorders      

  -Total 16 (72.7) 1 (4.5 ) 1 (4.5 ) 8 (36.4) 6 (27.3) 

  Anaemia 9 (40.9) 0 1 (4.5 ) 8 (36.4) 0 

  Febrile neutropenia 8 (36.4) 1 (4.5 ) 0 6 (27.3) 1 (4.5 ) 

  Neutropenia 8 (36.4) 2 (9.1 ) 0 1 (4.5 ) 5 (22.7) 

  Thrombocytopenia 3 (13.6) 0 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 

  Bone marrow failure 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Disseminated intravascular coagulation 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Lymphadenopathy 1 (4.5 ) 0 1 (4.5 ) 0 0 

Cardiac disorders      

  -Total 7 (31.8) 4 (18.2) 1 (4.5 ) 2 (9.1 ) 0 



  

  

5161 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tachycardia 4 (18.2) 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 

  Sinus tachycardia 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Bradycardia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Bundle branch block left 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Cardiac discomfort 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Left ventricular dysfunction 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Pericardial effusion 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Sinus bradycardia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Ear and labyrinth disorders      

  -Total 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Ear pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Vertigo 1 (4.5 ) 0 0 1 (4.5 ) 0 

Endocrine disorders      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Cushingoid 1 (4.5 ) 1 (4.5 ) 0 0 0 

Eye disorders      

  -Total 5 (22.7) 3 (13.6) 2 (9.1 ) 0 0 

  Astigmatism 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Blepharitis 1 (4.5 ) 1 (4.5 ) 0 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Conjunctival haemorrhage 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Diplopia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Dry eye 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Eye pruritus 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hypermetropia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ocular hyperaemia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Ocular hypertension 1 (4.5 ) 0 1 (4.5 ) 0 0 

Gastrointestinal disorders      

  -Total 16 (72.7) 3 (13.6) 8 (36.4) 5 (22.7) 0 

  Nausea 11 (50.0) 5 (22.7) 5 (22.7) 1 (4.5 ) 0 

  Constipation 8 (36.4) 6 (27.3) 2 (9.1 ) 0 0 

  Stomatitis 6 (27.3) 1 (4.5 ) 3 (13.6) 2 (9.1 ) 0 

  Vomiting 6 (27.3) 5 (22.7) 1 (4.5 ) 0 0 

  Abdominal distension 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Abdominal pain 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Diarrhoea 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Anal fissure 3 (13.6) 0 2 (9.1 ) 1 (4.5 ) 0 

  Anal fistula 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Lip dry 2 (9.1 ) 2 (9.1 ) 0 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oral pain 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Proctalgia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Abdominal discomfort 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Abdominal pain upper 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Abdominal tenderness 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Anal haemorrhage 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Anal pruritus 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Dental caries 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Dyspepsia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Gingival bleeding 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hyperaesthesia teeth 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Mouth ulceration 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Neutropenic colitis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Rectal ulcer 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Retching 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Tooth loss 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Upper gastrointestinal haemorrhage 1 (4.5 ) 1 (4.5 ) 0 0 0 

General disorders and administration site conditions      

  -Total 17 (77.3) 5 (22.7) 7 (31.8) 5 (22.7) 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 15 (68.2) 4 (18.2) 6 (27.3) 5 (22.7) 0 

  Fatigue 6 (27.3) 4 (18.2) 2 (9.1 ) 0 0 

  Asthenia 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Catheter site erythema 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Catheter site haemorrhage 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Catheter site pain 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Face oedema 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Malaise 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Oedema peripheral 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Pain 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Chills 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Facial pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Generalised oedema 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Localised oedema 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Non-cardiac chest pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

Hepatobiliary disorders      

  -Total 5 (22.7) 2 (9.1 ) 0 2 (9.1 ) 1 (4.5 ) 

  Hepatocellular injury 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Gallbladder oedema 1 (4.5 ) 1 (4.5 ) 0 0 0 



  

  

5165 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hepatotoxicity 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Jaundice 1 (4.5 ) 1 (4.5 ) 0 0 0 

Immune system disorders      

  -Total 18 (81.8) 3 (13.6) 4 (18.2) 4 (18.2) 7 (31.8) 

  Cytokine release syndrome 16 (72.7) 5 (22.7) 2 (9.1 ) 2 (9.1 ) 7 (31.8) 

  Hypogammaglobulinaemia 7 (31.8) 3 (13.6) 3 (13.6) 1 (4.5 ) 0 

  Drug hypersensitivity 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Allergy to immunoglobulin therapy 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Haemophagocytic lymphohistiocytosis 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Anaphylactic reaction 1 (4.5 ) 0 0 1 (4.5 ) 0 

Infections and infestations      

  -Total 19 (86.4) 1 (4.5 ) 3 (13.6) 11 (50.0) 4 (18.2) 

  Pneumonia 4 (18.2) 1 (4.5 ) 1 (4.5 ) 2 (9.1 ) 0 

  Rhinitis 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Upper respiratory tract infection 4 (18.2) 1 (4.5 ) 3 (13.6) 0 0 

  Nasopharyngitis 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Bronchopulmonary aspergillosis 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Device related infection 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Herpes zoster 2 (9.1 ) 0 2 (9.1 ) 0 0 



  

  

5166 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutropenic infection 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Urinary tract infection 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Anal fistula infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Candida infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Cellulitis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Central nervous system infection 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Cerebral fungal infection 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Clostridium difficile infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Conjunctivitis viral 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Croup infectious 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterovirus infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Escherichia bacteraemia 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Gastroenteritis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Helminthic infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Herpes simplex 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Influenza 1 (4.5 ) 0 0 1 (4.5 ) 0 



  

  

5167 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Laryngitis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Listeria sepsis 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Oral candidiasis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oral herpes 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oral infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Otitis externa 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Paronychia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Parotitis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Periorbital cellulitis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Pharyngitis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pneumonia fungal 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Rash pustular 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Respiratory tract infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rhinovirus infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Sepsis 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Septic shock 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Staphylococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Staphylococcal infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Streptococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 



  

  

5168 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tonsillitis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Tooth abscess 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Urinary tract infection viral 1 (4.5 ) 0 1 (4.5 ) 0 0 

Injury, poisoning and procedural complications      

  -Total 8 (36.4) 4 (18.2) 3 (13.6) 1 (4.5 ) 0 

  Contusion 4 (18.2) 4 (18.2) 0 0 0 

  Allergic transfusion reaction 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Delayed serologic transfusion reaction 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Fall 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Infusion related reaction 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Ligament sprain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Post procedural haemorrhage 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Procedural pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Splinter 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Stoma site erythema 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Stoma site haemorrhage 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Thermal burn 1 (4.5 ) 0 1 (4.5 ) 0 0 

Investigations      

  -Total 15 (68.2) 2 (9.1 ) 1 (4.5 ) 3 (13.6) 9 (40.9) 



  

  

5169 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased 8 (36.4) 0 0 0 8 (36.4) 

  Neutrophil count decreased 7 (31.8) 0 0 0 7 (31.8) 

  White blood cell count decreased 6 (27.3) 0 0 0 6 (27.3) 

  Alanine aminotransferase increased 3 (13.6) 0 0 3 (13.6) 0 

  Blood fibrinogen decreased 3 (13.6) 0 0 3 (13.6) 0 

  Aspartate aminotransferase increased 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  C-reactive protein increased 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Immunoglobulins decreased 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Lymphocyte count decreased 2 (9.1 ) 0 0 1 (4.5 ) 1 (4.5 ) 

  Prothrombin time prolonged 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Antithrombin iii decreased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Blood creatine phosphokinase increased 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Blood creatinine increased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Blood pressure increased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Blood uric acid increased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Electrocardiogram qt prolonged 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Heart sounds abnormal 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Influenza a virus test positive 1 (4.5 ) 0 1 (4.5 ) 0 0 

  International normalised ratio increased 1 (4.5 ) 1 (4.5 ) 0 0 0 



  

  

5170 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oxygen saturation decreased 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Urine output decreased 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Vitamin d decreased 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Weight decreased 1 (4.5 ) 0 1 (4.5 ) 0 0 

Metabolism and nutrition disorders      

  -Total 12 (54.5) 3 (13.6) 4 (18.2) 3 (13.6) 2 (9.1 ) 

  Hyperuricaemia 6 (27.3) 6 (27.3) 0 0 0 

  Hypokalaemia 6 (27.3) 2 (9.1 ) 0 4 (18.2) 0 

  Hypophosphataemia 5 (22.7) 2 (9.1 ) 1 (4.5 ) 2 (9.1 ) 0 

  Hypomagnesaemia 4 (18.2) 4 (18.2) 0 0 0 

  Hypoalbuminaemia 3 (13.6) 0 3 (13.6) 0 0 

  Hypocalcaemia 3 (13.6) 0 1 (4.5 ) 0 2 (9.1 ) 

  Decreased appetite 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Hyperglycaemia 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Tumour lysis syndrome 2 (9.1 ) 0 0 1 (4.5 ) 1 (4.5 ) 

  Fluid overload 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Fluid retention 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hyperferritinaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hyperkalaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 



  

  

5171 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyponatraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Iron overload 1 (4.5 ) 0 1 (4.5 ) 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 11 (50.0) 5 (22.7) 6 (27.3) 0 0 

  Myalgia 6 (27.3) 6 (27.3) 0 0 0 

  Arthralgia 4 (18.2) 0 4 (18.2) 0 0 

  Muscular weakness 4 (18.2) 2 (9.1 ) 2 (9.1 ) 0 0 

  Pain in extremity 4 (18.2) 2 (9.1 ) 2 (9.1 ) 0 0 

  Back pain 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Bone pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Neck pain 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Osteopenia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Neoplasms benign, malignant and unspecified (incl cysts and 
polyps) 

     

  -Total 3 (13.6) 0 0 2 (9.1 ) 1 (4.5 ) 

  Acute lymphocytic leukaemia recurrent 2 (9.1 ) 0 0 1 (4.5 ) 1 (4.5 ) 

  Neoplasm progression 1 (4.5 ) 0 0 1 (4.5 ) 0 

Nervous system disorders      

  -Total 13 (59.1) 4 (18.2) 5 (22.7) 4 (18.2) 0 



  

  

5172 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Headache 9 (40.9) 5 (22.7) 3 (13.6) 1 (4.5 ) 0 

  Seizure 4 (18.2) 1 (4.5 ) 2 (9.1 ) 1 (4.5 ) 0 

  Depressed level of consciousness 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Encephalopathy 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Intention tremor 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Lethargy 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Tremor 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Hyperkinesia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Nervous system disorder 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Neuropathy peripheral 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Partial seizures 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Peripheral motor neuropathy 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Somnolence 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Speech disorder 1 (4.5 ) 0 1 (4.5 ) 0 0 

Product issues      

  -Total 2 (9.1 ) 0 1 (4.5 ) 0 1 (4.5 ) 

  Device occlusion 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Manufacturing product shipping issue 1 (4.5 ) 0 0 0 1 (4.5 ) 

Psychiatric disorders      



  

  

5173 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 10 (45.5) 7 (31.8) 1 (4.5 ) 2 (9.1 ) 0 

  Insomnia 3 (13.6) 3 (13.6) 0 0 0 

  Agitation 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Anxiety 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Confusional state 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Disorientation 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Abnormal behaviour 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Delirium 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hallucination 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Initial insomnia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Renal and urinary disorders      

  -Total 8 (36.4) 3 (13.6) 2 (9.1 ) 2 (9.1 ) 1 (4.5 ) 

  Haematuria 4 (18.2) 4 (18.2) 0 0 0 

  Acute kidney injury 3 (13.6) 0 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 

  Dysuria 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Polyuria 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Proteinuria 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Renal impairment 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Urinary incontinence 1 (4.5 ) 1 (4.5 ) 0 0 0 



  

  

5174 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urinary retention 1 (4.5 ) 1 (4.5 ) 0 0 0 

Reproductive system and breast disorders      

  -Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Penile pain 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Scrotal oedema 1 (4.5 ) 1 (4.5 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 11 (50.0) 2 (9.1 ) 6 (27.3) 2 (9.1 ) 1 (4.5 ) 

  Cough 8 (36.4) 5 (22.7) 3 (13.6) 0 0 

  Epistaxis 5 (22.7) 2 (9.1 ) 3 (13.6) 0 0 

  Hypoxia 3 (13.6) 0 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 

  Oropharyngeal pain 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Nasal congestion 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Pleural effusion 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Tachypnoea 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Apnoea 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Dyspnoea exertional 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Haemoptysis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Orthopnoea 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Pharyngeal erythema 1 (4.5 ) 0 1 (4.5 ) 0 0 



  

  

5175 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumothorax 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rhinorrhoea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Rhonchi 1 (4.5 ) 1 (4.5 ) 0 0 0 

Skin and subcutaneous tissue disorders      

  -Total 14 (63.6) 9 (40.9) 3 (13.6) 2 (9.1 ) 0 

  Rash 6 (27.3) 4 (18.2) 1 (4.5 ) 1 (4.5 ) 0 

  Dry skin 4 (18.2) 4 (18.2) 0 0 0 

  Pruritus 4 (18.2) 4 (18.2) 0 0 0 

  Petechiae 3 (13.6) 3 (13.6) 0 0 0 

  Urticaria 3 (13.6) 1 (4.5 ) 2 (9.1 ) 0 0 

  Alopecia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Eczema 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Ingrowing nail 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Papule 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rash maculo-papular 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Skin discolouration 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Skin exfoliation 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Skin oedema 1 (4.5 ) 1 (4.5 ) 0 0 0 

Vascular disorders      



  

  

5176 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 8 (36.4) 1 (4.5 ) 5 (22.7) 1 (4.5 ) 1 (4.5 ) 

  Hypertension 4 (18.2) 1 (4.5 ) 3 (13.6) 0 0 

  Hypotension 4 (18.2) 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 

  Pallor 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Lymphoedema 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Venous thrombosis limb 1 (4.5 ) 0 1 (4.5 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received 

and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t173_gd_b2001x.sas@@/main/1 25JUN21:17:38                                        Final 

 
  



  

  

5177 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 173g 

Adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 13 (100) 0 0 0 13 (100) 

Blood and lymphatic system disorders      

  -Total 12 (92.3) 2 (15.4) 2 (15.4) 5 (38.5) 3 (23.1) 

  Anaemia 7 (53.8) 2 (15.4) 2 (15.4) 3 (23.1) 0 

  Febrile neutropenia 3 (23.1) 0 1 (7.7 ) 2 (15.4) 0 

  Thrombocytopenia 3 (23.1) 0 0 1 (7.7 ) 2 (15.4) 

  Leukopenia 2 (15.4) 0 0 0 2 (15.4) 

  Neutropenia 2 (15.4) 0 0 0 2 (15.4) 

  B-cell aplasia 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Bone marrow failure 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Splenomegaly 1 (7.7 ) 1 (7.7 ) 0 0 0 

Cardiac disorders      



  

  

5178 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (23.1) 2 (15.4) 1 (7.7 ) 0 0 

  Bradycardia 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Diastolic dysfunction 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Sinus bradycardia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Tachycardia 1 (7.7 ) 1 (7.7 ) 0 0 0 

Endocrine disorders      

  -Total 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Hypercalcaemia of malignancy 1 (7.7 ) 0 0 0 1 (7.7 ) 

Eye disorders      

  -Total 3 (23.1) 1 (7.7 ) 1 (7.7 ) 1 (7.7 ) 0 

  Conjunctivitis allergic 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Dry eye 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Keratitis 1 (7.7 ) 0 0 1 (7.7 ) 0 

Gastrointestinal disorders      

  -Total 9 (69.2) 4 (30.8) 3 (23.1) 1 (7.7 ) 1 (7.7 ) 

  Diarrhoea 5 (38.5) 3 (23.1) 1 (7.7 ) 1 (7.7 ) 0 

  Nausea 5 (38.5) 2 (15.4) 3 (23.1) 0 0 

  Constipation 3 (23.1) 2 (15.4) 1 (7.7 ) 0 0 

  Abdominal pain upper 2 (15.4) 0 2 (15.4) 0 0 



  

  

5179 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abdominal pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Gastrointestinal haemorrhage 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Gastrointestinal pain 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Gingival bleeding 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Lip pain 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Stomatitis 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Toothache 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Vomiting 1 (7.7 ) 1 (7.7 ) 0 0 0 

General disorders and administration site conditions      

  -Total 9 (69.2) 3 (23.1) 4 (30.8) 2 (15.4) 0 

  Pyrexia 5 (38.5) 1 (7.7 ) 3 (23.1) 1 (7.7 ) 0 

  Fatigue 3 (23.1) 3 (23.1) 0 0 0 

  Asthenia 2 (15.4) 2 (15.4) 0 0 0 

  Pain 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Catheter site haemorrhage 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Catheter site pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Catheter site pruritus 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Chills 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Device related thrombosis 1 (7.7 ) 0 1 (7.7 ) 0 0 



  

  

5180 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Face oedema 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Localised oedema 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Oedema peripheral 1 (7.7 ) 1 (7.7 ) 0 0 0 

Hepatobiliary disorders      

  -Total 2 (15.4) 0 2 (15.4) 0 0 

  Hepatomegaly 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Hepatotoxicity 1 (7.7 ) 0 1 (7.7 ) 0 0 

Immune system disorders      

  -Total 10 (76.9) 1 (7.7 ) 7 (53.8) 0 2 (15.4) 

  Cytokine release syndrome 9 (69.2) 1 (7.7 ) 6 (46.2) 0 2 (15.4) 

  Hypogammaglobulinaemia 6 (46.2) 0 6 (46.2) 0 0 

  Atopy 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Haemophagocytic lymphohistiocytosis 1 (7.7 ) 0 0 1 (7.7 ) 0 

Infections and infestations      

  -Total 11 (84.6) 0 5 (38.5) 4 (30.8) 2 (15.4) 

  Bronchitis 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Herpes zoster 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Sepsis 2 (15.4) 0 0 0 2 (15.4) 

  Upper respiratory tract infection 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 



  

  

5181 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cystitis 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Device related infection 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Escherichia urinary tract infection 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Eye infection 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Gastroenteritis 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Impetigo 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Nasopharyngitis 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Oral fungal infection 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Oral herpes 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Otitis externa 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Otitis media 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Otitis media acute 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Pneumonia 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Pneumonia haemophilus 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Pseudomembranous colitis 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Respiratory tract infection fungal 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Rhinovirus infection 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Tinea pedis 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Tooth infection 1 (7.7 ) 0 1 (7.7 ) 0 0 



  

  

5182 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural complications      

  -Total 3 (23.1) 0 1 (7.7 ) 2 (15.4) 0 

  Cervical vertebral fracture 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Infusion related reaction 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Periorbital haematoma 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Procedural pain 1 (7.7 ) 1 (7.7 ) 0 0 0 

Investigations      

  -Total 10 (76.9) 0 3 (23.1) 1 (7.7 ) 6 (46.2) 

  White blood cell count decreased 7 (53.8) 0 0 1 (7.7 ) 6 (46.2) 

  Neutrophil count decreased 5 (38.5) 0 0 0 5 (38.5) 

  Alanine aminotransferase increased 4 (30.8) 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 

  Aspartate aminotransferase increased 4 (30.8) 1 (7.7 ) 1 (7.7 ) 1 (7.7 ) 1 (7.7 ) 

  Platelet count decreased 4 (30.8) 1 (7.7 ) 0 2 (15.4) 1 (7.7 ) 

  Activated partial thromboplastin time prolonged 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Blood bilirubin increased 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Antithrombin iii decreased 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Blood chloride increased 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Blood creatinine increased 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Blood lactate dehydrogenase increased 1 (7.7 ) 1 (7.7 ) 0 0 0 



  

  

5183 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood urea increased 1 (7.7 ) 1 (7.7 ) 0 0 0 

  C-reactive protein increased 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Clostridium test positive 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Cytomegalovirus test positive 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Fungal test positive 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Gamma-glutamyltransferase increased 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Influenza virus test positive 1 (7.7 ) 1 (7.7 ) 0 0 0 

  International normalised ratio increased 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Lymph node palpable 1 (7.7 ) 0 1 (7.7 ) 0 0 

Metabolism and nutrition disorders      

  -Total 9 (69.2) 4 (30.8) 2 (15.4) 3 (23.1) 0 

  Decreased appetite 5 (38.5) 4 (30.8) 0 1 (7.7 ) 0 

  Hypoalbuminaemia 4 (30.8) 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 

  Hyperglycaemia 3 (23.1) 2 (15.4) 0 1 (7.7 ) 0 

  Hypocalcaemia 3 (23.1) 1 (7.7 ) 2 (15.4) 0 0 

  Hyperkalaemia 2 (15.4) 2 (15.4) 0 0 0 

  Hypomagnesaemia 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Dehydration 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Hypercalcaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 



  

  

5184 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypermagnesaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hyperphosphataemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypertriglyceridaemia 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Hyperuricaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypokalaemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hyponatraemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Hypophosphataemia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Lactic acidosis 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Tumour lysis syndrome 1 (7.7 ) 1 (7.7 ) 0 0 0 

Musculoskeletal and connective tissue disorders      

  -Total 6 (46.2) 1 (7.7 ) 3 (23.1) 2 (15.4) 0 

  Arthralgia 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Bone pain 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Back pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Myalgia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Neck pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Osteoporosis 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Pain in extremity 1 (7.7 ) 0 1 (7.7 ) 0 0 



  

  

5185 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and unspecified (incl cysts and 
polyps) 

     

  -Total 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Acute lymphocytic leukaemia recurrent 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Meningioma malignant 1 (7.7 ) 0 1 (7.7 ) 0 0 

Nervous system disorders      

  -Total 5 (38.5) 2 (15.4) 1 (7.7 ) 0 2 (15.4) 

  Headache 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Somnolence 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Dysgeusia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Encephalopathy 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Intracranial pressure increased 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Neuralgia 1 (7.7 ) 0 1 (7.7 ) 0 0 

Psychiatric disorders      

  -Total 3 (23.1) 0 3 (23.1) 0 0 

  Anxiety 2 (15.4) 0 2 (15.4) 0 0 

  Insomnia 2 (15.4) 0 2 (15.4) 0 0 

  Confusional state 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Restlessness 1 (7.7 ) 0 1 (7.7 ) 0 0 



  

  

5186 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Renal and urinary disorders      

  -Total 3 (23.1) 2 (15.4) 1 (7.7 ) 0 0 

  Chromaturia 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Dysuria 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Haematuria 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Polyuria 1 (7.7 ) 1 (7.7 ) 0 0 0 

Respiratory, thoracic and mediastinal disorders      

  -Total 6 (46.2) 1 (7.7 ) 2 (15.4) 2 (15.4) 1 (7.7 ) 

  Dyspnoea 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Epistaxis 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Hypoxia 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Cough 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Oropharyngeal pain 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Pleural effusion 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Pneumonia aspiration 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Pulmonary granuloma 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Rhinorrhoea 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Stridor 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Tachypnoea 1 (7.7 ) 0 1 (7.7 ) 0 0 



  

  

5187 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Skin and subcutaneous tissue disorders      

  -Total 8 (61.5) 4 (30.8) 4 (30.8) 0 0 

  Erythema 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Hangnail 2 (15.4) 2 (15.4) 0 0 0 

  Ingrowing nail 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Pruritus 2 (15.4) 2 (15.4) 0 0 0 

  Acne 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Decubitus ulcer 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Dermatitis 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Dry skin 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Eczema 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Petechiae 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Rash 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Rash maculo-papular 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Scab 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Skin lesion 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Urticaria 1 (7.7 ) 0 1 (7.7 ) 0 0 

Vascular disorders      

  -Total 4 (30.8) 2 (15.4) 0 2 (15.4) 0 



  

  

5188 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypotension 2 (15.4) 2 (15.4) 0 0 0 

  Capillary leak syndrome 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Hypertension 1 (7.7 ) 0 0 1 (7.7 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received 

and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174a 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

20 (58.8) 5 (14.7) 10 (29.4) 

Cardiac disorders    

  -Total 2 (5.9 ) 1 (2.9 ) 0 

  Left ventricular dysfunction 1 (2.9 ) 1 (2.9 ) 0 

  Tachycardia 1 (2.9 ) 0 0 

Gastrointestinal disorders    

  -Total 1 (2.9 ) 0 0 

  Diarrhoea 1 (2.9 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 8 (23.5) 2 (5.9 ) 1 (2.9 ) 

  Pyrexia 6 (17.6) 1 (2.9 ) 0 

  Drug withdrawal syndrome 1 (2.9 ) 1 (2.9 ) 0 



  

  

5190 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Multiple organ dysfunction syndrome 1 (2.9 ) 0 1 (2.9 ) 

Hepatobiliary disorders    

  -Total 1 (2.9 ) 0 1 (2.9 ) 

  Hepatosplenomegaly 1 (2.9 ) 0 1 (2.9 ) 

Immune system disorders    

  -Total 15 (44.1) 2 (5.9 ) 8 (23.5) 

  Cytokine release syndrome 15 (44.1) 2 (5.9 ) 8 (23.5) 

Infections and infestations    

  -Total 4 (11.8) 3 (8.8 ) 1 (2.9 ) 

  Cellulitis 1 (2.9 ) 0 0 

  Meningitis aseptic 1 (2.9 ) 1 (2.9 ) 0 

  Pneumonia 1 (2.9 ) 1 (2.9 ) 0 

  Sepsis 1 (2.9 ) 0 1 (2.9 ) 

  Sinusitis 1 (2.9 ) 1 (2.9 ) 0 

Investigations    

  -Total 2 (5.9 ) 1 (2.9 ) 0 

  Blood fibrinogen decreased 1 (2.9 ) 1 (2.9 ) 0 

  Chest x-ray abnormal 1 (2.9 ) 0 0 

Metabolism and nutrition disorders    



  

  

5191 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 

  Dehydration 1 (2.9 ) 1 (2.9 ) 0 

  Hypernatraemia 1 (2.9 ) 0 0 

  Hypokalaemia 1 (2.9 ) 0 0 

  Tumour lysis syndrome 1 (2.9 ) 0 1 (2.9 ) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (2.9 ) 0 1 (2.9 ) 

  Leukaemia 1 (2.9 ) 0 1 (2.9 ) 

Nervous system disorders    

  -Total 4 (11.8) 3 (8.8 ) 0 

  Seizure 2 (5.9 ) 2 (5.9 ) 0 

  Depressed level of consciousness 1 (2.9 ) 1 (2.9 ) 0 

  Encephalopathy 1 (2.9 ) 1 (2.9 ) 0 

  Tremor 1 (2.9 ) 0 0 

Psychiatric disorders    

  -Total 2 (5.9 ) 1 (2.9 ) 0 

  Agitation 1 (2.9 ) 1 (2.9 ) 0 

  Confusional state 1 (2.9 ) 1 (2.9 ) 0 



  

  

5192 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Irritability 1 (2.9 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (5.9 ) 0 0 

  Hypoxia 2 (5.9 ) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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5194 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 174a 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

9 (50.0) 4 (22.2) 4 (22.2) 

Blood and lymphatic system disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Anaemia 1 (5.6 ) 1 (5.6 ) 0 

  Bone marrow failure 1 (5.6 ) 1 (5.6 ) 0 

  Febrile neutropenia 1 (5.6 ) 1 (5.6 ) 0 

Hepatobiliary disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Hepatocellular injury 1 (5.6 ) 1 (5.6 ) 0 

Immune system disorders    

  -Total 7 (38.9) 3 (16.7) 3 (16.7) 

  Cytokine release syndrome 7 (38.9) 3 (16.7) 3 (16.7) 



  

  

5195 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 1 (5.6 ) 0 

Infections and infestations    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Bacterial infection 1 (5.6 ) 1 (5.6 ) 0 

  Sepsis 1 (5.6 ) 1 (5.6 ) 0 

Investigations    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Platelet count decreased 1 (5.6 ) 0 1 (5.6 ) 

Metabolism and nutrition disorders    

  -Total 1 (5.6 ) 0 0 

  Hyponatraemia 1 (5.6 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Arthralgia 1 (5.6 ) 1 (5.6 ) 0 

Psychiatric disorders    

  -Total 1 (5.6 ) 0 0 

  Disorientation 1 (5.6 ) 0 0 



  

  

5196 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hallucination 1 (5.6 ) 0 0 

Vascular disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Jugular vein thrombosis 1 (5.6 ) 1 (5.6 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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5197 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 174a 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

10 (58.8) 6 (35.3) 3 (17.6) 

Blood and lymphatic system disorders    

  -Total 2 (11.8) 2 (11.8) 0 

  Bone marrow failure 1 (5.9 ) 1 (5.9 ) 0 

  Thrombocytopenia 1 (5.9 ) 1 (5.9 ) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (5.9 ) 0 0 

  Pyrexia 1 (5.9 ) 0 0 

Immune system disorders    

  -Total 6 (35.3) 2 (11.8) 2 (11.8) 

  Cytokine release syndrome 6 (35.3) 2 (11.8) 2 (11.8) 



  

  

5198 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

  -Total 4 (23.5) 2 (11.8) 1 (5.9 ) 

  Cellulitis orbital 1 (5.9 ) 1 (5.9 ) 0 

  Central nervous system infection 1 (5.9 ) 0 1 (5.9 ) 

  Cerebral fungal infection 1 (5.9 ) 0 1 (5.9 ) 

  Herpes zoster 1 (5.9 ) 0 0 

  Infection 1 (5.9 ) 1 (5.9 ) 0 

Investigations    

  -Total 1 (5.9 ) 0 1 (5.9 ) 

  Immunoglobulins decreased 1 (5.9 ) 0 1 (5.9 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (5.9 ) 1 (5.9 ) 0 

  Joint effusion 1 (5.9 ) 1 (5.9 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (5.9 ) 1 (5.9 ) 0 

  Neoplasm progression 1 (5.9 ) 1 (5.9 ) 0 

Nervous system disorders    



  

  

5199 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (17.6) 2 (11.8) 1 (5.9 ) 

  Dyskinesia 1 (5.9 ) 1 (5.9 ) 0 

  Encephalopathy 1 (5.9 ) 0 1 (5.9 ) 

  Somnolence 1 (5.9 ) 1 (5.9 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174a 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

9 (32.1) 4 (14.3) 1 (3.6 ) 

Blood and lymphatic system disorders    

  -Total 2 (7.1 ) 0 0 

  Febrile neutropenia 1 (3.6 ) 0 0 

  Leukocytosis 1 (3.6 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 5 (17.9) 1 (3.6 ) 0 

  Pyrexia 5 (17.9) 1 (3.6 ) 0 

Infections and infestations    

  -Total 5 (17.9) 4 (14.3) 0 

  Alternaria infection 1 (3.6 ) 1 (3.6 ) 0 



  

  

5201 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspergillus infection 1 (3.6 ) 1 (3.6 ) 0 

  Bacterial infection 1 (3.6 ) 1 (3.6 ) 0 

  Candida infection 1 (3.6 ) 1 (3.6 ) 0 

  Device related infection 1 (3.6 ) 1 (3.6 ) 0 

  Enterococcal infection 1 (3.6 ) 1 (3.6 ) 0 

  Herpes zoster 1 (3.6 ) 0 0 

  Meningitis aseptic 1 (3.6 ) 1 (3.6 ) 0 

  Periorbital cellulitis 1 (3.6 ) 1 (3.6 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (3.6 ) 0 0 

  Splinter 1 (3.6 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (3.6 ) 0 1 (3.6 ) 

  B precursor type acute leukaemia 1 (3.6 ) 0 1 (3.6 ) 

Nervous system disorders    

  -Total 1 (3.6 ) 0 0 

  Dysarthria 1 (3.6 ) 0 0 



  

  

5202 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Facial paralysis 1 (3.6 ) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t174_gd_b2001x.sas@@/main/2 22JUL21:13:41                                        Final 

 
  



  

  

5203 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 174a 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

5 (27.8) 3 (16.7) 1 (5.6 ) 

Cardiac disorders    

  -Total 1 (5.6 ) 0 0 

  Tachycardia 1 (5.6 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 1 (5.6 ) 0 0 

  Pyrexia 1 (5.6 ) 0 0 

Infections and infestations    

  -Total 4 (22.2) 2 (11.1) 1 (5.6 ) 

  Device related infection 1 (5.6 ) 1 (5.6 ) 0 

  Herpes zoster 1 (5.6 ) 0 0 



  

  

5204 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia 1 (5.6 ) 1 (5.6 ) 0 

  Sepsis 1 (5.6 ) 0 1 (5.6 ) 

  Viral upper respiratory tract infection 1 (5.6 ) 0 0 

Metabolism and nutrition disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Lactic acidosis 1 (5.6 ) 1 (5.6 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 1 (5.6 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174a 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

5 (35.7) 4 (28.6) 1 (7.1 ) 

Infections and infestations    

  -Total 4 (28.6) 4 (28.6) 0 

  Influenza 1 (7.1 ) 1 (7.1 ) 0 

  Pneumonia haemophilus 1 (7.1 ) 1 (7.1 ) 0 

  Respiratory syncytial virus infection 1 (7.1 ) 1 (7.1 ) 0 

  Septic shock 1 (7.1 ) 1 (7.1 ) 0 

  Tonsillitis 1 (7.1 ) 1 (7.1 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (7.1 ) 0 1 (7.1 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 
recurrent 

1 (7.1 ) 0 1 (7.1 ) 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174a 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Age: <10 years 

 
All patients 

N=9 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (11.1) 1 (11.1) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (11.1) 1 (11.1) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (11.1) 1 (11.1) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174a 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t174_gd_b2001x.sas@@/main/2 22JUL21:13:41                                        Final 

 
  



  

  

5210 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 174a 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174a 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

25 (73.5) 9 (26.5) 11 (32.4) 

Blood and lymphatic system disorders    

  -Total 2 (5.9 ) 0 0 

  Febrile neutropenia 1 (2.9 ) 0 0 

  Leukocytosis 1 (2.9 ) 0 0 

Cardiac disorders    

  -Total 2 (5.9 ) 1 (2.9 ) 0 

  Left ventricular dysfunction 1 (2.9 ) 1 (2.9 ) 0 

  Tachycardia 1 (2.9 ) 0 0 

Gastrointestinal disorders    

  -Total 1 (2.9 ) 0 0 

  Diarrhoea 1 (2.9 ) 0 0 



  

  

5212 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 11 (32.4) 3 (8.8 ) 1 (2.9 ) 

  Pyrexia 9 (26.5) 2 (5.9 ) 0 

  Drug withdrawal syndrome 1 (2.9 ) 1 (2.9 ) 0 

  Multiple organ dysfunction syndrome 1 (2.9 ) 0 1 (2.9 ) 

Hepatobiliary disorders    

  -Total 1 (2.9 ) 0 1 (2.9 ) 

  Hepatosplenomegaly 1 (2.9 ) 0 1 (2.9 ) 

Immune system disorders    

  -Total 15 (44.1) 2 (5.9 ) 8 (23.5) 

  Cytokine release syndrome 15 (44.1) 2 (5.9 ) 8 (23.5) 

Infections and infestations    

  -Total 8 (23.5) 6 (17.6) 1 (2.9 ) 

  Alternaria infection 1 (2.9 ) 1 (2.9 ) 0 

  Aspergillus infection 1 (2.9 ) 1 (2.9 ) 0 

  Bacterial infection 1 (2.9 ) 1 (2.9 ) 0 

  Candida infection 1 (2.9 ) 1 (2.9 ) 0 

  Cellulitis 1 (2.9 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Device related infection 1 (2.9 ) 1 (2.9 ) 0 

  Enterococcal infection 1 (2.9 ) 1 (2.9 ) 0 

  Herpes zoster 1 (2.9 ) 0 0 

  Meningitis aseptic 1 (2.9 ) 1 (2.9 ) 0 

  Periorbital cellulitis 1 (2.9 ) 1 (2.9 ) 0 

  Pneumonia 1 (2.9 ) 1 (2.9 ) 0 

  Sepsis 1 (2.9 ) 0 1 (2.9 ) 

  Sinusitis 1 (2.9 ) 1 (2.9 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (2.9 ) 0 0 

  Splinter 1 (2.9 ) 0 0 

Investigations    

  -Total 2 (5.9 ) 1 (2.9 ) 0 

  Blood fibrinogen decreased 1 (2.9 ) 1 (2.9 ) 0 

  Chest x-ray abnormal 1 (2.9 ) 0 0 

Metabolism and nutrition disorders    

  -Total 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 

  Dehydration 1 (2.9 ) 1 (2.9 ) 0 



  

  

5214 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypernatraemia 1 (2.9 ) 0 0 

  Hypokalaemia 1 (2.9 ) 0 0 

  Tumour lysis syndrome 1 (2.9 ) 0 1 (2.9 ) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (8.8 ) 1 (2.9 ) 2 (5.9 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (2.9 ) 1 (2.9 ) 0 

  B precursor type acute leukaemia 1 (2.9 ) 0 1 (2.9 ) 

  Leukaemia 1 (2.9 ) 0 1 (2.9 ) 

Nervous system disorders    

  -Total 5 (14.7) 3 (8.8 ) 0 

  Seizure 2 (5.9 ) 2 (5.9 ) 0 

  Depressed level of consciousness 1 (2.9 ) 1 (2.9 ) 0 

  Dysarthria 1 (2.9 ) 0 0 

  Encephalopathy 1 (2.9 ) 1 (2.9 ) 0 

  Facial paralysis 1 (2.9 ) 0 0 

  Tremor 1 (2.9 ) 0 0 

Psychiatric disorders    
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (5.9 ) 1 (2.9 ) 0 

  Agitation 1 (2.9 ) 1 (2.9 ) 0 

  Confusional state 1 (2.9 ) 1 (2.9 ) 0 

  Irritability 1 (2.9 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (5.9 ) 0 0 

  Hypoxia 2 (5.9 ) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174a 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

13 (72.2) 7 (38.9) 5 (27.8) 

Blood and lymphatic system disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Anaemia 1 (5.6 ) 1 (5.6 ) 0 

  Bone marrow failure 1 (5.6 ) 1 (5.6 ) 0 

  Febrile neutropenia 1 (5.6 ) 1 (5.6 ) 0 

Cardiac disorders    

  -Total 1 (5.6 ) 0 0 

  Tachycardia 1 (5.6 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 1 (5.6 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 1 (5.6 ) 0 0 

Hepatobiliary disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Hepatocellular injury 1 (5.6 ) 1 (5.6 ) 0 

Immune system disorders    

  -Total 7 (38.9) 3 (16.7) 3 (16.7) 

  Cytokine release syndrome 7 (38.9) 3 (16.7) 3 (16.7) 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 1 (5.6 ) 0 

Infections and infestations    

  -Total 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Sepsis 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Bacterial infection 1 (5.6 ) 1 (5.6 ) 0 

  Device related infection 1 (5.6 ) 1 (5.6 ) 0 

  Herpes zoster 1 (5.6 ) 0 0 

  Pneumonia 1 (5.6 ) 1 (5.6 ) 0 

  Viral upper respiratory tract infection 1 (5.6 ) 0 0 

Investigations    

  -Total 1 (5.6 ) 0 1 (5.6 ) 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased 1 (5.6 ) 0 1 (5.6 ) 

Metabolism and nutrition disorders    

  -Total 2 (11.1) 1 (5.6 ) 0 

  Hyponatraemia 1 (5.6 ) 0 0 

  Lactic acidosis 1 (5.6 ) 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Arthralgia 1 (5.6 ) 1 (5.6 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 1 (5.6 ) 0 

Psychiatric disorders    

  -Total 1 (5.6 ) 0 0 

  Disorientation 1 (5.6 ) 0 0 

  Hallucination 1 (5.6 ) 0 0 

Vascular disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Jugular vein thrombosis 1 (5.6 ) 1 (5.6 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174a 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

12 (70.6) 8 (47.1) 3 (17.6) 

Blood and lymphatic system disorders    

  -Total 2 (11.8) 2 (11.8) 0 

  Bone marrow failure 1 (5.9 ) 1 (5.9 ) 0 

  Thrombocytopenia 1 (5.9 ) 1 (5.9 ) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (5.9 ) 0 0 

  Pyrexia 1 (5.9 ) 0 0 

Immune system disorders    

  -Total 6 (35.3) 2 (11.8) 2 (11.8) 

  Cytokine release syndrome 6 (35.3) 2 (11.8) 2 (11.8) 
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

  -Total 6 (35.3) 5 (29.4) 1 (5.9 ) 

  Cellulitis orbital 1 (5.9 ) 1 (5.9 ) 0 

  Central nervous system infection 1 (5.9 ) 0 1 (5.9 ) 

  Cerebral fungal infection 1 (5.9 ) 0 1 (5.9 ) 

  Herpes zoster 1 (5.9 ) 0 0 

  Infection 1 (5.9 ) 1 (5.9 ) 0 

  Influenza 1 (5.9 ) 1 (5.9 ) 0 

  Pneumonia haemophilus 1 (5.9 ) 1 (5.9 ) 0 

  Respiratory syncytial virus infection 1 (5.9 ) 1 (5.9 ) 0 

  Septic shock 1 (5.9 ) 1 (5.9 ) 0 

  Tonsillitis 1 (5.9 ) 1 (5.9 ) 0 

Investigations    

  -Total 1 (5.9 ) 0 1 (5.9 ) 

  Immunoglobulins decreased 1 (5.9 ) 0 1 (5.9 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (5.9 ) 1 (5.9 ) 0 

  Joint effusion 1 (5.9 ) 1 (5.9 ) 0 



  

  

5222 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (11.8) 1 (5.9 ) 1 (5.9 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.9 ) 0 1 (5.9 ) 

  Neoplasm progression 1 (5.9 ) 1 (5.9 ) 0 

Nervous system disorders    

  -Total 3 (17.6) 2 (11.8) 1 (5.9 ) 

  Dyskinesia 1 (5.9 ) 1 (5.9 ) 0 

  Encephalopathy 1 (5.9 ) 0 1 (5.9 ) 

  Somnolence 1 (5.9 ) 1 (5.9 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174b 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

22 (53.7) 8 (19.5) 12 (29.3) 

Blood and lymphatic system disorders    

  -Total 3 (7.3 ) 3 (7.3 ) 0 

  Anaemia 1 (2.4 ) 1 (2.4 ) 0 

  Bone marrow failure 1 (2.4 ) 1 (2.4 ) 0 

  Febrile neutropenia 1 (2.4 ) 1 (2.4 ) 0 

  Thrombocytopenia 1 (2.4 ) 1 (2.4 ) 0 

Cardiac disorders    

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Left ventricular dysfunction 1 (2.4 ) 1 (2.4 ) 0 

General disorders and administration 
site conditions 

   

  -Total 5 (12.2) 1 (2.4 ) 0 



  

  

5224 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 5 (12.2) 1 (2.4 ) 0 

Hepatobiliary disorders    

  -Total 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

  Hepatocellular injury 1 (2.4 ) 1 (2.4 ) 0 

  Hepatosplenomegaly 1 (2.4 ) 0 1 (2.4 ) 

Immune system disorders    

  -Total 16 (39.0) 4 (9.8 ) 9 (22.0) 

  Cytokine release syndrome 16 (39.0) 4 (9.8 ) 9 (22.0) 

Infections and infestations    

  -Total 5 (12.2) 2 (4.9 ) 2 (4.9 ) 

  Sepsis 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

  Bacterial infection 1 (2.4 ) 1 (2.4 ) 0 

  Cellulitis 1 (2.4 ) 0 0 

  Central nervous system infection 1 (2.4 ) 0 1 (2.4 ) 

  Cerebral fungal infection 1 (2.4 ) 0 1 (2.4 ) 

  Herpes zoster 1 (2.4 ) 0 0 

  Infection 1 (2.4 ) 1 (2.4 ) 0 

Investigations    

  -Total 3 (7.3 ) 1 (2.4 ) 2 (4.9 ) 



  

  

5225 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood fibrinogen decreased 1 (2.4 ) 1 (2.4 ) 0 

  Immunoglobulins decreased 1 (2.4 ) 0 1 (2.4 ) 

  Platelet count decreased 1 (2.4 ) 0 1 (2.4 ) 

Metabolism and nutrition disorders    

  -Total 2 (4.9 ) 0 1 (2.4 ) 

  Hyponatraemia 1 (2.4 ) 0 0 

  Tumour lysis syndrome 1 (2.4 ) 0 1 (2.4 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Arthralgia 1 (2.4 ) 1 (2.4 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

  Leukaemia 1 (2.4 ) 0 1 (2.4 ) 

  Neoplasm progression 1 (2.4 ) 1 (2.4 ) 0 

Nervous system disorders    

  -Total 4 (9.8 ) 4 (9.8 ) 0 

  Seizure 2 (4.9 ) 2 (4.9 ) 0 
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Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Depressed level of consciousness 1 (2.4 ) 1 (2.4 ) 0 

  Dyskinesia 1 (2.4 ) 1 (2.4 ) 0 

  Encephalopathy 1 (2.4 ) 1 (2.4 ) 0 

Psychiatric disorders    

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Agitation 1 (2.4 ) 1 (2.4 ) 0 

  Confusional state 1 (2.4 ) 1 (2.4 ) 0 

Vascular disorders    

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Jugular vein thrombosis 1 (2.4 ) 1 (2.4 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 174b 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

17 (60.7) 7 (25.0) 5 (17.9) 

Blood and lymphatic system disorders    

  -Total 1 (3.6 ) 1 (3.6 ) 0 

  Bone marrow failure 1 (3.6 ) 1 (3.6 ) 0 

Cardiac disorders    

  -Total 1 (3.6 ) 0 0 

  Tachycardia 1 (3.6 ) 0 0 

Gastrointestinal disorders    

  -Total 1 (3.6 ) 0 0 

  Diarrhoea 1 (3.6 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 4 (14.3) 1 (3.6 ) 1 (3.6 ) 
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Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 2 (7.1 ) 0 0 

  Drug withdrawal syndrome 1 (3.6 ) 1 (3.6 ) 0 

  Multiple organ dysfunction syndrome 1 (3.6 ) 0 1 (3.6 ) 

Immune system disorders    

  -Total 12 (42.9) 3 (10.7) 4 (14.3) 

  Cytokine release syndrome 12 (42.9) 3 (10.7) 4 (14.3) 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.6 ) 1 (3.6 ) 0 

Infections and infestations    

  -Total 4 (14.3) 4 (14.3) 0 

  Cellulitis orbital 1 (3.6 ) 1 (3.6 ) 0 

  Meningitis aseptic 1 (3.6 ) 1 (3.6 ) 0 

  Pneumonia 1 (3.6 ) 1 (3.6 ) 0 

  Sinusitis 1 (3.6 ) 1 (3.6 ) 0 

Investigations    

  -Total 1 (3.6 ) 0 0 

  Chest x-ray abnormal 1 (3.6 ) 0 0 

Metabolism and nutrition disorders    

  -Total 1 (3.6 ) 1 (3.6 ) 0 
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Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dehydration 1 (3.6 ) 1 (3.6 ) 0 

  Hypernatraemia 1 (3.6 ) 0 0 

  Hypokalaemia 1 (3.6 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (3.6 ) 1 (3.6 ) 0 

  Joint effusion 1 (3.6 ) 1 (3.6 ) 0 

Nervous system disorders    

  -Total 3 (10.7) 1 (3.6 ) 1 (3.6 ) 

  Encephalopathy 1 (3.6 ) 0 1 (3.6 ) 

  Somnolence 1 (3.6 ) 1 (3.6 ) 0 

  Tremor 1 (3.6 ) 0 0 

Psychiatric disorders    

  -Total 2 (7.1 ) 0 0 

  Disorientation 1 (3.6 ) 0 0 

  Hallucination 1 (3.6 ) 0 0 

  Irritability 1 (3.6 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 
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Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (7.1 ) 0 0 

  Hypoxia 2 (7.1 ) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174b 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

14 (36.8) 7 (18.4) 3 (7.9 ) 

Cardiac disorders    

  -Total 1 (2.6 ) 0 0 

  Tachycardia 1 (2.6 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 4 (10.5) 1 (2.6 ) 0 

  Pyrexia 4 (10.5) 1 (2.6 ) 0 

Infections and infestations    

  -Total 9 (23.7) 6 (15.8) 1 (2.6 ) 

  Device related infection 2 (5.3 ) 2 (5.3 ) 0 

  Herpes zoster 2 (5.3 ) 0 0 



  

  

5233 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Influenza 1 (2.6 ) 1 (2.6 ) 0 

  Pneumonia 1 (2.6 ) 1 (2.6 ) 0 

  Pneumonia haemophilus 1 (2.6 ) 1 (2.6 ) 0 

  Respiratory syncytial virus infection 1 (2.6 ) 1 (2.6 ) 0 

  Sepsis 1 (2.6 ) 0 1 (2.6 ) 

  Tonsillitis 1 (2.6 ) 1 (2.6 ) 0 

  Viral upper respiratory tract infection 1 (2.6 ) 0 0 

Metabolism and nutrition disorders    

  -Total 1 (2.6 ) 1 (2.6 ) 0 

  Lactic acidosis 1 (2.6 ) 1 (2.6 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 

  B precursor type acute leukaemia 1 (2.6 ) 0 1 (2.6 ) 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 
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in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174b 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

5 (22.7) 4 (18.2) 0 

Blood and lymphatic system disorders    

  -Total 2 (9.1 ) 0 0 

  Febrile neutropenia 1 (4.5 ) 0 0 

  Leukocytosis 1 (4.5 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 2 (9.1 ) 0 0 

  Pyrexia 2 (9.1 ) 0 0 

Infections and infestations    

  -Total 4 (18.2) 4 (18.2) 0 

  Alternaria infection 1 (4.5 ) 1 (4.5 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspergillus infection 1 (4.5 ) 1 (4.5 ) 0 

  Bacterial infection 1 (4.5 ) 1 (4.5 ) 0 

  Candida infection 1 (4.5 ) 1 (4.5 ) 0 

  Enterococcal infection 1 (4.5 ) 1 (4.5 ) 0 

  Meningitis aseptic 1 (4.5 ) 1 (4.5 ) 0 

  Periorbital cellulitis 1 (4.5 ) 1 (4.5 ) 0 

  Septic shock 1 (4.5 ) 1 (4.5 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (4.5 ) 0 0 

  Splinter 1 (4.5 ) 0 0 

Nervous system disorders    

  -Total 1 (4.5 ) 0 0 

  Dysarthria 1 (4.5 ) 0 0 

  Facial paralysis 1 (4.5 ) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174b 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=10 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174b 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Gender: Female 

 
All patients 

N=10 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (10.0) 1 (10.0) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (10.0) 1 (10.0) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (10.0) 1 (10.0) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174b 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

31 (75.6) 14 (34.1) 14 (34.1) 

Blood and lymphatic system disorders    

  -Total 3 (7.3 ) 3 (7.3 ) 0 

  Anaemia 1 (2.4 ) 1 (2.4 ) 0 

  Bone marrow failure 1 (2.4 ) 1 (2.4 ) 0 

  Febrile neutropenia 1 (2.4 ) 1 (2.4 ) 0 

  Thrombocytopenia 1 (2.4 ) 1 (2.4 ) 0 

Cardiac disorders    

  -Total 2 (4.9 ) 1 (2.4 ) 0 

  Left ventricular dysfunction 1 (2.4 ) 1 (2.4 ) 0 

  Tachycardia 1 (2.4 ) 0 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 8 (19.5) 2 (4.9 ) 0 

  Pyrexia 8 (19.5) 2 (4.9 ) 0 

Hepatobiliary disorders    

  -Total 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

  Hepatocellular injury 1 (2.4 ) 1 (2.4 ) 0 

  Hepatosplenomegaly 1 (2.4 ) 0 1 (2.4 ) 

Immune system disorders    

  -Total 16 (39.0) 4 (9.8 ) 9 (22.0) 

  Cytokine release syndrome 16 (39.0) 4 (9.8 ) 9 (22.0) 

Infections and infestations    

  -Total 12 (29.3) 8 (19.5) 3 (7.3 ) 

  Herpes zoster 3 (7.3 ) 0 0 

  Sepsis 3 (7.3 ) 1 (2.4 ) 2 (4.9 ) 

  Device related infection 2 (4.9 ) 2 (4.9 ) 0 

  Bacterial infection 1 (2.4 ) 1 (2.4 ) 0 

  Cellulitis 1 (2.4 ) 0 0 

  Central nervous system infection 1 (2.4 ) 0 1 (2.4 ) 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cerebral fungal infection 1 (2.4 ) 0 1 (2.4 ) 

  Infection 1 (2.4 ) 1 (2.4 ) 0 

  Influenza 1 (2.4 ) 1 (2.4 ) 0 

  Pneumonia 1 (2.4 ) 1 (2.4 ) 0 

  Pneumonia haemophilus 1 (2.4 ) 1 (2.4 ) 0 

  Respiratory syncytial virus infection 1 (2.4 ) 1 (2.4 ) 0 

  Tonsillitis 1 (2.4 ) 1 (2.4 ) 0 

  Viral upper respiratory tract infection 1 (2.4 ) 0 0 

Investigations    

  -Total 3 (7.3 ) 1 (2.4 ) 2 (4.9 ) 

  Blood fibrinogen decreased 1 (2.4 ) 1 (2.4 ) 0 

  Immunoglobulins decreased 1 (2.4 ) 0 1 (2.4 ) 

  Platelet count decreased 1 (2.4 ) 0 1 (2.4 ) 

Metabolism and nutrition disorders    

  -Total 3 (7.3 ) 1 (2.4 ) 1 (2.4 ) 

  Hyponatraemia 1 (2.4 ) 0 0 

  Lactic acidosis 1 (2.4 ) 1 (2.4 ) 0 

  Tumour lysis syndrome 1 (2.4 ) 0 1 (2.4 ) 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Arthralgia 1 (2.4 ) 1 (2.4 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 5 (12.2) 2 (4.9 ) 3 (7.3 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

  B precursor type acute leukaemia 1 (2.4 ) 0 1 (2.4 ) 

  Leukaemia 1 (2.4 ) 0 1 (2.4 ) 

  Neoplasm progression 1 (2.4 ) 1 (2.4 ) 0 

Nervous system disorders    

  -Total 4 (9.8 ) 4 (9.8 ) 0 

  Seizure 2 (4.9 ) 2 (4.9 ) 0 

  Depressed level of consciousness 1 (2.4 ) 1 (2.4 ) 0 

  Dyskinesia 1 (2.4 ) 1 (2.4 ) 0 

  Encephalopathy 1 (2.4 ) 1 (2.4 ) 0 

Psychiatric disorders    

  -Total 1 (2.4 ) 1 (2.4 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Agitation 1 (2.4 ) 1 (2.4 ) 0 

  Confusional state 1 (2.4 ) 1 (2.4 ) 0 

Vascular disorders    

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Jugular vein thrombosis 1 (2.4 ) 1 (2.4 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174b 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

19 (67.9) 10 (35.7) 5 (17.9) 

Blood and lymphatic system disorders    

  -Total 3 (10.7) 1 (3.6 ) 0 

  Bone marrow failure 1 (3.6 ) 1 (3.6 ) 0 

  Febrile neutropenia 1 (3.6 ) 0 0 

  Leukocytosis 1 (3.6 ) 0 0 

Cardiac disorders    

  -Total 1 (3.6 ) 0 0 

  Tachycardia 1 (3.6 ) 0 0 

Gastrointestinal disorders    

  -Total 1 (3.6 ) 0 0 

  Diarrhoea 1 (3.6 ) 0 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 5 (17.9) 1 (3.6 ) 1 (3.6 ) 

  Pyrexia 3 (10.7) 0 0 

  Drug withdrawal syndrome 1 (3.6 ) 1 (3.6 ) 0 

  Multiple organ dysfunction syndrome 1 (3.6 ) 0 1 (3.6 ) 

Immune system disorders    

  -Total 12 (42.9) 3 (10.7) 4 (14.3) 

  Cytokine release syndrome 12 (42.9) 3 (10.7) 4 (14.3) 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.6 ) 1 (3.6 ) 0 

Infections and infestations    

  -Total 6 (21.4) 6 (21.4) 0 

  Alternaria infection 1 (3.6 ) 1 (3.6 ) 0 

  Aspergillus infection 1 (3.6 ) 1 (3.6 ) 0 

  Bacterial infection 1 (3.6 ) 1 (3.6 ) 0 

  Candida infection 1 (3.6 ) 1 (3.6 ) 0 

  Cellulitis orbital 1 (3.6 ) 1 (3.6 ) 0 

  Enterococcal infection 1 (3.6 ) 1 (3.6 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Meningitis aseptic 1 (3.6 ) 1 (3.6 ) 0 

  Periorbital cellulitis 1 (3.6 ) 1 (3.6 ) 0 

  Pneumonia 1 (3.6 ) 1 (3.6 ) 0 

  Septic shock 1 (3.6 ) 1 (3.6 ) 0 

  Sinusitis 1 (3.6 ) 1 (3.6 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (3.6 ) 0 0 

  Splinter 1 (3.6 ) 0 0 

Investigations    

  -Total 1 (3.6 ) 0 0 

  Chest x-ray abnormal 1 (3.6 ) 0 0 

Metabolism and nutrition disorders    

  -Total 1 (3.6 ) 1 (3.6 ) 0 

  Dehydration 1 (3.6 ) 1 (3.6 ) 0 

  Hypernatraemia 1 (3.6 ) 0 0 

  Hypokalaemia 1 (3.6 ) 0 0 

Musculoskeletal and connective tissue 
disorders 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (3.6 ) 1 (3.6 ) 0 

  Joint effusion 1 (3.6 ) 1 (3.6 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (3.6 ) 1 (3.6 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.6 ) 1 (3.6 ) 0 

Nervous system disorders    

  -Total 4 (14.3) 1 (3.6 ) 1 (3.6 ) 

  Dysarthria 1 (3.6 ) 0 0 

  Encephalopathy 1 (3.6 ) 0 1 (3.6 ) 

  Facial paralysis 1 (3.6 ) 0 0 

  Somnolence 1 (3.6 ) 1 (3.6 ) 0 

  Tremor 1 (3.6 ) 0 0 

Psychiatric disorders    

  -Total 2 (7.1 ) 0 0 

  Disorientation 1 (3.6 ) 0 0 

  Hallucination 1 (3.6 ) 0 0 

  Irritability 1 (3.6 ) 0 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (7.1 ) 0 0 

  Hypoxia 2 (7.1 ) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174c 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: within 8 weeks post infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 1 (100) 0 

Immune system disorders    

  -Total 1 (100) 1 (100) 0 

  Cytokine release syndrome 1 (100) 1 (100) 0 

Metabolism and nutrition disorders    

  -Total 1 (100) 0 0 

  Hyponatraemia 1 (100) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174c 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

38 (55.9) 14 (20.6) 17 (25.0) 

Blood and lymphatic system disorders    

  -Total 4 (5.9 ) 4 (5.9 ) 0 

  Bone marrow failure 2 (2.9 ) 2 (2.9 ) 0 

  Anaemia 1 (1.5 ) 1 (1.5 ) 0 

  Febrile neutropenia 1 (1.5 ) 1 (1.5 ) 0 

  Thrombocytopenia 1 (1.5 ) 1 (1.5 ) 0 

Cardiac disorders    

  -Total 2 (2.9 ) 1 (1.5 ) 0 

  Left ventricular dysfunction 1 (1.5 ) 1 (1.5 ) 0 

  Tachycardia 1 (1.5 ) 0 0 

Gastrointestinal disorders    
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (1.5 ) 0 0 

  Diarrhoea 1 (1.5 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 9 (13.2) 2 (2.9 ) 1 (1.5 ) 

  Pyrexia 7 (10.3) 1 (1.5 ) 0 

  Drug withdrawal syndrome 1 (1.5 ) 1 (1.5 ) 0 

  Multiple organ dysfunction syndrome 1 (1.5 ) 0 1 (1.5 ) 

Hepatobiliary disorders    

  -Total 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 

  Hepatocellular injury 1 (1.5 ) 1 (1.5 ) 0 

  Hepatosplenomegaly 1 (1.5 ) 0 1 (1.5 ) 

Immune system disorders    

  -Total 27 (39.7) 6 (8.8 ) 13 (19.1) 

  Cytokine release syndrome 27 (39.7) 6 (8.8 ) 13 (19.1) 

  Haemophagocytic 
lymphohistiocytosis 

1 (1.5 ) 1 (1.5 ) 0 

Infections and infestations    

  -Total 9 (13.2) 6 (8.8 ) 2 (2.9 ) 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sepsis 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 

  Bacterial infection 1 (1.5 ) 1 (1.5 ) 0 

  Cellulitis 1 (1.5 ) 0 0 

  Cellulitis orbital 1 (1.5 ) 1 (1.5 ) 0 

  Central nervous system infection 1 (1.5 ) 0 1 (1.5 ) 

  Cerebral fungal infection 1 (1.5 ) 0 1 (1.5 ) 

  Herpes zoster 1 (1.5 ) 0 0 

  Infection 1 (1.5 ) 1 (1.5 ) 0 

  Meningitis aseptic 1 (1.5 ) 1 (1.5 ) 0 

  Pneumonia 1 (1.5 ) 1 (1.5 ) 0 

  Sinusitis 1 (1.5 ) 1 (1.5 ) 0 

Investigations    

  -Total 4 (5.9 ) 1 (1.5 ) 2 (2.9 ) 

  Blood fibrinogen decreased 1 (1.5 ) 1 (1.5 ) 0 

  Chest x-ray abnormal 1 (1.5 ) 0 0 

  Immunoglobulins decreased 1 (1.5 ) 0 1 (1.5 ) 

  Platelet count decreased 1 (1.5 ) 0 1 (1.5 ) 

Metabolism and nutrition disorders    

  -Total 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dehydration 1 (1.5 ) 1 (1.5 ) 0 

  Hypernatraemia 1 (1.5 ) 0 0 

  Hypokalaemia 1 (1.5 ) 0 0 

  Tumour lysis syndrome 1 (1.5 ) 0 1 (1.5 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (2.9 ) 2 (2.9 ) 0 

  Arthralgia 1 (1.5 ) 1 (1.5 ) 0 

  Joint effusion 1 (1.5 ) 1 (1.5 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 

  Leukaemia 1 (1.5 ) 0 1 (1.5 ) 

  Neoplasm progression 1 (1.5 ) 1 (1.5 ) 0 

Nervous system disorders    

  -Total 7 (10.3) 5 (7.4 ) 1 (1.5 ) 

  Encephalopathy 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 

  Seizure 2 (2.9 ) 2 (2.9 ) 0 

  Depressed level of consciousness 1 (1.5 ) 1 (1.5 ) 0 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dyskinesia 1 (1.5 ) 1 (1.5 ) 0 

  Somnolence 1 (1.5 ) 1 (1.5 ) 0 

  Tremor 1 (1.5 ) 0 0 

Psychiatric disorders    

  -Total 3 (4.4 ) 1 (1.5 ) 0 

  Agitation 1 (1.5 ) 1 (1.5 ) 0 

  Confusional state 1 (1.5 ) 1 (1.5 ) 0 

  Disorientation 1 (1.5 ) 0 0 

  Hallucination 1 (1.5 ) 0 0 

  Irritability 1 (1.5 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (2.9 ) 0 0 

  Hypoxia 2 (2.9 ) 0 0 

Vascular disorders    

  -Total 1 (1.5 ) 1 (1.5 ) 0 

  Jugular vein thrombosis 1 (1.5 ) 1 (1.5 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 174c 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 174c 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

19 (32.2) 11 (18.6) 3 (5.1 ) 

Blood and lymphatic system disorders    

  -Total 2 (3.4 ) 0 0 

  Febrile neutropenia 1 (1.7 ) 0 0 

  Leukocytosis 1 (1.7 ) 0 0 

Cardiac disorders    

  -Total 1 (1.7 ) 0 0 

  Tachycardia 1 (1.7 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 6 (10.2) 1 (1.7 ) 0 

  Pyrexia 6 (10.2) 1 (1.7 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

  -Total 13 (22.0) 10 (16.9) 1 (1.7 ) 

  Device related infection 2 (3.4 ) 2 (3.4 ) 0 

  Herpes zoster 2 (3.4 ) 0 0 

  Alternaria infection 1 (1.7 ) 1 (1.7 ) 0 

  Aspergillus infection 1 (1.7 ) 1 (1.7 ) 0 

  Bacterial infection 1 (1.7 ) 1 (1.7 ) 0 

  Candida infection 1 (1.7 ) 1 (1.7 ) 0 

  Enterococcal infection 1 (1.7 ) 1 (1.7 ) 0 

  Influenza 1 (1.7 ) 1 (1.7 ) 0 

  Meningitis aseptic 1 (1.7 ) 1 (1.7 ) 0 

  Periorbital cellulitis 1 (1.7 ) 1 (1.7 ) 0 

  Pneumonia 1 (1.7 ) 1 (1.7 ) 0 

  Pneumonia haemophilus 1 (1.7 ) 1 (1.7 ) 0 

  Respiratory syncytial virus infection 1 (1.7 ) 1 (1.7 ) 0 

  Sepsis 1 (1.7 ) 0 1 (1.7 ) 

  Septic shock 1 (1.7 ) 1 (1.7 ) 0 

  Tonsillitis 1 (1.7 ) 1 (1.7 ) 0 

  Viral upper respiratory tract infection 1 (1.7 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (1.7 ) 0 0 

  Splinter 1 (1.7 ) 0 0 

Metabolism and nutrition disorders    

  -Total 1 (1.7 ) 1 (1.7 ) 0 

  Lactic acidosis 1 (1.7 ) 1 (1.7 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (5.1 ) 1 (1.7 ) 2 (3.4 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 

  B precursor type acute leukaemia 1 (1.7 ) 0 1 (1.7 ) 

Nervous system disorders    

  -Total 1 (1.7 ) 0 0 

  Dysarthria 1 (1.7 ) 0 0 

  Facial paralysis 1 (1.7 ) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 174c 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 174c 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (5.0 ) 1 (5.0 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (5.0 ) 1 (5.0 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.0 ) 1 (5.0 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 174c 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 1 (100) 0 

Immune system disorders    

  -Total 1 (100) 1 (100) 0 

  Cytokine release syndrome 1 (100) 1 (100) 0 

Metabolism and nutrition disorders    

  -Total 1 (100) 0 0 

  Hyponatraemia 1 (100) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 174c 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

49 (72.1) 23 (33.8) 19 (27.9) 

Blood and lymphatic system disorders    

  -Total 6 (8.8 ) 4 (5.9 ) 0 

  Bone marrow failure 2 (2.9 ) 2 (2.9 ) 0 

  Febrile neutropenia 2 (2.9 ) 1 (1.5 ) 0 

  Anaemia 1 (1.5 ) 1 (1.5 ) 0 

  Leukocytosis 1 (1.5 ) 0 0 

  Thrombocytopenia 1 (1.5 ) 1 (1.5 ) 0 

Cardiac disorders    

  -Total 3 (4.4 ) 1 (1.5 ) 0 

  Tachycardia 2 (2.9 ) 0 0 

  Left ventricular dysfunction 1 (1.5 ) 1 (1.5 ) 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders    

  -Total 1 (1.5 ) 0 0 

  Diarrhoea 1 (1.5 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 13 (19.1) 3 (4.4 ) 1 (1.5 ) 

  Pyrexia 11 (16.2) 2 (2.9 ) 0 

  Drug withdrawal syndrome 1 (1.5 ) 1 (1.5 ) 0 

  Multiple organ dysfunction syndrome 1 (1.5 ) 0 1 (1.5 ) 

Hepatobiliary disorders    

  -Total 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 

  Hepatocellular injury 1 (1.5 ) 1 (1.5 ) 0 

  Hepatosplenomegaly 1 (1.5 ) 0 1 (1.5 ) 

Immune system disorders    

  -Total 27 (39.7) 6 (8.8 ) 13 (19.1) 

  Cytokine release syndrome 27 (39.7) 6 (8.8 ) 13 (19.1) 

  Haemophagocytic 
lymphohistiocytosis 

1 (1.5 ) 1 (1.5 ) 0 

Infections and infestations    
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 18 (26.5) 14 (20.6) 3 (4.4 ) 

  Herpes zoster 3 (4.4 ) 0 0 

  Sepsis 3 (4.4 ) 1 (1.5 ) 2 (2.9 ) 

  Bacterial infection 2 (2.9 ) 2 (2.9 ) 0 

  Device related infection 2 (2.9 ) 2 (2.9 ) 0 

  Pneumonia 2 (2.9 ) 2 (2.9 ) 0 

  Alternaria infection 1 (1.5 ) 1 (1.5 ) 0 

  Aspergillus infection 1 (1.5 ) 1 (1.5 ) 0 

  Candida infection 1 (1.5 ) 1 (1.5 ) 0 

  Cellulitis 1 (1.5 ) 0 0 

  Cellulitis orbital 1 (1.5 ) 1 (1.5 ) 0 

  Central nervous system infection 1 (1.5 ) 0 1 (1.5 ) 

  Cerebral fungal infection 1 (1.5 ) 0 1 (1.5 ) 

  Enterococcal infection 1 (1.5 ) 1 (1.5 ) 0 

  Infection 1 (1.5 ) 1 (1.5 ) 0 

  Influenza 1 (1.5 ) 1 (1.5 ) 0 

  Meningitis aseptic 1 (1.5 ) 1 (1.5 ) 0 

  Periorbital cellulitis 1 (1.5 ) 1 (1.5 ) 0 

  Pneumonia haemophilus 1 (1.5 ) 1 (1.5 ) 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory syncytial virus infection 1 (1.5 ) 1 (1.5 ) 0 

  Septic shock 1 (1.5 ) 1 (1.5 ) 0 

  Sinusitis 1 (1.5 ) 1 (1.5 ) 0 

  Tonsillitis 1 (1.5 ) 1 (1.5 ) 0 

  Viral upper respiratory tract infection 1 (1.5 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (1.5 ) 0 0 

  Splinter 1 (1.5 ) 0 0 

Investigations    

  -Total 4 (5.9 ) 1 (1.5 ) 2 (2.9 ) 

  Blood fibrinogen decreased 1 (1.5 ) 1 (1.5 ) 0 

  Chest x-ray abnormal 1 (1.5 ) 0 0 

  Immunoglobulins decreased 1 (1.5 ) 0 1 (1.5 ) 

  Platelet count decreased 1 (1.5 ) 0 1 (1.5 ) 

Metabolism and nutrition disorders    

  -Total 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 

  Dehydration 1 (1.5 ) 1 (1.5 ) 0 

  Hypernatraemia 1 (1.5 ) 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypokalaemia 1 (1.5 ) 0 0 

  Lactic acidosis 1 (1.5 ) 1 (1.5 ) 0 

  Tumour lysis syndrome 1 (1.5 ) 0 1 (1.5 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (2.9 ) 2 (2.9 ) 0 

  Arthralgia 1 (1.5 ) 1 (1.5 ) 0 

  Joint effusion 1 (1.5 ) 1 (1.5 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 6 (8.8 ) 3 (4.4 ) 3 (4.4 ) 

  Acute lymphocytic leukaemia 
recurrent 

3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 

  B precursor type acute leukaemia 1 (1.5 ) 0 1 (1.5 ) 

  Leukaemia 1 (1.5 ) 0 1 (1.5 ) 

  Neoplasm progression 1 (1.5 ) 1 (1.5 ) 0 

Nervous system disorders    

  -Total 8 (11.8) 5 (7.4 ) 1 (1.5 ) 

  Encephalopathy 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 

  Seizure 2 (2.9 ) 2 (2.9 ) 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Depressed level of consciousness 1 (1.5 ) 1 (1.5 ) 0 

  Dysarthria 1 (1.5 ) 0 0 

  Dyskinesia 1 (1.5 ) 1 (1.5 ) 0 

  Facial paralysis 1 (1.5 ) 0 0 

  Somnolence 1 (1.5 ) 1 (1.5 ) 0 

  Tremor 1 (1.5 ) 0 0 

Psychiatric disorders    

  -Total 3 (4.4 ) 1 (1.5 ) 0 

  Agitation 1 (1.5 ) 1 (1.5 ) 0 

  Confusional state 1 (1.5 ) 1 (1.5 ) 0 

  Disorientation 1 (1.5 ) 0 0 

  Hallucination 1 (1.5 ) 0 0 

  Irritability 1 (1.5 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (2.9 ) 0 0 

  Hypoxia 2 (2.9 ) 0 0 

Vascular disorders    

  -Total 1 (1.5 ) 1 (1.5 ) 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Jugular vein thrombosis 1 (1.5 ) 1 (1.5 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 174d 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

28 (58.3) 11 (22.9) 12 (25.0) 

Blood and lymphatic system disorders    

  -Total 2 (4.2 ) 2 (4.2 ) 0 

  Bone marrow failure 2 (4.2 ) 2 (4.2 ) 0 

Cardiac disorders    

  -Total 1 (2.1 ) 0 0 

  Tachycardia 1 (2.1 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 5 (10.4) 1 (2.1 ) 1 (2.1 ) 

  Pyrexia 3 (6.3 ) 0 0 

  Drug withdrawal syndrome 1 (2.1 ) 1 (2.1 ) 0 

  Multiple organ dysfunction syndrome 1 (2.1 ) 0 1 (2.1 ) 
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Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders    

  -Total 1 (2.1 ) 1 (2.1 ) 0 

  Hepatocellular injury 1 (2.1 ) 1 (2.1 ) 0 

Immune system disorders    

  -Total 21 (43.8) 6 (12.5) 10 (20.8) 

  Cytokine release syndrome 21 (43.8) 6 (12.5) 10 (20.8) 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.1 ) 1 (2.1 ) 0 

Infections and infestations    

  -Total 5 (10.4) 3 (6.3 ) 1 (2.1 ) 

  Cellulitis orbital 1 (2.1 ) 1 (2.1 ) 0 

  Central nervous system infection 1 (2.1 ) 0 1 (2.1 ) 

  Cerebral fungal infection 1 (2.1 ) 0 1 (2.1 ) 

  Herpes zoster 1 (2.1 ) 0 0 

  Pneumonia 1 (2.1 ) 1 (2.1 ) 0 

  Sinusitis 1 (2.1 ) 1 (2.1 ) 0 

Investigations    

  -Total 2 (4.2 ) 0 1 (2.1 ) 

  Chest x-ray abnormal 1 (2.1 ) 0 0 
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Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Immunoglobulins decreased 1 (2.1 ) 0 1 (2.1 ) 

Metabolism and nutrition disorders    

  -Total 2 (4.2 ) 1 (2.1 ) 0 

  Dehydration 1 (2.1 ) 1 (2.1 ) 0 

  Hypernatraemia 1 (2.1 ) 0 0 

  Hypokalaemia 1 (2.1 ) 0 0 

  Hyponatraemia 1 (2.1 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (2.1 ) 1 (2.1 ) 0 

  Joint effusion 1 (2.1 ) 1 (2.1 ) 0 

Nervous system disorders    

  -Total 5 (10.4) 3 (6.3 ) 1 (2.1 ) 

  Seizure 2 (4.2 ) 2 (4.2 ) 0 

  Encephalopathy 1 (2.1 ) 0 1 (2.1 ) 

  Somnolence 1 (2.1 ) 1 (2.1 ) 0 

  Tremor 1 (2.1 ) 0 0 

Psychiatric disorders    

  -Total 2 (4.2 ) 0 0 



  

  

5280 

Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Disorientation 1 (2.1 ) 0 0 

  Hallucination 1 (2.1 ) 0 0 

  Irritability 1 (2.1 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (2.1 ) 0 0 

  Hypoxia 1 (2.1 ) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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5282 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 174d 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

9 (50.0) 4 (22.2) 3 (16.7) 

Blood and lymphatic system disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Anaemia 1 (5.6 ) 1 (5.6 ) 0 

  Febrile neutropenia 1 (5.6 ) 1 (5.6 ) 0 

  Thrombocytopenia 1 (5.6 ) 1 (5.6 ) 0 

Cardiac disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Left ventricular dysfunction 1 (5.6 ) 1 (5.6 ) 0 

Gastrointestinal disorders    

  -Total 1 (5.6 ) 0 0 

  Diarrhoea 1 (5.6 ) 0 0 



  

  

5283 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 4 (22.2) 1 (5.6 ) 0 

  Pyrexia 4 (22.2) 1 (5.6 ) 0 

Hepatobiliary disorders    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Hepatosplenomegaly 1 (5.6 ) 0 1 (5.6 ) 

Immune system disorders    

  -Total 5 (27.8) 1 (5.6 ) 1 (5.6 ) 

  Cytokine release syndrome 5 (27.8) 1 (5.6 ) 1 (5.6 ) 

Infections and infestations    

  -Total 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Sepsis 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Bacterial infection 1 (5.6 ) 1 (5.6 ) 0 

  Cellulitis 1 (5.6 ) 0 0 

  Infection 1 (5.6 ) 1 (5.6 ) 0 

  Meningitis aseptic 1 (5.6 ) 1 (5.6 ) 0 

Investigations    

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 



  

  

5284 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood fibrinogen decreased 1 (5.6 ) 1 (5.6 ) 0 

  Platelet count decreased 1 (5.6 ) 0 1 (5.6 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Arthralgia 1 (5.6 ) 1 (5.6 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Leukaemia 1 (5.6 ) 0 1 (5.6 ) 

  Neoplasm progression 1 (5.6 ) 1 (5.6 ) 0 

Nervous system disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Depressed level of consciousness 1 (5.6 ) 1 (5.6 ) 0 

  Dyskinesia 1 (5.6 ) 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 1 (5.6 ) 0 

Psychiatric disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Agitation 1 (5.6 ) 1 (5.6 ) 0 



  

  

5285 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Confusional state 1 (5.6 ) 1 (5.6 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (5.6 ) 0 0 

  Hypoxia 1 (5.6 ) 0 0 

Vascular disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Jugular vein thrombosis 1 (5.6 ) 1 (5.6 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174d 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: within 8 weeks post infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (66.7) 0 2 (66.7) 

Immune system disorders    

  -Total 2 (66.7) 0 2 (66.7) 

  Cytokine release syndrome 2 (66.7) 0 2 (66.7) 

Metabolism and nutrition disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Tumour lysis syndrome 1 (33.3) 0 1 (33.3) 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 



  

  

5287 
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Table 174d 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

10 (23.3) 7 (16.3) 1 (2.3 ) 

General disorders and administration 
site conditions 

   

  -Total 1 (2.3 ) 0 0 

  Pyrexia 1 (2.3 ) 0 0 

Infections and infestations    

  -Total 7 (16.3) 6 (14.0) 0 

  Herpes zoster 2 (4.7 ) 0 0 

  Device related infection 1 (2.3 ) 1 (2.3 ) 0 

  Influenza 1 (2.3 ) 1 (2.3 ) 0 

  Pneumonia 1 (2.3 ) 1 (2.3 ) 0 

  Pneumonia haemophilus 1 (2.3 ) 1 (2.3 ) 0 



  

  

5289 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory syncytial virus infection 1 (2.3 ) 1 (2.3 ) 0 

  Septic shock 1 (2.3 ) 1 (2.3 ) 0 

  Tonsillitis 1 (2.3 ) 1 (2.3 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174d 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

9 (60.0) 4 (26.7) 2 (13.3) 

Blood and lymphatic system disorders    

  -Total 2 (13.3) 0 0 

  Febrile neutropenia 1 (6.7 ) 0 0 

  Leukocytosis 1 (6.7 ) 0 0 

Cardiac disorders    

  -Total 1 (6.7 ) 0 0 

  Tachycardia 1 (6.7 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 5 (33.3) 1 (6.7 ) 0 

  Pyrexia 5 (33.3) 1 (6.7 ) 0 



  

  

5291 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

  -Total 6 (40.0) 4 (26.7) 1 (6.7 ) 

  Alternaria infection 1 (6.7 ) 1 (6.7 ) 0 

  Aspergillus infection 1 (6.7 ) 1 (6.7 ) 0 

  Bacterial infection 1 (6.7 ) 1 (6.7 ) 0 

  Candida infection 1 (6.7 ) 1 (6.7 ) 0 

  Device related infection 1 (6.7 ) 1 (6.7 ) 0 

  Enterococcal infection 1 (6.7 ) 1 (6.7 ) 0 

  Meningitis aseptic 1 (6.7 ) 1 (6.7 ) 0 

  Periorbital cellulitis 1 (6.7 ) 1 (6.7 ) 0 

  Sepsis 1 (6.7 ) 0 1 (6.7 ) 

  Viral upper respiratory tract infection 1 (6.7 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (6.7 ) 0 0 

  Splinter 1 (6.7 ) 0 0 

Metabolism and nutrition disorders    

  -Total 1 (6.7 ) 1 (6.7 ) 0 

  Lactic acidosis 1 (6.7 ) 1 (6.7 ) 0 



  

  

5292 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (6.7 ) 0 1 (6.7 ) 

  B precursor type acute leukaemia 1 (6.7 ) 0 1 (6.7 ) 

Nervous system disorders    

  -Total 1 (6.7 ) 0 0 

  Dysarthria 1 (6.7 ) 0 0 

  Facial paralysis 1 (6.7 ) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174d 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174d 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Region: Europe 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (5.6 ) 1 (5.6 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 1 (5.6 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174d 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Region: US 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t174_gd_b2001x.sas@@/main/2 22JUL21:13:42                                        Final 

 
  



  

  

5297 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 174d 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174d 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

35 (72.9) 17 (35.4) 12 (25.0) 

Blood and lymphatic system disorders    

  -Total 2 (4.2 ) 2 (4.2 ) 0 

  Bone marrow failure 2 (4.2 ) 2 (4.2 ) 0 

Cardiac disorders    

  -Total 1 (2.1 ) 0 0 

  Tachycardia 1 (2.1 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 6 (12.5) 1 (2.1 ) 1 (2.1 ) 

  Pyrexia 4 (8.3 ) 0 0 

  Drug withdrawal syndrome 1 (2.1 ) 1 (2.1 ) 0 



  

  

5299 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Multiple organ dysfunction syndrome 1 (2.1 ) 0 1 (2.1 ) 

Hepatobiliary disorders    

  -Total 1 (2.1 ) 1 (2.1 ) 0 

  Hepatocellular injury 1 (2.1 ) 1 (2.1 ) 0 

Immune system disorders    

  -Total 21 (43.8) 6 (12.5) 10 (20.8) 

  Cytokine release syndrome 21 (43.8) 6 (12.5) 10 (20.8) 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.1 ) 1 (2.1 ) 0 

Infections and infestations    

  -Total 10 (20.8) 8 (16.7) 1 (2.1 ) 

  Herpes zoster 3 (6.3 ) 0 0 

  Pneumonia 2 (4.2 ) 2 (4.2 ) 0 

  Cellulitis orbital 1 (2.1 ) 1 (2.1 ) 0 

  Central nervous system infection 1 (2.1 ) 0 1 (2.1 ) 

  Cerebral fungal infection 1 (2.1 ) 0 1 (2.1 ) 

  Device related infection 1 (2.1 ) 1 (2.1 ) 0 

  Influenza 1 (2.1 ) 1 (2.1 ) 0 

  Pneumonia haemophilus 1 (2.1 ) 1 (2.1 ) 0 



  

  

5300 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory syncytial virus infection 1 (2.1 ) 1 (2.1 ) 0 

  Septic shock 1 (2.1 ) 1 (2.1 ) 0 

  Sinusitis 1 (2.1 ) 1 (2.1 ) 0 

  Tonsillitis 1 (2.1 ) 1 (2.1 ) 0 

Investigations    

  -Total 2 (4.2 ) 0 1 (2.1 ) 

  Chest x-ray abnormal 1 (2.1 ) 0 0 

  Immunoglobulins decreased 1 (2.1 ) 0 1 (2.1 ) 

Metabolism and nutrition disorders    

  -Total 2 (4.2 ) 1 (2.1 ) 0 

  Dehydration 1 (2.1 ) 1 (2.1 ) 0 

  Hypernatraemia 1 (2.1 ) 0 0 

  Hypokalaemia 1 (2.1 ) 0 0 

  Hyponatraemia 1 (2.1 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (2.1 ) 1 (2.1 ) 0 

  Joint effusion 1 (2.1 ) 1 (2.1 ) 0 



  

  

5301 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 

  Acute lymphocytic leukaemia 
recurrent 

3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 

Nervous system disorders    

  -Total 5 (10.4) 3 (6.3 ) 1 (2.1 ) 

  Seizure 2 (4.2 ) 2 (4.2 ) 0 

  Encephalopathy 1 (2.1 ) 0 1 (2.1 ) 

  Somnolence 1 (2.1 ) 1 (2.1 ) 0 

  Tremor 1 (2.1 ) 0 0 

Psychiatric disorders    

  -Total 2 (4.2 ) 0 0 

  Disorientation 1 (2.1 ) 0 0 

  Hallucination 1 (2.1 ) 0 0 

  Irritability 1 (2.1 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (2.1 ) 0 0 

  Hypoxia 1 (2.1 ) 0 0 



  

  

5302 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t174_gd_b2001x.sas@@/main/2 22JUL21:13:42                                        Final 

 
  



  

  

5303 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 174d 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

13 (72.2) 7 (38.9) 5 (27.8) 

Blood and lymphatic system disorders    

  -Total 4 (22.2) 2 (11.1) 0 

  Febrile neutropenia 2 (11.1) 1 (5.6 ) 0 

  Anaemia 1 (5.6 ) 1 (5.6 ) 0 

  Leukocytosis 1 (5.6 ) 0 0 

  Thrombocytopenia 1 (5.6 ) 1 (5.6 ) 0 

Cardiac disorders    

  -Total 2 (11.1) 1 (5.6 ) 0 

  Left ventricular dysfunction 1 (5.6 ) 1 (5.6 ) 0 

  Tachycardia 1 (5.6 ) 0 0 

Gastrointestinal disorders    



  

  

5304 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (5.6 ) 0 0 

  Diarrhoea 1 (5.6 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 7 (38.9) 2 (11.1) 0 

  Pyrexia 7 (38.9) 2 (11.1) 0 

Hepatobiliary disorders    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Hepatosplenomegaly 1 (5.6 ) 0 1 (5.6 ) 

Immune system disorders    

  -Total 5 (27.8) 1 (5.6 ) 1 (5.6 ) 

  Cytokine release syndrome 5 (27.8) 1 (5.6 ) 1 (5.6 ) 

Infections and infestations    

  -Total 8 (44.4) 6 (33.3) 2 (11.1) 

  Sepsis 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Bacterial infection 2 (11.1) 2 (11.1) 0 

  Alternaria infection 1 (5.6 ) 1 (5.6 ) 0 

  Aspergillus infection 1 (5.6 ) 1 (5.6 ) 0 

  Candida infection 1 (5.6 ) 1 (5.6 ) 0 



  

  

5305 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis 1 (5.6 ) 0 0 

  Device related infection 1 (5.6 ) 1 (5.6 ) 0 

  Enterococcal infection 1 (5.6 ) 1 (5.6 ) 0 

  Infection 1 (5.6 ) 1 (5.6 ) 0 

  Meningitis aseptic 1 (5.6 ) 1 (5.6 ) 0 

  Periorbital cellulitis 1 (5.6 ) 1 (5.6 ) 0 

  Viral upper respiratory tract infection 1 (5.6 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.6 ) 0 0 

  Splinter 1 (5.6 ) 0 0 

Investigations    

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Blood fibrinogen decreased 1 (5.6 ) 1 (5.6 ) 0 

  Platelet count decreased 1 (5.6 ) 0 1 (5.6 ) 

Metabolism and nutrition disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Lactic acidosis 1 (5.6 ) 1 (5.6 ) 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Arthralgia 1 (5.6 ) 1 (5.6 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (16.7) 1 (5.6 ) 2 (11.1) 

  B precursor type acute leukaemia 1 (5.6 ) 0 1 (5.6 ) 

  Leukaemia 1 (5.6 ) 0 1 (5.6 ) 

  Neoplasm progression 1 (5.6 ) 1 (5.6 ) 0 

Nervous system disorders    

  -Total 3 (16.7) 2 (11.1) 0 

  Depressed level of consciousness 1 (5.6 ) 1 (5.6 ) 0 

  Dysarthria 1 (5.6 ) 0 0 

  Dyskinesia 1 (5.6 ) 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 1 (5.6 ) 0 

  Facial paralysis 1 (5.6 ) 0 0 

Psychiatric disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Agitation 1 (5.6 ) 1 (5.6 ) 0 

  Confusional state 1 (5.6 ) 1 (5.6 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (5.6 ) 0 0 

  Hypoxia 1 (5.6 ) 0 0 

Vascular disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Jugular vein thrombosis 1 (5.6 ) 1 (5.6 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174d 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (66.7) 0 2 (66.7) 

Immune system disorders    

  -Total 2 (66.7) 0 2 (66.7) 

  Cytokine release syndrome 2 (66.7) 0 2 (66.7) 

Metabolism and nutrition disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Tumour lysis syndrome 1 (33.3) 0 1 (33.3) 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 174e 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

20 (47.6) 8 (19.0) 8 (19.0) 

Blood and lymphatic system disorders    

  -Total 3 (7.1 ) 3 (7.1 ) 0 

  Anaemia 1 (2.4 ) 1 (2.4 ) 0 

  Bone marrow failure 1 (2.4 ) 1 (2.4 ) 0 

  Febrile neutropenia 1 (2.4 ) 1 (2.4 ) 0 

  Thrombocytopenia 1 (2.4 ) 1 (2.4 ) 0 

General disorders and administration 
site conditions 

   

  -Total 5 (11.9) 1 (2.4 ) 1 (2.4 ) 

  Pyrexia 4 (9.5 ) 1 (2.4 ) 0 

  Multiple organ dysfunction syndrome 1 (2.4 ) 0 1 (2.4 ) 

Hepatobiliary disorders    



  

  

5311 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Hepatocellular injury 1 (2.4 ) 1 (2.4 ) 0 

Immune system disorders    

  -Total 12 (28.6) 2 (4.8 ) 5 (11.9) 

  Cytokine release syndrome 12 (28.6) 2 (4.8 ) 5 (11.9) 

Infections and infestations    

  -Total 6 (14.3) 4 (9.5 ) 1 (2.4 ) 

  Bacterial infection 1 (2.4 ) 1 (2.4 ) 0 

  Central nervous system infection 1 (2.4 ) 0 1 (2.4 ) 

  Cerebral fungal infection 1 (2.4 ) 0 1 (2.4 ) 

  Herpes zoster 1 (2.4 ) 0 0 

  Infection 1 (2.4 ) 1 (2.4 ) 0 

  Pneumonia 1 (2.4 ) 1 (2.4 ) 0 

  Sepsis 1 (2.4 ) 1 (2.4 ) 0 

  Sinusitis 1 (2.4 ) 1 (2.4 ) 0 

Investigations    

  -Total 2 (4.8 ) 0 2 (4.8 ) 

  Immunoglobulins decreased 1 (2.4 ) 0 1 (2.4 ) 

  Platelet count decreased 1 (2.4 ) 0 1 (2.4 ) 
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Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (4.8 ) 2 (4.8 ) 0 

  Arthralgia 1 (2.4 ) 1 (2.4 ) 0 

  Joint effusion 1 (2.4 ) 1 (2.4 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Neoplasm progression 1 (2.4 ) 1 (2.4 ) 0 

Nervous system disorders    

  -Total 4 (9.5 ) 3 (7.1 ) 1 (2.4 ) 

  Seizure 2 (4.8 ) 2 (4.8 ) 0 

  Encephalopathy 1 (2.4 ) 0 1 (2.4 ) 

  Somnolence 1 (2.4 ) 1 (2.4 ) 0 

Vascular disorders    

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Jugular vein thrombosis 1 (2.4 ) 1 (2.4 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t174_gd_b2001x.sas@@/main/2 22JUL21:13:42                                        Final 

 
  



  

  

5314 

 



  

  

5315 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 174e 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

19 (70.4) 7 (25.9) 9 (33.3) 

Blood and lymphatic system disorders    

  -Total 1 (3.7 ) 1 (3.7 ) 0 

  Bone marrow failure 1 (3.7 ) 1 (3.7 ) 0 

Cardiac disorders    

  -Total 2 (7.4 ) 1 (3.7 ) 0 

  Left ventricular dysfunction 1 (3.7 ) 1 (3.7 ) 0 

  Tachycardia 1 (3.7 ) 0 0 

Gastrointestinal disorders    

  -Total 1 (3.7 ) 0 0 

  Diarrhoea 1 (3.7 ) 0 0 

General disorders and administration 
site conditions 
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Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 4 (14.8) 1 (3.7 ) 0 

  Pyrexia 3 (11.1) 0 0 

  Drug withdrawal syndrome 1 (3.7 ) 1 (3.7 ) 0 

Hepatobiliary disorders    

  -Total 1 (3.7 ) 0 1 (3.7 ) 

  Hepatosplenomegaly 1 (3.7 ) 0 1 (3.7 ) 

Immune system disorders    

  -Total 16 (59.3) 5 (18.5) 8 (29.6) 

  Cytokine release syndrome 16 (59.3) 5 (18.5) 8 (29.6) 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.7 ) 1 (3.7 ) 0 

Infections and infestations    

  -Total 3 (11.1) 2 (7.4 ) 1 (3.7 ) 

  Cellulitis 1 (3.7 ) 0 0 

  Cellulitis orbital 1 (3.7 ) 1 (3.7 ) 0 

  Meningitis aseptic 1 (3.7 ) 1 (3.7 ) 0 

  Sepsis 1 (3.7 ) 0 1 (3.7 ) 

Investigations    

  -Total 2 (7.4 ) 1 (3.7 ) 0 
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Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Blood fibrinogen decreased 1 (3.7 ) 1 (3.7 ) 0 

  Chest x-ray abnormal 1 (3.7 ) 0 0 

Metabolism and nutrition disorders    

  -Total 3 (11.1) 1 (3.7 ) 1 (3.7 ) 

  Dehydration 1 (3.7 ) 1 (3.7 ) 0 

  Hypernatraemia 1 (3.7 ) 0 0 

  Hypokalaemia 1 (3.7 ) 0 0 

  Hyponatraemia 1 (3.7 ) 0 0 

  Tumour lysis syndrome 1 (3.7 ) 0 1 (3.7 ) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (3.7 ) 0 1 (3.7 ) 

  Leukaemia 1 (3.7 ) 0 1 (3.7 ) 

Nervous system disorders    

  -Total 3 (11.1) 2 (7.4 ) 0 

  Depressed level of consciousness 1 (3.7 ) 1 (3.7 ) 0 

  Dyskinesia 1 (3.7 ) 1 (3.7 ) 0 

  Encephalopathy 1 (3.7 ) 1 (3.7 ) 0 

  Tremor 1 (3.7 ) 0 0 
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Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Psychiatric disorders    

  -Total 3 (11.1) 1 (3.7 ) 0 

  Agitation 1 (3.7 ) 1 (3.7 ) 0 

  Confusional state 1 (3.7 ) 1 (3.7 ) 0 

  Disorientation 1 (3.7 ) 0 0 

  Hallucination 1 (3.7 ) 0 0 

  Irritability 1 (3.7 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (7.4 ) 0 0 

  Hypoxia 2 (7.4 ) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174e 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

12 (31.6) 6 (15.8) 2 (5.3 ) 

Blood and lymphatic system disorders    

  -Total 1 (2.6 ) 0 0 

  Febrile neutropenia 1 (2.6 ) 0 0 

Cardiac disorders    

  -Total 1 (2.6 ) 0 0 

  Tachycardia 1 (2.6 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 4 (10.5) 1 (2.6 ) 0 

  Pyrexia 4 (10.5) 1 (2.6 ) 0 

Infections and infestations    
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 7 (18.4) 5 (13.2) 0 

  Device related infection 1 (2.6 ) 1 (2.6 ) 0 

  Herpes zoster 1 (2.6 ) 0 0 

  Periorbital cellulitis 1 (2.6 ) 1 (2.6 ) 0 

  Pneumonia 1 (2.6 ) 1 (2.6 ) 0 

  Pneumonia haemophilus 1 (2.6 ) 1 (2.6 ) 0 

  Respiratory syncytial virus infection 1 (2.6 ) 1 (2.6 ) 0 

  Viral upper respiratory tract infection 1 (2.6 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (2.6 ) 0 0 

  Splinter 1 (2.6 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 

  B precursor type acute leukaemia 1 (2.6 ) 0 1 (2.6 ) 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174e 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

7 (31.8) 5 (22.7) 1 (4.5 ) 

Blood and lymphatic system disorders    

  -Total 1 (4.5 ) 0 0 

  Leukocytosis 1 (4.5 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 2 (9.1 ) 0 0 

  Pyrexia 2 (9.1 ) 0 0 

Infections and infestations    

  -Total 6 (27.3) 5 (22.7) 1 (4.5 ) 

  Alternaria infection 1 (4.5 ) 1 (4.5 ) 0 

  Aspergillus infection 1 (4.5 ) 1 (4.5 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacterial infection 1 (4.5 ) 1 (4.5 ) 0 

  Candida infection 1 (4.5 ) 1 (4.5 ) 0 

  Device related infection 1 (4.5 ) 1 (4.5 ) 0 

  Enterococcal infection 1 (4.5 ) 1 (4.5 ) 0 

  Herpes zoster 1 (4.5 ) 0 0 

  Influenza 1 (4.5 ) 1 (4.5 ) 0 

  Meningitis aseptic 1 (4.5 ) 1 (4.5 ) 0 

  Sepsis 1 (4.5 ) 0 1 (4.5 ) 

  Septic shock 1 (4.5 ) 1 (4.5 ) 0 

  Tonsillitis 1 (4.5 ) 1 (4.5 ) 0 

Metabolism and nutrition disorders    

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Lactic acidosis 1 (4.5 ) 1 (4.5 ) 0 

Nervous system disorders    

  -Total 1 (4.5 ) 0 0 

  Dysarthria 1 (4.5 ) 0 0 

  Facial paralysis 1 (4.5 ) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174e 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (6.3 ) 1 (6.3 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (6.3 ) 1 (6.3 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (6.3 ) 1 (6.3 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174e 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174e 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

28 (66.7) 14 (33.3) 9 (21.4) 

Blood and lymphatic system disorders    

  -Total 4 (9.5 ) 3 (7.1 ) 0 

  Febrile neutropenia 2 (4.8 ) 1 (2.4 ) 0 

  Anaemia 1 (2.4 ) 1 (2.4 ) 0 

  Bone marrow failure 1 (2.4 ) 1 (2.4 ) 0 

  Thrombocytopenia 1 (2.4 ) 1 (2.4 ) 0 

Cardiac disorders    

  -Total 1 (2.4 ) 0 0 

  Tachycardia 1 (2.4 ) 0 0 

General disorders and administration 
site conditions 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 8 (19.0) 2 (4.8 ) 1 (2.4 ) 

  Pyrexia 7 (16.7) 2 (4.8 ) 0 

  Multiple organ dysfunction syndrome 1 (2.4 ) 0 1 (2.4 ) 

Hepatobiliary disorders    

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Hepatocellular injury 1 (2.4 ) 1 (2.4 ) 0 

Immune system disorders    

  -Total 12 (28.6) 2 (4.8 ) 5 (11.9) 

  Cytokine release syndrome 12 (28.6) 2 (4.8 ) 5 (11.9) 

Infections and infestations    

  -Total 11 (26.2) 9 (21.4) 1 (2.4 ) 

  Herpes zoster 2 (4.8 ) 0 0 

  Pneumonia 2 (4.8 ) 2 (4.8 ) 0 

  Bacterial infection 1 (2.4 ) 1 (2.4 ) 0 

  Central nervous system infection 1 (2.4 ) 0 1 (2.4 ) 

  Cerebral fungal infection 1 (2.4 ) 0 1 (2.4 ) 

  Device related infection 1 (2.4 ) 1 (2.4 ) 0 

  Infection 1 (2.4 ) 1 (2.4 ) 0 

  Periorbital cellulitis 1 (2.4 ) 1 (2.4 ) 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia haemophilus 1 (2.4 ) 1 (2.4 ) 0 

  Respiratory syncytial virus infection 1 (2.4 ) 1 (2.4 ) 0 

  Sepsis 1 (2.4 ) 1 (2.4 ) 0 

  Sinusitis 1 (2.4 ) 1 (2.4 ) 0 

  Viral upper respiratory tract infection 1 (2.4 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (2.4 ) 0 0 

  Splinter 1 (2.4 ) 0 0 

Investigations    

  -Total 2 (4.8 ) 0 2 (4.8 ) 

  Immunoglobulins decreased 1 (2.4 ) 0 1 (2.4 ) 

  Platelet count decreased 1 (2.4 ) 0 1 (2.4 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (4.8 ) 2 (4.8 ) 0 

  Arthralgia 1 (2.4 ) 1 (2.4 ) 0 

  Joint effusion 1 (2.4 ) 1 (2.4 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 5 (11.9) 3 (7.1 ) 2 (4.8 ) 

  Acute lymphocytic leukaemia 
recurrent 

3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 

  B precursor type acute leukaemia 1 (2.4 ) 0 1 (2.4 ) 

  Neoplasm progression 1 (2.4 ) 1 (2.4 ) 0 

Nervous system disorders    

  -Total 4 (9.5 ) 3 (7.1 ) 1 (2.4 ) 

  Seizure 2 (4.8 ) 2 (4.8 ) 0 

  Encephalopathy 1 (2.4 ) 0 1 (2.4 ) 

  Somnolence 1 (2.4 ) 1 (2.4 ) 0 

Vascular disorders    

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Jugular vein thrombosis 1 (2.4 ) 1 (2.4 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174e 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

22 (81.5) 10 (37.0) 10 (37.0) 

Blood and lymphatic system disorders    

  -Total 2 (7.4 ) 1 (3.7 ) 0 

  Bone marrow failure 1 (3.7 ) 1 (3.7 ) 0 

  Leukocytosis 1 (3.7 ) 0 0 

Cardiac disorders    

  -Total 2 (7.4 ) 1 (3.7 ) 0 

  Left ventricular dysfunction 1 (3.7 ) 1 (3.7 ) 0 

  Tachycardia 1 (3.7 ) 0 0 

Gastrointestinal disorders    

  -Total 1 (3.7 ) 0 0 

  Diarrhoea 1 (3.7 ) 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 5 (18.5) 1 (3.7 ) 0 

  Pyrexia 4 (14.8) 0 0 

  Drug withdrawal syndrome 1 (3.7 ) 1 (3.7 ) 0 

Hepatobiliary disorders    

  -Total 1 (3.7 ) 0 1 (3.7 ) 

  Hepatosplenomegaly 1 (3.7 ) 0 1 (3.7 ) 

Immune system disorders    

  -Total 16 (59.3) 5 (18.5) 8 (29.6) 

  Cytokine release syndrome 16 (59.3) 5 (18.5) 8 (29.6) 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.7 ) 1 (3.7 ) 0 

Infections and infestations    

  -Total 7 (25.9) 5 (18.5) 2 (7.4 ) 

  Sepsis 2 (7.4 ) 0 2 (7.4 ) 

  Alternaria infection 1 (3.7 ) 1 (3.7 ) 0 

  Aspergillus infection 1 (3.7 ) 1 (3.7 ) 0 

  Bacterial infection 1 (3.7 ) 1 (3.7 ) 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Candida infection 1 (3.7 ) 1 (3.7 ) 0 

  Cellulitis 1 (3.7 ) 0 0 

  Cellulitis orbital 1 (3.7 ) 1 (3.7 ) 0 

  Device related infection 1 (3.7 ) 1 (3.7 ) 0 

  Enterococcal infection 1 (3.7 ) 1 (3.7 ) 0 

  Herpes zoster 1 (3.7 ) 0 0 

  Influenza 1 (3.7 ) 1 (3.7 ) 0 

  Meningitis aseptic 1 (3.7 ) 1 (3.7 ) 0 

  Septic shock 1 (3.7 ) 1 (3.7 ) 0 

  Tonsillitis 1 (3.7 ) 1 (3.7 ) 0 

Investigations    

  -Total 2 (7.4 ) 1 (3.7 ) 0 

  Blood fibrinogen decreased 1 (3.7 ) 1 (3.7 ) 0 

  Chest x-ray abnormal 1 (3.7 ) 0 0 

Metabolism and nutrition disorders    

  -Total 4 (14.8) 2 (7.4 ) 1 (3.7 ) 

  Dehydration 1 (3.7 ) 1 (3.7 ) 0 

  Hypernatraemia 1 (3.7 ) 0 0 

  Hypokalaemia 1 (3.7 ) 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyponatraemia 1 (3.7 ) 0 0 

  Lactic acidosis 1 (3.7 ) 1 (3.7 ) 0 

  Tumour lysis syndrome 1 (3.7 ) 0 1 (3.7 ) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (3.7 ) 0 1 (3.7 ) 

  Leukaemia 1 (3.7 ) 0 1 (3.7 ) 

Nervous system disorders    

  -Total 4 (14.8) 2 (7.4 ) 0 

  Depressed level of consciousness 1 (3.7 ) 1 (3.7 ) 0 

  Dysarthria 1 (3.7 ) 0 0 

  Dyskinesia 1 (3.7 ) 1 (3.7 ) 0 

  Encephalopathy 1 (3.7 ) 1 (3.7 ) 0 

  Facial paralysis 1 (3.7 ) 0 0 

  Tremor 1 (3.7 ) 0 0 

Psychiatric disorders    

  -Total 3 (11.1) 1 (3.7 ) 0 

  Agitation 1 (3.7 ) 1 (3.7 ) 0 

  Confusional state 1 (3.7 ) 1 (3.7 ) 0 



  

  

5337 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Disorientation 1 (3.7 ) 0 0 

  Hallucination 1 (3.7 ) 0 0 

  Irritability 1 (3.7 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (7.4 ) 0 0 

  Hypoxia 2 (7.4 ) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174f 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

12 (46.2) 5 (19.2) 5 (19.2) 

Blood and lymphatic system disorders    

  -Total 1 (3.8 ) 1 (3.8 ) 0 

  Bone marrow failure 1 (3.8 ) 1 (3.8 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (7.7 ) 0 0 

  Pyrexia 2 (7.7 ) 0 0 

Hepatobiliary disorders    

  -Total 1 (3.8 ) 1 (3.8 ) 0 

  Hepatocellular injury 1 (3.8 ) 1 (3.8 ) 0 

Immune system disorders    

  -Total 7 (26.9) 1 (3.8 ) 4 (15.4) 
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Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cytokine release syndrome 7 (26.9) 1 (3.8 ) 4 (15.4) 

Infections and infestations    

  -Total 2 (7.7 ) 1 (3.8 ) 0 

  Herpes zoster 1 (3.8 ) 0 0 

  Meningitis aseptic 1 (3.8 ) 1 (3.8 ) 0 

Investigations    

  -Total 1 (3.8 ) 0 1 (3.8 ) 

  Immunoglobulins decreased 1 (3.8 ) 0 1 (3.8 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (3.8 ) 1 (3.8 ) 0 

  Joint effusion 1 (3.8 ) 1 (3.8 ) 0 

Nervous system disorders    

  -Total 2 (7.7 ) 2 (7.7 ) 0 

  Seizure 2 (7.7 ) 2 (7.7 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174f 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

25 (62.5) 10 (25.0) 11 (27.5) 

Blood and lymphatic system disorders    

  -Total 3 (7.5 ) 3 (7.5 ) 0 

  Anaemia 1 (2.5 ) 1 (2.5 ) 0 

  Bone marrow failure 1 (2.5 ) 1 (2.5 ) 0 

  Febrile neutropenia 1 (2.5 ) 1 (2.5 ) 0 

  Thrombocytopenia 1 (2.5 ) 1 (2.5 ) 0 

Cardiac disorders    

  -Total 2 (5.0 ) 1 (2.5 ) 0 

  Left ventricular dysfunction 1 (2.5 ) 1 (2.5 ) 0 

  Tachycardia 1 (2.5 ) 0 0 

Gastrointestinal disorders    
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Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (2.5 ) 0 0 

  Diarrhoea 1 (2.5 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 7 (17.5) 2 (5.0 ) 1 (2.5 ) 

  Pyrexia 5 (12.5) 1 (2.5 ) 0 

  Drug withdrawal syndrome 1 (2.5 ) 1 (2.5 ) 0 

  Multiple organ dysfunction syndrome 1 (2.5 ) 0 1 (2.5 ) 

Hepatobiliary disorders    

  -Total 1 (2.5 ) 0 1 (2.5 ) 

  Hepatosplenomegaly 1 (2.5 ) 0 1 (2.5 ) 

Immune system disorders    

  -Total 19 (47.5) 6 (15.0) 8 (20.0) 

  Cytokine release syndrome 19 (47.5) 6 (15.0) 8 (20.0) 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.5 ) 1 (2.5 ) 0 

Infections and infestations    

  -Total 7 (17.5) 5 (12.5) 2 (5.0 ) 

  Sepsis 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 
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Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacterial infection 1 (2.5 ) 1 (2.5 ) 0 

  Cellulitis 1 (2.5 ) 0 0 

  Cellulitis orbital 1 (2.5 ) 1 (2.5 ) 0 

  Central nervous system infection 1 (2.5 ) 0 1 (2.5 ) 

  Cerebral fungal infection 1 (2.5 ) 0 1 (2.5 ) 

  Infection 1 (2.5 ) 1 (2.5 ) 0 

  Pneumonia 1 (2.5 ) 1 (2.5 ) 0 

  Sinusitis 1 (2.5 ) 1 (2.5 ) 0 

Investigations    

  -Total 3 (7.5 ) 1 (2.5 ) 1 (2.5 ) 

  Blood fibrinogen decreased 1 (2.5 ) 1 (2.5 ) 0 

  Chest x-ray abnormal 1 (2.5 ) 0 0 

  Platelet count decreased 1 (2.5 ) 0 1 (2.5 ) 

Metabolism and nutrition disorders    

  -Total 3 (7.5 ) 1 (2.5 ) 1 (2.5 ) 

  Dehydration 1 (2.5 ) 1 (2.5 ) 0 

  Hypernatraemia 1 (2.5 ) 0 0 

  Hypokalaemia 1 (2.5 ) 0 0 

  Hyponatraemia 1 (2.5 ) 0 0 
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Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tumour lysis syndrome 1 (2.5 ) 0 1 (2.5 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (2.5 ) 1 (2.5 ) 0 

  Arthralgia 1 (2.5 ) 1 (2.5 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 

  Leukaemia 1 (2.5 ) 0 1 (2.5 ) 

  Neoplasm progression 1 (2.5 ) 1 (2.5 ) 0 

Nervous system disorders    

  -Total 4 (10.0) 3 (7.5 ) 0 

  Depressed level of consciousness 1 (2.5 ) 1 (2.5 ) 0 

  Dyskinesia 1 (2.5 ) 1 (2.5 ) 0 

  Encephalopathy 1 (2.5 ) 1 (2.5 ) 0 

  Somnolence 1 (2.5 ) 1 (2.5 ) 0 

  Tremor 1 (2.5 ) 0 0 

Psychiatric disorders    

  -Total 3 (7.5 ) 1 (2.5 ) 0 
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Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Agitation 1 (2.5 ) 1 (2.5 ) 0 

  Confusional state 1 (2.5 ) 1 (2.5 ) 0 

  Disorientation 1 (2.5 ) 0 0 

  Hallucination 1 (2.5 ) 0 0 

  Irritability 1 (2.5 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (5.0 ) 0 0 

  Hypoxia 2 (5.0 ) 0 0 

Vascular disorders    

  -Total 1 (2.5 ) 1 (2.5 ) 0 

  Jugular vein thrombosis 1 (2.5 ) 1 (2.5 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174f 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (66.7) 0 1 (33.3) 

Immune system disorders    

  -Total 2 (66.7) 0 1 (33.3) 

  Cytokine release syndrome 2 (66.7) 0 1 (33.3) 

Nervous system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Encephalopathy 1 (33.3) 0 1 (33.3) 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174f 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

10 (41.7) 8 (33.3) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (8.3 ) 1 (4.2 ) 0 

  Pyrexia 2 (8.3 ) 1 (4.2 ) 0 

Infections and infestations    

  -Total 8 (33.3) 7 (29.2) 0 

  Device related infection 2 (8.3 ) 2 (8.3 ) 0 

  Herpes zoster 2 (8.3 ) 0 0 

  Influenza 1 (4.2 ) 1 (4.2 ) 0 

  Meningitis aseptic 1 (4.2 ) 1 (4.2 ) 0 

  Pneumonia 1 (4.2 ) 1 (4.2 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia haemophilus 1 (4.2 ) 1 (4.2 ) 0 

  Respiratory syncytial virus infection 1 (4.2 ) 1 (4.2 ) 0 

  Tonsillitis 1 (4.2 ) 1 (4.2 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (4.2 ) 1 (4.2 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (4.2 ) 1 (4.2 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174f 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

8 (24.2) 3 (9.1 ) 3 (9.1 ) 

Blood and lymphatic system disorders    

  -Total 1 (3.0 ) 0 0 

  Leukocytosis 1 (3.0 ) 0 0 

Cardiac disorders    

  -Total 1 (3.0 ) 0 0 

  Tachycardia 1 (3.0 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 4 (12.1) 0 0 

  Pyrexia 4 (12.1) 0 0 

Infections and infestations    
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 5 (15.2) 3 (9.1 ) 1 (3.0 ) 

  Alternaria infection 1 (3.0 ) 1 (3.0 ) 0 

  Aspergillus infection 1 (3.0 ) 1 (3.0 ) 0 

  Bacterial infection 1 (3.0 ) 1 (3.0 ) 0 

  Candida infection 1 (3.0 ) 1 (3.0 ) 0 

  Enterococcal infection 1 (3.0 ) 1 (3.0 ) 0 

  Periorbital cellulitis 1 (3.0 ) 1 (3.0 ) 0 

  Sepsis 1 (3.0 ) 0 1 (3.0 ) 

  Septic shock 1 (3.0 ) 1 (3.0 ) 0 

  Viral upper respiratory tract infection 1 (3.0 ) 0 0 

Metabolism and nutrition disorders    

  -Total 1 (3.0 ) 1 (3.0 ) 0 

  Lactic acidosis 1 (3.0 ) 1 (3.0 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (6.1 ) 0 2 (6.1 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.0 ) 0 1 (3.0 ) 

  B precursor type acute leukaemia 1 (3.0 ) 0 1 (3.0 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders    

  -Total 1 (3.0 ) 0 0 

  Dysarthria 1 (3.0 ) 0 0 

  Facial paralysis 1 (3.0 ) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174f 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (33.3) 0 0 

Blood and lymphatic system disorders    

  -Total 1 (33.3) 0 0 

  Febrile neutropenia 1 (33.3) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (33.3) 0 0 

  Splinter 1 (33.3) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174f 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (14.3) 1 (14.3) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (14.3) 1 (14.3) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (14.3) 1 (14.3) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t174_gd_b2001x.sas@@/main/2 22JUL21:13:42                                        Final 



  

  

5358 

 
  



  

  

5359 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 174f 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174f 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174f 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

20 (76.9) 12 (46.2) 5 (19.2) 

Blood and lymphatic system disorders    

  -Total 1 (3.8 ) 1 (3.8 ) 0 

  Bone marrow failure 1 (3.8 ) 1 (3.8 ) 0 

General disorders and administration 
site conditions 

   

  -Total 4 (15.4) 1 (3.8 ) 0 

  Pyrexia 4 (15.4) 1 (3.8 ) 0 

Hepatobiliary disorders    

  -Total 1 (3.8 ) 1 (3.8 ) 0 

  Hepatocellular injury 1 (3.8 ) 1 (3.8 ) 0 

Immune system disorders    



  

  

5362 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 7 (26.9) 1 (3.8 ) 4 (15.4) 

  Cytokine release syndrome 7 (26.9) 1 (3.8 ) 4 (15.4) 

Infections and infestations    

  -Total 8 (30.8) 7 (26.9) 0 

  Herpes zoster 3 (11.5) 0 0 

  Device related infection 2 (7.7 ) 2 (7.7 ) 0 

  Influenza 1 (3.8 ) 1 (3.8 ) 0 

  Meningitis aseptic 1 (3.8 ) 1 (3.8 ) 0 

  Pneumonia 1 (3.8 ) 1 (3.8 ) 0 

  Pneumonia haemophilus 1 (3.8 ) 1 (3.8 ) 0 

  Respiratory syncytial virus infection 1 (3.8 ) 1 (3.8 ) 0 

  Tonsillitis 1 (3.8 ) 1 (3.8 ) 0 

Investigations    

  -Total 1 (3.8 ) 0 1 (3.8 ) 

  Immunoglobulins decreased 1 (3.8 ) 0 1 (3.8 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (3.8 ) 1 (3.8 ) 0 

  Joint effusion 1 (3.8 ) 1 (3.8 ) 0 



  

  

5363 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (7.7 ) 2 (7.7 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

2 (7.7 ) 2 (7.7 ) 0 

Nervous system disorders    

  -Total 2 (7.7 ) 2 (7.7 ) 0 

  Seizure 2 (7.7 ) 2 (7.7 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174f 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

28 (70.0) 12 (30.0) 13 (32.5) 

Blood and lymphatic system disorders    

  -Total 4 (10.0) 3 (7.5 ) 0 

  Anaemia 1 (2.5 ) 1 (2.5 ) 0 

  Bone marrow failure 1 (2.5 ) 1 (2.5 ) 0 

  Febrile neutropenia 1 (2.5 ) 1 (2.5 ) 0 

  Leukocytosis 1 (2.5 ) 0 0 

  Thrombocytopenia 1 (2.5 ) 1 (2.5 ) 0 

Cardiac disorders    

  -Total 3 (7.5 ) 1 (2.5 ) 0 

  Tachycardia 2 (5.0 ) 0 0 

  Left ventricular dysfunction 1 (2.5 ) 1 (2.5 ) 0 



  

  

5365 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders    

  -Total 1 (2.5 ) 0 0 

  Diarrhoea 1 (2.5 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 9 (22.5) 2 (5.0 ) 1 (2.5 ) 

  Pyrexia 7 (17.5) 1 (2.5 ) 0 

  Drug withdrawal syndrome 1 (2.5 ) 1 (2.5 ) 0 

  Multiple organ dysfunction syndrome 1 (2.5 ) 0 1 (2.5 ) 

Hepatobiliary disorders    

  -Total 1 (2.5 ) 0 1 (2.5 ) 

  Hepatosplenomegaly 1 (2.5 ) 0 1 (2.5 ) 

Immune system disorders    

  -Total 19 (47.5) 6 (15.0) 8 (20.0) 

  Cytokine release syndrome 19 (47.5) 6 (15.0) 8 (20.0) 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.5 ) 1 (2.5 ) 0 

Infections and infestations    

  -Total 10 (25.0) 7 (17.5) 3 (7.5 ) 



  

  

5366 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sepsis 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 

  Bacterial infection 2 (5.0 ) 2 (5.0 ) 0 

  Alternaria infection 1 (2.5 ) 1 (2.5 ) 0 

  Aspergillus infection 1 (2.5 ) 1 (2.5 ) 0 

  Candida infection 1 (2.5 ) 1 (2.5 ) 0 

  Cellulitis 1 (2.5 ) 0 0 

  Cellulitis orbital 1 (2.5 ) 1 (2.5 ) 0 

  Central nervous system infection 1 (2.5 ) 0 1 (2.5 ) 

  Cerebral fungal infection 1 (2.5 ) 0 1 (2.5 ) 

  Enterococcal infection 1 (2.5 ) 1 (2.5 ) 0 

  Infection 1 (2.5 ) 1 (2.5 ) 0 

  Periorbital cellulitis 1 (2.5 ) 1 (2.5 ) 0 

  Pneumonia 1 (2.5 ) 1 (2.5 ) 0 

  Septic shock 1 (2.5 ) 1 (2.5 ) 0 

  Sinusitis 1 (2.5 ) 1 (2.5 ) 0 

  Viral upper respiratory tract infection 1 (2.5 ) 0 0 

Investigations    

  -Total 3 (7.5 ) 1 (2.5 ) 1 (2.5 ) 

  Blood fibrinogen decreased 1 (2.5 ) 1 (2.5 ) 0 



  

  

5367 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Chest x-ray abnormal 1 (2.5 ) 0 0 

  Platelet count decreased 1 (2.5 ) 0 1 (2.5 ) 

Metabolism and nutrition disorders    

  -Total 4 (10.0) 2 (5.0 ) 1 (2.5 ) 

  Dehydration 1 (2.5 ) 1 (2.5 ) 0 

  Hypernatraemia 1 (2.5 ) 0 0 

  Hypokalaemia 1 (2.5 ) 0 0 

  Hyponatraemia 1 (2.5 ) 0 0 

  Lactic acidosis 1 (2.5 ) 1 (2.5 ) 0 

  Tumour lysis syndrome 1 (2.5 ) 0 1 (2.5 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (2.5 ) 1 (2.5 ) 0 

  Arthralgia 1 (2.5 ) 1 (2.5 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 4 (10.0) 1 (2.5 ) 3 (7.5 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (2.5 ) 0 1 (2.5 ) 

  B precursor type acute leukaemia 1 (2.5 ) 0 1 (2.5 ) 



  

  

5368 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Leukaemia 1 (2.5 ) 0 1 (2.5 ) 

  Neoplasm progression 1 (2.5 ) 1 (2.5 ) 0 

Nervous system disorders    

  -Total 5 (12.5) 3 (7.5 ) 0 

  Depressed level of consciousness 1 (2.5 ) 1 (2.5 ) 0 

  Dysarthria 1 (2.5 ) 0 0 

  Dyskinesia 1 (2.5 ) 1 (2.5 ) 0 

  Encephalopathy 1 (2.5 ) 1 (2.5 ) 0 

  Facial paralysis 1 (2.5 ) 0 0 

  Somnolence 1 (2.5 ) 1 (2.5 ) 0 

  Tremor 1 (2.5 ) 0 0 

Psychiatric disorders    

  -Total 3 (7.5 ) 1 (2.5 ) 0 

  Agitation 1 (2.5 ) 1 (2.5 ) 0 

  Confusional state 1 (2.5 ) 1 (2.5 ) 0 

  Disorientation 1 (2.5 ) 0 0 

  Hallucination 1 (2.5 ) 0 0 

  Irritability 1 (2.5 ) 0 0 



  

  

5369 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (5.0 ) 0 0 

  Hypoxia 2 (5.0 ) 0 0 

Vascular disorders    

  -Total 1 (2.5 ) 1 (2.5 ) 0 

  Jugular vein thrombosis 1 (2.5 ) 1 (2.5 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174f 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (66.7) 0 1 (33.3) 

Blood and lymphatic system disorders    

  -Total 1 (33.3) 0 0 

  Febrile neutropenia 1 (33.3) 0 0 

Immune system disorders    

  -Total 2 (66.7) 0 1 (33.3) 

  Cytokine release syndrome 2 (66.7) 0 1 (33.3) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (33.3) 0 0 

  Splinter 1 (33.3) 0 0 

Nervous system disorders    



  

  

5371 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (33.3) 0 1 (33.3) 

  Encephalopathy 1 (33.3) 0 1 (33.3) 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174g 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

5 (83.3) 2 (33.3) 2 (33.3) 

Gastrointestinal disorders    

  -Total 1 (16.7) 0 0 

  Diarrhoea 1 (16.7) 0 0 

General disorders and administration 
site conditions 

   

  -Total 2 (33.3) 0 1 (16.7) 

  Multiple organ dysfunction syndrome 1 (16.7) 0 1 (16.7) 

  Pyrexia 1 (16.7) 0 0 

Immune system disorders    

  -Total 4 (66.7) 1 (16.7) 1 (16.7) 

  Cytokine release syndrome 4 (66.7) 1 (16.7) 1 (16.7) 

Infections and infestations    



  

  

5373 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (16.7) 1 (16.7) 0 

  Pneumonia 1 (16.7) 1 (16.7) 0 

Metabolism and nutrition disorders    

  -Total 1 (16.7) 0 0 

  Hyponatraemia 1 (16.7) 0 0 

Nervous system disorders    

  -Total 1 (16.7) 1 (16.7) 0 

  Seizure 1 (16.7) 1 (16.7) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (16.7) 0 0 

  Hypoxia 1 (16.7) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174g 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

19 (63.3) 9 (30.0) 6 (20.0) 

Blood and lymphatic system disorders    

  -Total 3 (10.0) 3 (10.0) 0 

  Bone marrow failure 2 (6.7 ) 2 (6.7 ) 0 

  Anaemia 1 (3.3 ) 1 (3.3 ) 0 

  Febrile neutropenia 1 (3.3 ) 1 (3.3 ) 0 

Cardiac disorders    

  -Total 1 (3.3 ) 0 0 

  Tachycardia 1 (3.3 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 3 (10.0) 1 (3.3 ) 0 

  Pyrexia 2 (6.7 ) 0 0 



  

  

5377 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Drug withdrawal syndrome 1 (3.3 ) 1 (3.3 ) 0 

Hepatobiliary disorders    

  -Total 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Hepatocellular injury 1 (3.3 ) 1 (3.3 ) 0 

  Hepatosplenomegaly 1 (3.3 ) 0 1 (3.3 ) 

Immune system disorders    

  -Total 10 (33.3) 4 (13.3) 3 (10.0) 

  Cytokine release syndrome 10 (33.3) 4 (13.3) 3 (10.0) 

Infections and infestations    

  -Total 5 (16.7) 4 (13.3) 0 

  Bacterial infection 1 (3.3 ) 1 (3.3 ) 0 

  Cellulitis orbital 1 (3.3 ) 1 (3.3 ) 0 

  Herpes zoster 1 (3.3 ) 0 0 

  Meningitis aseptic 1 (3.3 ) 1 (3.3 ) 0 

  Sepsis 1 (3.3 ) 1 (3.3 ) 0 

  Sinusitis 1 (3.3 ) 1 (3.3 ) 0 

Investigations    

  -Total 3 (10.0) 0 2 (6.7 ) 

  Chest x-ray abnormal 1 (3.3 ) 0 0 



  

  

5378 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Immunoglobulins decreased 1 (3.3 ) 0 1 (3.3 ) 

  Platelet count decreased 1 (3.3 ) 0 1 (3.3 ) 

Metabolism and nutrition disorders    

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Dehydration 1 (3.3 ) 1 (3.3 ) 0 

  Hypernatraemia 1 (3.3 ) 0 0 

  Hypokalaemia 1 (3.3 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (6.7 ) 2 (6.7 ) 0 

  Arthralgia 1 (3.3 ) 1 (3.3 ) 0 

  Joint effusion 1 (3.3 ) 1 (3.3 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (3.3 ) 0 1 (3.3 ) 

  Leukaemia 1 (3.3 ) 0 1 (3.3 ) 

Nervous system disorders    

  -Total 3 (10.0) 2 (6.7 ) 0 

  Dyskinesia 1 (3.3 ) 1 (3.3 ) 0 



  

  

5379 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Somnolence 1 (3.3 ) 1 (3.3 ) 0 

  Tremor 1 (3.3 ) 0 0 

Psychiatric disorders    

  -Total 1 (3.3 ) 0 0 

  Irritability 1 (3.3 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (3.3 ) 0 0 

  Hypoxia 1 (3.3 ) 0 0 

Vascular disorders    

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Jugular vein thrombosis 1 (3.3 ) 1 (3.3 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174g 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

13 (61.9) 4 (19.0) 7 (33.3) 

Blood and lymphatic system disorders    

  -Total 1 (4.8 ) 1 (4.8 ) 0 

  Thrombocytopenia 1 (4.8 ) 1 (4.8 ) 0 

Cardiac disorders    

  -Total 1 (4.8 ) 1 (4.8 ) 0 

  Left ventricular dysfunction 1 (4.8 ) 1 (4.8 ) 0 

General disorders and administration 
site conditions 

   

  -Total 4 (19.0) 1 (4.8 ) 0 

  Pyrexia 4 (19.0) 1 (4.8 ) 0 

Immune system disorders    
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Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 12 (57.1) 2 (9.5 ) 7 (33.3) 

  Cytokine release syndrome 12 (57.1) 2 (9.5 ) 7 (33.3) 

  Haemophagocytic 
lymphohistiocytosis 

1 (4.8 ) 1 (4.8 ) 0 

Infections and infestations    

  -Total 3 (14.3) 1 (4.8 ) 2 (9.5 ) 

  Cellulitis 1 (4.8 ) 0 0 

  Central nervous system infection 1 (4.8 ) 0 1 (4.8 ) 

  Cerebral fungal infection 1 (4.8 ) 0 1 (4.8 ) 

  Infection 1 (4.8 ) 1 (4.8 ) 0 

  Sepsis 1 (4.8 ) 0 1 (4.8 ) 

Investigations    

  -Total 1 (4.8 ) 1 (4.8 ) 0 

  Blood fibrinogen decreased 1 (4.8 ) 1 (4.8 ) 0 

Metabolism and nutrition disorders    

  -Total 1 (4.8 ) 0 1 (4.8 ) 

  Tumour lysis syndrome 1 (4.8 ) 0 1 (4.8 ) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 
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Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (4.8 ) 1 (4.8 ) 0 

  Neoplasm progression 1 (4.8 ) 1 (4.8 ) 0 

Nervous system disorders    

  -Total 2 (9.5 ) 2 (9.5 ) 0 

  Depressed level of consciousness 1 (4.8 ) 1 (4.8 ) 0 

  Encephalopathy 1 (4.8 ) 1 (4.8 ) 0 

  Seizure 1 (4.8 ) 1 (4.8 ) 0 

Psychiatric disorders    

  -Total 2 (9.5 ) 1 (4.8 ) 0 

  Agitation 1 (4.8 ) 1 (4.8 ) 0 

  Confusional state 1 (4.8 ) 1 (4.8 ) 0 

  Disorientation 1 (4.8 ) 0 0 

  Hallucination 1 (4.8 ) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 



  

  

5384 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t174_gd_b2001x.sas@@/main/2 22JUL21:13:42                                        Final 

 
  



  

  

5385 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 174g 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (16.7) 0 2 (16.7) 

Immune system disorders    

  -Total 2 (16.7) 0 2 (16.7) 

  Cytokine release syndrome 2 (16.7) 0 2 (16.7) 

Nervous system disorders    

  -Total 1 (8.3 ) 0 1 (8.3 ) 

  Encephalopathy 1 (8.3 ) 0 1 (8.3 ) 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 



  

  

5386 
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Table 174g 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (20.0) 1 (20.0) 0 

Blood and lymphatic system disorders    

  -Total 1 (20.0) 0 0 

  Leukocytosis 1 (20.0) 0 0 

General disorders and administration 
site conditions 

   

  -Total 1 (20.0) 0 0 

  Pyrexia 1 (20.0) 0 0 

Infections and infestations    

  -Total 1 (20.0) 1 (20.0) 0 

  Alternaria infection 1 (20.0) 1 (20.0) 0 

  Aspergillus infection 1 (20.0) 1 (20.0) 0 



  

  

5388 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacterial infection 1 (20.0) 1 (20.0) 0 

  Candida infection 1 (20.0) 1 (20.0) 0 

  Enterococcal infection 1 (20.0) 1 (20.0) 0 

Nervous system disorders    

  -Total 1 (20.0) 0 0 

  Dysarthria 1 (20.0) 0 0 

  Facial paralysis 1 (20.0) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174g 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

7 (29.2) 5 (20.8) 1 (4.2 ) 

Cardiac disorders    

  -Total 1 (4.2 ) 0 0 

  Tachycardia 1 (4.2 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 2 (8.3 ) 1 (4.2 ) 0 

  Pyrexia 2 (8.3 ) 1 (4.2 ) 0 

Infections and infestations    

  -Total 6 (25.0) 5 (20.8) 0 

  Device related infection 2 (8.3 ) 2 (8.3 ) 0 

  Herpes zoster 1 (4.2 ) 0 0 



  

  

5390 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Meningitis aseptic 1 (4.2 ) 1 (4.2 ) 0 

  Respiratory syncytial virus infection 1 (4.2 ) 1 (4.2 ) 0 

  Septic shock 1 (4.2 ) 1 (4.2 ) 0 

  Viral upper respiratory tract infection 1 (4.2 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (4.2 ) 0 1 (4.2 ) 

  B precursor type acute leukaemia 1 (4.2 ) 0 1 (4.2 ) 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174g 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

7 (36.8) 3 (15.8) 1 (5.3 ) 

Blood and lymphatic system disorders    

  -Total 1 (5.3 ) 0 0 

  Febrile neutropenia 1 (5.3 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 3 (15.8) 0 0 

  Pyrexia 3 (15.8) 0 0 

Infections and infestations    

  -Total 3 (15.8) 3 (15.8) 0 

  Influenza 1 (5.3 ) 1 (5.3 ) 0 

  Periorbital cellulitis 1 (5.3 ) 1 (5.3 ) 0 



  

  

5392 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia 1 (5.3 ) 1 (5.3 ) 0 

  Tonsillitis 1 (5.3 ) 1 (5.3 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.3 ) 0 0 

  Splinter 1 (5.3 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (5.3 ) 0 1 (5.3 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.3 ) 0 1 (5.3 ) 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174g 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

4 (33.3) 2 (16.7) 1 (8.3 ) 

Infections and infestations    

  -Total 3 (25.0) 1 (8.3 ) 1 (8.3 ) 

  Herpes zoster 1 (8.3 ) 0 0 

  Pneumonia haemophilus 1 (8.3 ) 1 (8.3 ) 0 

  Sepsis 1 (8.3 ) 0 1 (8.3 ) 

Metabolism and nutrition disorders    

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Lactic acidosis 1 (8.3 ) 1 (8.3 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (8.3 ) 1 (8.3 ) 0 



  

  

5394 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 
recurrent 

1 (8.3 ) 1 (8.3 ) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174g 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174g 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=8 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174g 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (20.0) 1 (20.0) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (20.0) 1 (20.0) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (20.0) 1 (20.0) 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174g 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174g 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

5 (83.3) 3 (50.0) 2 (33.3) 

Blood and lymphatic system disorders    

  -Total 1 (16.7) 0 0 

  Leukocytosis 1 (16.7) 0 0 

Gastrointestinal disorders    

  -Total 1 (16.7) 0 0 

  Diarrhoea 1 (16.7) 0 0 

General disorders and administration 
site conditions 

   

  -Total 2 (33.3) 0 1 (16.7) 

  Multiple organ dysfunction syndrome 1 (16.7) 0 1 (16.7) 

  Pyrexia 1 (16.7) 0 0 



  

  

5401 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders    

  -Total 4 (66.7) 1 (16.7) 1 (16.7) 

  Cytokine release syndrome 4 (66.7) 1 (16.7) 1 (16.7) 

Infections and infestations    

  -Total 2 (33.3) 2 (33.3) 0 

  Alternaria infection 1 (16.7) 1 (16.7) 0 

  Aspergillus infection 1 (16.7) 1 (16.7) 0 

  Bacterial infection 1 (16.7) 1 (16.7) 0 

  Candida infection 1 (16.7) 1 (16.7) 0 

  Enterococcal infection 1 (16.7) 1 (16.7) 0 

  Pneumonia 1 (16.7) 1 (16.7) 0 

Metabolism and nutrition disorders    

  -Total 1 (16.7) 0 0 

  Hyponatraemia 1 (16.7) 0 0 

Nervous system disorders    

  -Total 2 (33.3) 1 (16.7) 0 

  Dysarthria 1 (16.7) 0 0 

  Facial paralysis 1 (16.7) 0 0 

  Seizure 1 (16.7) 1 (16.7) 0 



  

  

5402 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (16.7) 0 0 

  Hypoxia 1 (16.7) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174g 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

22 (73.3) 11 (36.7) 7 (23.3) 

Blood and lymphatic system disorders    

  -Total 3 (10.0) 3 (10.0) 0 

  Bone marrow failure 2 (6.7 ) 2 (6.7 ) 0 

  Anaemia 1 (3.3 ) 1 (3.3 ) 0 

  Febrile neutropenia 1 (3.3 ) 1 (3.3 ) 0 

Cardiac disorders    

  -Total 2 (6.7 ) 0 0 

  Tachycardia 2 (6.7 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 5 (16.7) 2 (6.7 ) 0 



  

  

5404 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pyrexia 4 (13.3) 1 (3.3 ) 0 

  Drug withdrawal syndrome 1 (3.3 ) 1 (3.3 ) 0 

Hepatobiliary disorders    

  -Total 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Hepatocellular injury 1 (3.3 ) 1 (3.3 ) 0 

  Hepatosplenomegaly 1 (3.3 ) 0 1 (3.3 ) 

Immune system disorders    

  -Total 10 (33.3) 4 (13.3) 3 (10.0) 

  Cytokine release syndrome 10 (33.3) 4 (13.3) 3 (10.0) 

Infections and infestations    

  -Total 7 (23.3) 7 (23.3) 0 

  Device related infection 2 (6.7 ) 2 (6.7 ) 0 

  Herpes zoster 2 (6.7 ) 0 0 

  Bacterial infection 1 (3.3 ) 1 (3.3 ) 0 

  Cellulitis orbital 1 (3.3 ) 1 (3.3 ) 0 

  Meningitis aseptic 1 (3.3 ) 1 (3.3 ) 0 

  Respiratory syncytial virus infection 1 (3.3 ) 1 (3.3 ) 0 

  Sepsis 1 (3.3 ) 1 (3.3 ) 0 

  Septic shock 1 (3.3 ) 1 (3.3 ) 0 



  

  

5405 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinusitis 1 (3.3 ) 1 (3.3 ) 0 

  Viral upper respiratory tract infection 1 (3.3 ) 0 0 

Investigations    

  -Total 3 (10.0) 0 2 (6.7 ) 

  Chest x-ray abnormal 1 (3.3 ) 0 0 

  Immunoglobulins decreased 1 (3.3 ) 0 1 (3.3 ) 

  Platelet count decreased 1 (3.3 ) 0 1 (3.3 ) 

Metabolism and nutrition disorders    

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Dehydration 1 (3.3 ) 1 (3.3 ) 0 

  Hypernatraemia 1 (3.3 ) 0 0 

  Hypokalaemia 1 (3.3 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (6.7 ) 2 (6.7 ) 0 

  Arthralgia 1 (3.3 ) 1 (3.3 ) 0 

  Joint effusion 1 (3.3 ) 1 (3.3 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   



  

  

5406 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (6.7 ) 0 2 (6.7 ) 

  B precursor type acute leukaemia 1 (3.3 ) 0 1 (3.3 ) 

  Leukaemia 1 (3.3 ) 0 1 (3.3 ) 

Nervous system disorders    

  -Total 3 (10.0) 2 (6.7 ) 0 

  Dyskinesia 1 (3.3 ) 1 (3.3 ) 0 

  Somnolence 1 (3.3 ) 1 (3.3 ) 0 

  Tremor 1 (3.3 ) 0 0 

Psychiatric disorders    

  -Total 1 (3.3 ) 0 0 

  Irritability 1 (3.3 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (3.3 ) 0 0 

  Hypoxia 1 (3.3 ) 0 0 

Vascular disorders    

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Jugular vein thrombosis 1 (3.3 ) 1 (3.3 ) 0 

 

 



  

  

5407 

- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174g 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

17 (81.0) 8 (38.1) 7 (33.3) 

Blood and lymphatic system disorders    

  -Total 2 (9.5 ) 1 (4.8 ) 0 

  Febrile neutropenia 1 (4.8 ) 0 0 

  Thrombocytopenia 1 (4.8 ) 1 (4.8 ) 0 

Cardiac disorders    

  -Total 1 (4.8 ) 1 (4.8 ) 0 

  Left ventricular dysfunction 1 (4.8 ) 1 (4.8 ) 0 

General disorders and administration 
site conditions 

   

  -Total 6 (28.6) 1 (4.8 ) 0 

  Pyrexia 6 (28.6) 1 (4.8 ) 0 



  

  

5409 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders    

  -Total 12 (57.1) 2 (9.5 ) 7 (33.3) 

  Cytokine release syndrome 12 (57.1) 2 (9.5 ) 7 (33.3) 

  Haemophagocytic 
lymphohistiocytosis 

1 (4.8 ) 1 (4.8 ) 0 

Infections and infestations    

  -Total 6 (28.6) 4 (19.0) 2 (9.5 ) 

  Cellulitis 1 (4.8 ) 0 0 

  Central nervous system infection 1 (4.8 ) 0 1 (4.8 ) 

  Cerebral fungal infection 1 (4.8 ) 0 1 (4.8 ) 

  Infection 1 (4.8 ) 1 (4.8 ) 0 

  Influenza 1 (4.8 ) 1 (4.8 ) 0 

  Periorbital cellulitis 1 (4.8 ) 1 (4.8 ) 0 

  Pneumonia 1 (4.8 ) 1 (4.8 ) 0 

  Sepsis 1 (4.8 ) 0 1 (4.8 ) 

  Tonsillitis 1 (4.8 ) 1 (4.8 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (4.8 ) 0 0 



  

  

5410 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Splinter 1 (4.8 ) 0 0 

Investigations    

  -Total 1 (4.8 ) 1 (4.8 ) 0 

  Blood fibrinogen decreased 1 (4.8 ) 1 (4.8 ) 0 

Metabolism and nutrition disorders    

  -Total 1 (4.8 ) 0 1 (4.8 ) 

  Tumour lysis syndrome 1 (4.8 ) 0 1 (4.8 ) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (14.3) 2 (9.5 ) 1 (4.8 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

  Neoplasm progression 1 (4.8 ) 1 (4.8 ) 0 

Nervous system disorders    

  -Total 2 (9.5 ) 2 (9.5 ) 0 

  Depressed level of consciousness 1 (4.8 ) 1 (4.8 ) 0 

  Encephalopathy 1 (4.8 ) 1 (4.8 ) 0 

  Seizure 1 (4.8 ) 1 (4.8 ) 0 

Psychiatric disorders    



  

  

5411 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (9.5 ) 1 (4.8 ) 0 

  Agitation 1 (4.8 ) 1 (4.8 ) 0 

  Confusional state 1 (4.8 ) 1 (4.8 ) 0 

  Disorientation 1 (4.8 ) 0 0 

  Hallucination 1 (4.8 ) 0 0 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 174g 

Serious adverse events (not disease related) post CTL019 infusion, regardless of study drug relationship, by primary 

system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

6 (50.0) 2 (16.7) 3 (25.0) 

Immune system disorders    

  -Total 2 (16.7) 0 2 (16.7) 

  Cytokine release syndrome 2 (16.7) 0 2 (16.7) 

Infections and infestations    

  -Total 3 (25.0) 1 (8.3 ) 1 (8.3 ) 

  Herpes zoster 1 (8.3 ) 0 0 

  Pneumonia haemophilus 1 (8.3 ) 1 (8.3 ) 0 

  Sepsis 1 (8.3 ) 0 1 (8.3 ) 

Metabolism and nutrition disorders    

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Lactic acidosis 1 (8.3 ) 1 (8.3 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (8.3 ) 1 (8.3 ) 0 

Nervous system disorders    

  -Total 1 (8.3 ) 0 1 (8.3 ) 

  Encephalopathy 1 (8.3 ) 0 1 (8.3 ) 

 

 
- A patient with multiple adverse events within a Primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within Primary system organ class in descending frequency of all grades column, as reported 

in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 175a 

Serious adverse events (not disease related) before study treatment, by primary system organ class, preferred term, maximum 

CTC grade and Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

20 (54.1) 12 (32.4) 5 (13.5) 

Blood and lymphatic system disorders    

  -Total 7 (18.9) 5 (13.5) 2 (5.4 ) 

  Febrile neutropenia 5 (13.5) 5 (13.5) 0 

  Neutropenia 3 (8.1 ) 1 (2.7 ) 2 (5.4 ) 

Cardiac disorders    

  -Total 1 (2.7 ) 0 1 (2.7 ) 

  Pericardial effusion 1 (2.7 ) 0 1 (2.7 ) 

Gastrointestinal disorders    

  -Total 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 

  Anal fistula 1 (2.7 ) 1 (2.7 ) 0 

  Pancreatitis acute 1 (2.7 ) 0 1 (2.7 ) 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

  Stomatitis 1 (2.7 ) 1 (2.7 ) 0 

General disorders and administration 
site conditions 

   

  -Total 9 (24.3) 1 (2.7 ) 0 

  Pyrexia 9 (24.3) 1 (2.7 ) 0 

  General physical health deterioration 1 (2.7 ) 0 0 

Immune system disorders    

  -Total 1 (2.7 ) 1 (2.7 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.7 ) 1 (2.7 ) 0 

Infections and infestations    

  -Total 9 (24.3) 4 (10.8) 3 (8.1 ) 

  Pneumonia 2 (5.4 ) 0 0 

  Anal fistula infection 1 (2.7 ) 0 0 

  Bronchopulmonary aspergillosis 1 (2.7 ) 1 (2.7 ) 0 

  Cellulitis 1 (2.7 ) 1 (2.7 ) 0 

  Central nervous system infection 1 (2.7 ) 0 1 (2.7 ) 

  Clostridium difficile infection 1 (2.7 ) 0 0 

  Escherichia bacteraemia 1 (2.7 ) 0 1 (2.7 ) 



  

  

5416 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

  Parvovirus b19 infection 1 (2.7 ) 1 (2.7 ) 0 

  Pneumonia fungal 1 (2.7 ) 1 (2.7 ) 0 

  Rotavirus infection 1 (2.7 ) 0 0 

  Sepsis 1 (2.7 ) 0 1 (2.7 ) 

  Staphylococcal infection 1 (2.7 ) 1 (2.7 ) 0 

  Urinary tract infection viral 1 (2.7 ) 0 0 

Investigations    

  -Total 1 (2.7 ) 0 0 

  Influenza a virus test positive 1 (2.7 ) 0 0 

Metabolism and nutrition disorders    

  -Total 1 (2.7 ) 0 0 

  Dehydration 1 (2.7 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (2.7 ) 0 0 

  Malignant neoplasm progression 1 (2.7 ) 0 0 

Nervous system disorders    

  -Total 2 (5.4 ) 2 (5.4 ) 0 



  

  

5417 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

  Seizure 2 (5.4 ) 1 (2.7 ) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.7 ) 1 (2.7 ) 0 

  Status epilepticus 1 (2.7 ) 0 0 

Renal and urinary disorders    

  -Total 1 (2.7 ) 1 (2.7 ) 0 

  Renal impairment 1 (2.7 ) 1 (2.7 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (2.7 ) 0 0 

  Pneumonitis 1 (2.7 ) 0 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (2.7 ) 0 0 

  Eczema 1 (2.7 ) 0 0 

Vascular disorders    

  -Total 1 (2.7 ) 0 0 

  Hypertension 1 (2.7 ) 0 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 175a 

Serious adverse events (not disease related) before study treatment, by primary system organ class, preferred term, maximum 

CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

13 (68.4) 9 (47.4) 4 (21.1) 

Blood and lymphatic system disorders    

  -Total 3 (15.8) 2 (10.5) 0 

  Febrile neutropenia 3 (15.8) 2 (10.5) 0 

Cardiac disorders    

  -Total 1 (5.3 ) 0 0 

  Tachycardia 1 (5.3 ) 0 0 

Gastrointestinal disorders    

  -Total 2 (10.5) 1 (5.3 ) 0 

  Dental caries 2 (10.5) 1 (5.3 ) 0 

General disorders and administration 
site conditions 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (5.3 ) 0 0 

  Pyrexia 1 (5.3 ) 0 0 

Hepatobiliary disorders    

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Hepatocellular injury 1 (5.3 ) 1 (5.3 ) 0 

Infections and infestations    

  -Total 7 (36.8) 3 (15.8) 3 (15.8) 

  Septic shock 2 (10.5) 0 2 (10.5) 

  Bronchopulmonary aspergillosis 1 (5.3 ) 0 0 

  Device related infection 1 (5.3 ) 1 (5.3 ) 0 

  Herpes zoster 1 (5.3 ) 0 0 

  Neutropenic infection 1 (5.3 ) 1 (5.3 ) 0 

  Periorbital cellulitis 1 (5.3 ) 1 (5.3 ) 0 

  Sepsis 1 (5.3 ) 0 1 (5.3 ) 

  Varicella 1 (5.3 ) 1 (5.3 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.3 ) 1 (5.3 ) 0 



  

  

5422 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Infusion related reaction 1 (5.3 ) 1 (5.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (5.3 ) 0 0 

  Muscular weakness 1 (5.3 ) 0 0 

Nervous system disorders    

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Depressed level of consciousness 1 (5.3 ) 1 (5.3 ) 0 

  Encephalopathy 1 (5.3 ) 1 (5.3 ) 0 

  Lethargy 1 (5.3 ) 0 0 

  Speech disorder 1 (5.3 ) 0 0 

Psychiatric disorders    

  -Total 2 (10.5) 2 (10.5) 0 

  Abnormal behaviour 1 (5.3 ) 1 (5.3 ) 0 

  Confusional state 1 (5.3 ) 1 (5.3 ) 0 

  Depression 1 (5.3 ) 1 (5.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (5.3 ) 0 1 (5.3 ) 



  

  

5423 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia aspiration 1 (5.3 ) 0 1 (5.3 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 175a 

Serious adverse events (not disease related) before study treatment, by primary system organ class, preferred term, maximum 

CTC grade and Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

10 (55.6) 6 (33.3) 4 (22.2) 

Blood and lymphatic system disorders    

  -Total 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Febrile neutropenia 4 (22.2) 3 (16.7) 1 (5.6 ) 

Cardiac disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Coronary artery dilatation 1 (5.6 ) 1 (5.6 ) 0 

Gastrointestinal disorders    

  -Total 2 (11.1) 0 1 (5.6 ) 

  Gastrointestinal haemorrhage 1 (5.6 ) 0 1 (5.6 ) 

  Nausea 1 (5.6 ) 0 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Vomiting 1 (5.6 ) 0 0 

Immune system disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 1 (5.6 ) 0 

Infections and infestations    

  -Total 6 (33.3) 4 (22.2) 2 (11.1) 

  Pneumonia 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Neutropenic infection 2 (11.1) 2 (11.1) 0 

  Cellulitis orbital 1 (5.6 ) 0 1 (5.6 ) 

  Listeria sepsis 1 (5.6 ) 0 1 (5.6 ) 

  Sepsis 1 (5.6 ) 1 (5.6 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Toxicity to various agents 1 (5.6 ) 1 (5.6 ) 0 

Metabolism and nutrition disorders    

  -Total 2 (11.1) 1 (5.6 ) 0 

  Hypoglycaemia 1 (5.6 ) 0 0 



  

  

5426 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Tumour lysis syndrome 1 (5.6 ) 1 (5.6 ) 0 

Nervous system disorders    

  -Total 4 (22.2) 2 (11.1) 1 (5.6 ) 

  Intracranial pressure increased 1 (5.6 ) 0 1 (5.6 ) 

  Neurological symptom 1 (5.6 ) 1 (5.6 ) 0 

  Partial seizures 1 (5.6 ) 0 0 

  Seizure 1 (5.6 ) 1 (5.6 ) 0 

Product issues    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Manufacturing product shipping issue 1 (5.6 ) 0 1 (5.6 ) 

Renal and urinary disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Acute kidney injury 1 (5.6 ) 1 (5.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 175b 

Serious adverse events (not disease related) before study treatment, by primary system organ class, preferred term, maximum 

CTC grade and Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

25 (56.8) 15 (34.1) 8 (18.2) 

Blood and lymphatic system disorders    

  -Total 10 (22.7) 7 (15.9) 2 (4.5 ) 

  Febrile neutropenia 8 (18.2) 6 (13.6) 1 (2.3 ) 

  Neutropenia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 

Cardiac disorders    

  -Total 3 (6.8 ) 1 (2.3 ) 1 (2.3 ) 

  Coronary artery dilatation 1 (2.3 ) 1 (2.3 ) 0 

  Pericardial effusion 1 (2.3 ) 0 1 (2.3 ) 

  Tachycardia 1 (2.3 ) 0 0 

Gastrointestinal disorders    

  -Total 3 (6.8 ) 0 2 (4.5 ) 



  

  

5429 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

  Dental caries 1 (2.3 ) 0 0 

  Gastrointestinal haemorrhage 1 (2.3 ) 0 1 (2.3 ) 

  Pancreatitis acute 1 (2.3 ) 0 1 (2.3 ) 

General disorders and administration 
site conditions 

   

  -Total 5 (11.4) 1 (2.3 ) 0 

  Pyrexia 5 (11.4) 1 (2.3 ) 0 

Immune system disorders    

  -Total 1 (2.3 ) 1 (2.3 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.3 ) 1 (2.3 ) 0 

Infections and infestations    

  -Total 9 (20.5) 4 (9.1 ) 4 (9.1 ) 

  Pneumonia 3 (6.8 ) 2 (4.5 ) 0 

  Neutropenic infection 2 (4.5 ) 2 (4.5 ) 0 

  Anal fistula infection 1 (2.3 ) 0 0 

  Escherichia bacteraemia 1 (2.3 ) 0 1 (2.3 ) 

  Listeria sepsis 1 (2.3 ) 0 1 (2.3 ) 

  Periorbital cellulitis 1 (2.3 ) 1 (2.3 ) 0 



  

  

5430 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

  Sepsis 1 (2.3 ) 0 1 (2.3 ) 

  Septic shock 1 (2.3 ) 0 1 (2.3 ) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (2.3 ) 1 (2.3 ) 0 

  Infusion related reaction 1 (2.3 ) 1 (2.3 ) 0 

Metabolism and nutrition disorders    

  -Total 2 (4.5 ) 1 (2.3 ) 0 

  Dehydration 1 (2.3 ) 0 0 

  Tumour lysis syndrome 1 (2.3 ) 1 (2.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (2.3 ) 0 0 

  Muscular weakness 1 (2.3 ) 0 0 

Nervous system disorders    

  -Total 6 (13.6) 4 (9.1 ) 1 (2.3 ) 

  Seizure 2 (4.5 ) 1 (2.3 ) 0 

  Depressed level of consciousness 1 (2.3 ) 1 (2.3 ) 0 

  Encephalopathy 1 (2.3 ) 1 (2.3 ) 0 



  

  

5431 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

  Intracranial pressure increased 1 (2.3 ) 0 1 (2.3 ) 

  Lethargy 1 (2.3 ) 0 0 

  Neurological symptom 1 (2.3 ) 1 (2.3 ) 0 

  Partial seizures 1 (2.3 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.3 ) 1 (2.3 ) 0 

  Speech disorder 1 (2.3 ) 0 0 

  Status epilepticus 1 (2.3 ) 0 0 

Product issues    

  -Total 1 (2.3 ) 0 1 (2.3 ) 

  Manufacturing product shipping issue 1 (2.3 ) 0 1 (2.3 ) 

Psychiatric disorders    

  -Total 2 (4.5 ) 2 (4.5 ) 0 

  Abnormal behaviour 1 (2.3 ) 1 (2.3 ) 0 

  Confusional state 1 (2.3 ) 1 (2.3 ) 0 

  Depression 1 (2.3 ) 1 (2.3 ) 0 

Renal and urinary disorders    

  -Total 1 (2.3 ) 1 (2.3 ) 0 



  

  

5432 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

  Acute kidney injury 1 (2.3 ) 1 (2.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (2.3 ) 0 1 (2.3 ) 

  Pneumonia aspiration 1 (2.3 ) 0 1 (2.3 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 175b 

Serious adverse events (not disease related) before study treatment, by primary system organ class, preferred term, maximum 

CTC grade and Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

18 (60.0) 12 (40.0) 5 (16.7) 

Blood and lymphatic system disorders    

  -Total 4 (13.3) 3 (10.0) 1 (3.3 ) 

  Febrile neutropenia 4 (13.3) 4 (13.3) 0 

  Neutropenia 1 (3.3 ) 0 1 (3.3 ) 

Gastrointestinal disorders    

  -Total 4 (13.3) 3 (10.0) 0 

  Anal fistula 1 (3.3 ) 1 (3.3 ) 0 

  Dental caries 1 (3.3 ) 1 (3.3 ) 0 

  Nausea 1 (3.3 ) 0 0 

  Stomatitis 1 (3.3 ) 1 (3.3 ) 0 

  Vomiting 1 (3.3 ) 0 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

General disorders and administration 
site conditions 

   

  -Total 5 (16.7) 0 0 

  Pyrexia 5 (16.7) 0 0 

  General physical health deterioration 1 (3.3 ) 0 0 

Hepatobiliary disorders    

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Hepatocellular injury 1 (3.3 ) 1 (3.3 ) 0 

Immune system disorders    

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.3 ) 1 (3.3 ) 0 

Infections and infestations    

  -Total 13 (43.3) 7 (23.3) 4 (13.3) 

  Bronchopulmonary aspergillosis 2 (6.7 ) 1 (3.3 ) 0 

  Pneumonia 2 (6.7 ) 0 1 (3.3 ) 

  Sepsis 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Cellulitis 1 (3.3 ) 1 (3.3 ) 0 

  Cellulitis orbital 1 (3.3 ) 0 1 (3.3 ) 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

  Central nervous system infection 1 (3.3 ) 0 1 (3.3 ) 

  Clostridium difficile infection 1 (3.3 ) 0 0 

  Device related infection 1 (3.3 ) 1 (3.3 ) 0 

  Herpes zoster 1 (3.3 ) 0 0 

  Neutropenic infection 1 (3.3 ) 1 (3.3 ) 0 

  Parvovirus b19 infection 1 (3.3 ) 1 (3.3 ) 0 

  Pneumonia fungal 1 (3.3 ) 1 (3.3 ) 0 

  Rotavirus infection 1 (3.3 ) 0 0 

  Septic shock 1 (3.3 ) 0 1 (3.3 ) 

  Staphylococcal infection 1 (3.3 ) 1 (3.3 ) 0 

  Urinary tract infection viral 1 (3.3 ) 0 0 

  Varicella 1 (3.3 ) 1 (3.3 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Toxicity to various agents 1 (3.3 ) 1 (3.3 ) 0 

Investigations    

  -Total 1 (3.3 ) 0 0 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

  Influenza a virus test positive 1 (3.3 ) 0 0 

Metabolism and nutrition disorders    

  -Total 1 (3.3 ) 0 0 

  Hypoglycaemia 1 (3.3 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (3.3 ) 0 0 

  Malignant neoplasm progression 1 (3.3 ) 0 0 

Nervous system disorders    

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Seizure 1 (3.3 ) 1 (3.3 ) 0 

Renal and urinary disorders    

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Renal impairment 1 (3.3 ) 1 (3.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (3.3 ) 0 0 

  Pneumonitis 1 (3.3 ) 0 0 



  

  

5438 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (3.3 ) 0 0 

  Eczema 1 (3.3 ) 0 0 

Vascular disorders    

  -Total 1 (3.3 ) 0 0 

  Hypertension 1 (3.3 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 175c 

Serious adverse events (not disease related) before study treatment, by primary system organ class, preferred term, maximum 

CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 1 (100) 0 

Blood and lymphatic system disorders    

  -Total 1 (100) 1 (100) 0 

  Febrile neutropenia 1 (100) 1 (100) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 175c 

Serious adverse events (not disease related) before study treatment, by primary system organ class, preferred term, maximum 

CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

42 (57.5) 26 (35.6) 13 (17.8) 

Blood and lymphatic system disorders    

  -Total 13 (17.8) 9 (12.3) 3 (4.1 ) 

  Febrile neutropenia 11 (15.1) 9 (12.3) 1 (1.4 ) 

  Neutropenia 3 (4.1 ) 1 (1.4 ) 2 (2.7 ) 

Cardiac disorders    

  -Total 3 (4.1 ) 1 (1.4 ) 1 (1.4 ) 

  Coronary artery dilatation 1 (1.4 ) 1 (1.4 ) 0 

  Pericardial effusion 1 (1.4 ) 0 1 (1.4 ) 

  Tachycardia 1 (1.4 ) 0 0 

Gastrointestinal disorders    

  -Total 7 (9.6 ) 3 (4.1 ) 2 (2.7 ) 



  

  

5443 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dental caries 2 (2.7 ) 1 (1.4 ) 0 

  Anal fistula 1 (1.4 ) 1 (1.4 ) 0 

  Gastrointestinal haemorrhage 1 (1.4 ) 0 1 (1.4 ) 

  Nausea 1 (1.4 ) 0 0 

  Pancreatitis acute 1 (1.4 ) 0 1 (1.4 ) 

  Stomatitis 1 (1.4 ) 1 (1.4 ) 0 

  Vomiting 1 (1.4 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 10 (13.7) 1 (1.4 ) 0 

  Pyrexia 10 (13.7) 1 (1.4 ) 0 

  General physical health deterioration 1 (1.4 ) 0 0 

Hepatobiliary disorders    

  -Total 1 (1.4 ) 1 (1.4 ) 0 

  Hepatocellular injury 1 (1.4 ) 1 (1.4 ) 0 

Immune system disorders    

  -Total 2 (2.7 ) 2 (2.7 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (2.7 ) 2 (2.7 ) 0 



  

  

5444 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

  -Total 22 (30.1) 11 (15.1) 8 (11.0) 

  Pneumonia 5 (6.8 ) 2 (2.7 ) 1 (1.4 ) 

  Neutropenic infection 3 (4.1 ) 3 (4.1 ) 0 

  Sepsis 3 (4.1 ) 1 (1.4 ) 2 (2.7 ) 

  Bronchopulmonary aspergillosis 2 (2.7 ) 1 (1.4 ) 0 

  Septic shock 2 (2.7 ) 0 2 (2.7 ) 

  Anal fistula infection 1 (1.4 ) 0 0 

  Cellulitis 1 (1.4 ) 1 (1.4 ) 0 

  Cellulitis orbital 1 (1.4 ) 0 1 (1.4 ) 

  Central nervous system infection 1 (1.4 ) 0 1 (1.4 ) 

  Clostridium difficile infection 1 (1.4 ) 0 0 

  Device related infection 1 (1.4 ) 1 (1.4 ) 0 

  Escherichia bacteraemia 1 (1.4 ) 0 1 (1.4 ) 

  Herpes zoster 1 (1.4 ) 0 0 

  Listeria sepsis 1 (1.4 ) 0 1 (1.4 ) 

  Parvovirus b19 infection 1 (1.4 ) 1 (1.4 ) 0 

  Periorbital cellulitis 1 (1.4 ) 1 (1.4 ) 0 

  Pneumonia fungal 1 (1.4 ) 1 (1.4 ) 0 



  

  

5445 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rotavirus infection 1 (1.4 ) 0 0 

  Staphylococcal infection 1 (1.4 ) 1 (1.4 ) 0 

  Urinary tract infection viral 1 (1.4 ) 0 0 

  Varicella 1 (1.4 ) 1 (1.4 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (2.7 ) 2 (2.7 ) 0 

  Infusion related reaction 1 (1.4 ) 1 (1.4 ) 0 

  Toxicity to various agents 1 (1.4 ) 1 (1.4 ) 0 

Investigations    

  -Total 1 (1.4 ) 0 0 

  Influenza a virus test positive 1 (1.4 ) 0 0 

Metabolism and nutrition disorders    

  -Total 3 (4.1 ) 1 (1.4 ) 0 

  Dehydration 1 (1.4 ) 0 0 

  Hypoglycaemia 1 (1.4 ) 0 0 

  Tumour lysis syndrome 1 (1.4 ) 1 (1.4 ) 0 

Musculoskeletal and connective tissue 
disorders 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (1.4 ) 0 0 

  Muscular weakness 1 (1.4 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (1.4 ) 0 0 

  Malignant neoplasm progression 1 (1.4 ) 0 0 

Nervous system disorders    

  -Total 7 (9.6 ) 5 (6.8 ) 1 (1.4 ) 

  Seizure 3 (4.1 ) 2 (2.7 ) 0 

  Depressed level of consciousness 1 (1.4 ) 1 (1.4 ) 0 

  Encephalopathy 1 (1.4 ) 1 (1.4 ) 0 

  Intracranial pressure increased 1 (1.4 ) 0 1 (1.4 ) 

  Lethargy 1 (1.4 ) 0 0 

  Neurological symptom 1 (1.4 ) 1 (1.4 ) 0 

  Partial seizures 1 (1.4 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (1.4 ) 1 (1.4 ) 0 

  Speech disorder 1 (1.4 ) 0 0 

  Status epilepticus 1 (1.4 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Product issues    

  -Total 1 (1.4 ) 0 1 (1.4 ) 

  Manufacturing product shipping issue 1 (1.4 ) 0 1 (1.4 ) 

Psychiatric disorders    

  -Total 2 (2.7 ) 2 (2.7 ) 0 

  Abnormal behaviour 1 (1.4 ) 1 (1.4 ) 0 

  Confusional state 1 (1.4 ) 1 (1.4 ) 0 

  Depression 1 (1.4 ) 1 (1.4 ) 0 

Renal and urinary disorders    

  -Total 2 (2.7 ) 2 (2.7 ) 0 

  Acute kidney injury 1 (1.4 ) 1 (1.4 ) 0 

  Renal impairment 1 (1.4 ) 1 (1.4 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (2.7 ) 0 1 (1.4 ) 

  Pneumonia aspiration 1 (1.4 ) 0 1 (1.4 ) 

  Pneumonitis 1 (1.4 ) 0 0 

Skin and subcutaneous tissue 
disorders 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (1.4 ) 0 0 

  Eczema 1 (1.4 ) 0 0 

Vascular disorders    

  -Total 1 (1.4 ) 0 0 

  Hypertension 1 (1.4 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 175d 

Serious adverse events (not disease related) before study treatment, by primary system organ class, preferred term, maximum 

CTC grade and Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

29 (54.7) 18 (34.0) 8 (15.1) 

Blood and lymphatic system disorders    

  -Total 7 (13.2) 7 (13.2) 0 

  Febrile neutropenia 7 (13.2) 7 (13.2) 0 

Cardiac disorders    

  -Total 1 (1.9 ) 1 (1.9 ) 0 

  Coronary artery dilatation 1 (1.9 ) 1 (1.9 ) 0 

Gastrointestinal disorders    

  -Total 5 (9.4 ) 2 (3.8 ) 1 (1.9 ) 

  Dental caries 2 (3.8 ) 1 (1.9 ) 0 

  Gastrointestinal haemorrhage 1 (1.9 ) 0 1 (1.9 ) 

  Nausea 1 (1.9 ) 0 0 



  

  

5450 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

  Stomatitis 1 (1.9 ) 1 (1.9 ) 0 

  Vomiting 1 (1.9 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 4 (7.5 ) 0 0 

  Pyrexia 4 (7.5 ) 0 0 

  General physical health deterioration 1 (1.9 ) 0 0 

Hepatobiliary disorders    

  -Total 1 (1.9 ) 1 (1.9 ) 0 

  Hepatocellular injury 1 (1.9 ) 1 (1.9 ) 0 

Immune system disorders    

  -Total 1 (1.9 ) 1 (1.9 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (1.9 ) 1 (1.9 ) 0 

Infections and infestations    

  -Total 17 (32.1) 8 (15.1) 6 (11.3) 

  Neutropenic infection 3 (5.7 ) 3 (5.7 ) 0 

  Sepsis 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 

  Bronchopulmonary aspergillosis 2 (3.8 ) 1 (1.9 ) 0 



  

  

5451 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

  Pneumonia 2 (3.8 ) 0 1 (1.9 ) 

  Septic shock 2 (3.8 ) 0 2 (3.8 ) 

  Cellulitis 1 (1.9 ) 1 (1.9 ) 0 

  Cellulitis orbital 1 (1.9 ) 0 1 (1.9 ) 

  Central nervous system infection 1 (1.9 ) 0 1 (1.9 ) 

  Clostridium difficile infection 1 (1.9 ) 0 0 

  Device related infection 1 (1.9 ) 1 (1.9 ) 0 

  Herpes zoster 1 (1.9 ) 0 0 

  Parvovirus b19 infection 1 (1.9 ) 1 (1.9 ) 0 

  Rotavirus infection 1 (1.9 ) 0 0 

  Urinary tract infection viral 1 (1.9 ) 0 0 

  Varicella 1 (1.9 ) 1 (1.9 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (1.9 ) 1 (1.9 ) 0 

  Toxicity to various agents 1 (1.9 ) 1 (1.9 ) 0 

Metabolism and nutrition disorders    

  -Total 1 (1.9 ) 0 0 



  

  

5452 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

  Hypoglycaemia 1 (1.9 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (1.9 ) 0 0 

  Malignant neoplasm progression 1 (1.9 ) 0 0 

Nervous system disorders    

  -Total 3 (5.7 ) 3 (5.7 ) 0 

  Seizure 3 (5.7 ) 2 (3.8 ) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (1.9 ) 1 (1.9 ) 0 

  Status epilepticus 1 (1.9 ) 0 0 

Psychiatric disorders    

  -Total 1 (1.9 ) 1 (1.9 ) 0 

  Depression 1 (1.9 ) 1 (1.9 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (3.8 ) 0 1 (1.9 ) 

  Pneumonia aspiration 1 (1.9 ) 0 1 (1.9 ) 

  Pneumonitis 1 (1.9 ) 0 0 



  

  

5453 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (1.9 ) 0 0 

  Eczema 1 (1.9 ) 0 0 

Vascular disorders    

  -Total 1 (1.9 ) 0 0 

  Hypertension 1 (1.9 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 175d 

Serious adverse events (not disease related) before study treatment, by primary system organ class, preferred term, maximum 

CTC grade and Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

14 (77.8) 9 (50.0) 5 (27.8) 

Blood and lymphatic system disorders    

  -Total 7 (38.9) 3 (16.7) 3 (16.7) 

  Febrile neutropenia 5 (27.8) 3 (16.7) 1 (5.6 ) 

  Neutropenia 3 (16.7) 1 (5.6 ) 2 (11.1) 

Cardiac disorders    

  -Total 2 (11.1) 0 1 (5.6 ) 

  Pericardial effusion 1 (5.6 ) 0 1 (5.6 ) 

  Tachycardia 1 (5.6 ) 0 0 

Gastrointestinal disorders    

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Anal fistula 1 (5.6 ) 1 (5.6 ) 0 



  

  

5456 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Pancreatitis acute 1 (5.6 ) 0 1 (5.6 ) 

General disorders and administration 
site conditions 

   

  -Total 6 (33.3) 1 (5.6 ) 0 

  Pyrexia 6 (33.3) 1 (5.6 ) 0 

Immune system disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 1 (5.6 ) 0 

Infections and infestations    

  -Total 5 (27.8) 3 (16.7) 2 (11.1) 

  Pneumonia 3 (16.7) 2 (11.1) 0 

  Anal fistula infection 1 (5.6 ) 0 0 

  Escherichia bacteraemia 1 (5.6 ) 0 1 (5.6 ) 

  Listeria sepsis 1 (5.6 ) 0 1 (5.6 ) 

  Periorbital cellulitis 1 (5.6 ) 1 (5.6 ) 0 

  Pneumonia fungal 1 (5.6 ) 1 (5.6 ) 0 

  Staphylococcal infection 1 (5.6 ) 1 (5.6 ) 0 



  

  

5457 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Infusion related reaction 1 (5.6 ) 1 (5.6 ) 0 

Investigations    

  -Total 1 (5.6 ) 0 0 

  Influenza a virus test positive 1 (5.6 ) 0 0 

Metabolism and nutrition disorders    

  -Total 2 (11.1) 1 (5.6 ) 0 

  Dehydration 1 (5.6 ) 0 0 

  Tumour lysis syndrome 1 (5.6 ) 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (5.6 ) 0 0 

  Muscular weakness 1 (5.6 ) 0 0 

Nervous system disorders    

  -Total 4 (22.2) 2 (11.1) 1 (5.6 ) 

  Depressed level of consciousness 1 (5.6 ) 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 1 (5.6 ) 0 



  

  

5458 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Intracranial pressure increased 1 (5.6 ) 0 1 (5.6 ) 

  Lethargy 1 (5.6 ) 0 0 

  Neurological symptom 1 (5.6 ) 1 (5.6 ) 0 

  Partial seizures 1 (5.6 ) 0 0 

  Speech disorder 1 (5.6 ) 0 0 

Product issues    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Manufacturing product shipping issue 1 (5.6 ) 0 1 (5.6 ) 

Psychiatric disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Abnormal behaviour 1 (5.6 ) 1 (5.6 ) 0 

  Confusional state 1 (5.6 ) 1 (5.6 ) 0 

Renal and urinary disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Acute kidney injury 1 (5.6 ) 1 (5.6 ) 0 

  Renal impairment 1 (5.6 ) 1 (5.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 



  

  

5459 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 175e 

Serious adverse events (not disease related) before study treatment, by primary system organ class, preferred term, maximum 

CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

25 (55.6) 12 (26.7) 11 (24.4) 

Blood and lymphatic system disorders    

  -Total 6 (13.3) 4 (8.9 ) 2 (4.4 ) 

  Febrile neutropenia 5 (11.1) 4 (8.9 ) 1 (2.2 ) 

  Neutropenia 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 

Cardiac disorders    

  -Total 2 (4.4 ) 0 1 (2.2 ) 

  Pericardial effusion 1 (2.2 ) 0 1 (2.2 ) 

  Tachycardia 1 (2.2 ) 0 0 

Gastrointestinal disorders    

  -Total 5 (11.1) 1 (2.2 ) 2 (4.4 ) 

  Anal fistula 1 (2.2 ) 1 (2.2 ) 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dental caries 1 (2.2 ) 0 0 

  Gastrointestinal haemorrhage 1 (2.2 ) 0 1 (2.2 ) 

  Nausea 1 (2.2 ) 0 0 

  Pancreatitis acute 1 (2.2 ) 0 1 (2.2 ) 

  Vomiting 1 (2.2 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 6 (13.3) 0 0 

  Pyrexia 6 (13.3) 0 0 

Infections and infestations    

  -Total 16 (35.6) 9 (20.0) 6 (13.3) 

  Pneumonia 4 (8.9 ) 2 (4.4 ) 0 

  Sepsis 3 (6.7 ) 1 (2.2 ) 2 (4.4 ) 

  Bronchopulmonary aspergillosis 2 (4.4 ) 1 (2.2 ) 0 

  Neutropenic infection 2 (4.4 ) 2 (4.4 ) 0 

  Septic shock 2 (4.4 ) 0 2 (4.4 ) 

  Cellulitis 1 (2.2 ) 1 (2.2 ) 0 

  Central nervous system infection 1 (2.2 ) 0 1 (2.2 ) 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Device related infection 1 (2.2 ) 1 (2.2 ) 0 

  Listeria sepsis 1 (2.2 ) 0 1 (2.2 ) 

  Periorbital cellulitis 1 (2.2 ) 1 (2.2 ) 0 

  Pneumonia fungal 1 (2.2 ) 1 (2.2 ) 0 

  Staphylococcal infection 1 (2.2 ) 1 (2.2 ) 0 

  Varicella 1 (2.2 ) 1 (2.2 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (2.2 ) 1 (2.2 ) 0 

  Toxicity to various agents 1 (2.2 ) 1 (2.2 ) 0 

Investigations    

  -Total 1 (2.2 ) 0 0 

  Influenza a virus test positive 1 (2.2 ) 0 0 

Metabolism and nutrition disorders    

  -Total 3 (6.7 ) 1 (2.2 ) 0 

  Dehydration 1 (2.2 ) 0 0 

  Hypoglycaemia 1 (2.2 ) 0 0 

  Tumour lysis syndrome 1 (2.2 ) 1 (2.2 ) 0 



  

  

5463 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (2.2 ) 0 0 

  Muscular weakness 1 (2.2 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (2.2 ) 0 0 

  Malignant neoplasm progression 1 (2.2 ) 0 0 

Nervous system disorders    

  -Total 4 (8.9 ) 2 (4.4 ) 1 (2.2 ) 

  Depressed level of consciousness 1 (2.2 ) 1 (2.2 ) 0 

  Encephalopathy 1 (2.2 ) 1 (2.2 ) 0 

  Intracranial pressure increased 1 (2.2 ) 0 1 (2.2 ) 

  Lethargy 1 (2.2 ) 0 0 

  Partial seizures 1 (2.2 ) 0 0 

  Seizure 1 (2.2 ) 1 (2.2 ) 0 

  Speech disorder 1 (2.2 ) 0 0 

Product issues    

  -Total 1 (2.2 ) 0 1 (2.2 ) 



  

  

5464 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Manufacturing product shipping issue 1 (2.2 ) 0 1 (2.2 ) 

Psychiatric disorders    

  -Total 1 (2.2 ) 1 (2.2 ) 0 

  Abnormal behaviour 1 (2.2 ) 1 (2.2 ) 0 

  Confusional state 1 (2.2 ) 1 (2.2 ) 0 

Renal and urinary disorders    

  -Total 2 (4.4 ) 2 (4.4 ) 0 

  Acute kidney injury 1 (2.2 ) 1 (2.2 ) 0 

  Renal impairment 1 (2.2 ) 1 (2.2 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (4.4 ) 0 1 (2.2 ) 

  Pneumonia aspiration 1 (2.2 ) 0 1 (2.2 ) 

  Pneumonitis 1 (2.2 ) 0 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (2.2 ) 0 0 

  Eczema 1 (2.2 ) 0 0 

 



  

  

5465 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 175e 

Serious adverse events (not disease related) before study treatment, by primary system organ class, preferred term, maximum 

CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

18 (62.1) 15 (51.7) 2 (6.9 ) 

Blood and lymphatic system disorders    

  -Total 8 (27.6) 6 (20.7) 1 (3.4 ) 

  Febrile neutropenia 7 (24.1) 6 (20.7) 0 

  Neutropenia 1 (3.4 ) 0 1 (3.4 ) 

Cardiac disorders    

  -Total 1 (3.4 ) 1 (3.4 ) 0 

  Coronary artery dilatation 1 (3.4 ) 1 (3.4 ) 0 

Gastrointestinal disorders    

  -Total 2 (6.9 ) 2 (6.9 ) 0 

  Dental caries 1 (3.4 ) 1 (3.4 ) 0 

  Stomatitis 1 (3.4 ) 1 (3.4 ) 0 



  

  

5468 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

General disorders and administration 
site conditions 

   

  -Total 4 (13.8) 1 (3.4 ) 0 

  Pyrexia 4 (13.8) 1 (3.4 ) 0 

  General physical health deterioration 1 (3.4 ) 0 0 

Hepatobiliary disorders    

  -Total 1 (3.4 ) 1 (3.4 ) 0 

  Hepatocellular injury 1 (3.4 ) 1 (3.4 ) 0 

Immune system disorders    

  -Total 2 (6.9 ) 2 (6.9 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (6.9 ) 2 (6.9 ) 0 

Infections and infestations    

  -Total 6 (20.7) 2 (6.9 ) 2 (6.9 ) 

  Anal fistula infection 1 (3.4 ) 0 0 

  Cellulitis orbital 1 (3.4 ) 0 1 (3.4 ) 

  Clostridium difficile infection 1 (3.4 ) 0 0 

  Escherichia bacteraemia 1 (3.4 ) 0 1 (3.4 ) 

  Herpes zoster 1 (3.4 ) 0 0 



  

  

5469 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

  Neutropenic infection 1 (3.4 ) 1 (3.4 ) 0 

  Parvovirus b19 infection 1 (3.4 ) 1 (3.4 ) 0 

  Pneumonia 1 (3.4 ) 0 1 (3.4 ) 

  Rotavirus infection 1 (3.4 ) 0 0 

  Urinary tract infection viral 1 (3.4 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (3.4 ) 1 (3.4 ) 0 

  Infusion related reaction 1 (3.4 ) 1 (3.4 ) 0 

Nervous system disorders    

  -Total 3 (10.3) 3 (10.3) 0 

  Seizure 2 (6.9 ) 1 (3.4 ) 0 

  Neurological symptom 1 (3.4 ) 1 (3.4 ) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (3.4 ) 1 (3.4 ) 0 

  Status epilepticus 1 (3.4 ) 0 0 

Psychiatric disorders    

  -Total 1 (3.4 ) 1 (3.4 ) 0 

  Depression 1 (3.4 ) 1 (3.4 ) 0 



  

  

5470 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 
4 

n (%) 

Vascular disorders    

  -Total 1 (3.4 ) 0 0 

  Hypertension 1 (3.4 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t175_gd_b2001x.sas@@/main/2 25JUN21:17:42                                        Final 

 



  

  

5471 

Tabl e 175f => Serious adverse events ( not disease rel ated) before study treatment, by pri mar y system organ cl ass, pr eferred t erm, maxi mum CTC grade and Baseline bone marrow tumor burden (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                 
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 175f 

Serious adverse events (not disease related) before study treatment, by primary system organ class, preferred term, maximum 

CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

14 (51.9) 8 (29.6) 4 (14.8) 

Blood and lymphatic system disorders    

  -Total 4 (14.8) 4 (14.8) 0 

  Febrile neutropenia 3 (11.1) 3 (11.1) 0 

  Neutropenia 1 (3.7 ) 1 (3.7 ) 0 

Gastrointestinal disorders    

  -Total 3 (11.1) 0 1 (3.7 ) 

  Dental caries 1 (3.7 ) 0 0 

  Gastrointestinal haemorrhage 1 (3.7 ) 0 1 (3.7 ) 

  Nausea 1 (3.7 ) 0 0 

  Vomiting 1 (3.7 ) 0 0 

General disorders and administration 
site conditions 

   



  

  

5472 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (7.4 ) 0 0 

  Pyrexia 2 (7.4 ) 0 0 

Infections and infestations    

  -Total 5 (18.5) 3 (11.1) 1 (3.7 ) 

  Pneumonia 2 (7.4 ) 1 (3.7 ) 0 

  Sepsis 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

  Device related infection 1 (3.7 ) 1 (3.7 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (3.7 ) 1 (3.7 ) 0 

  Toxicity to various agents 1 (3.7 ) 1 (3.7 ) 0 

Metabolism and nutrition disorders    

  -Total 2 (7.4 ) 0 0 

  Dehydration 1 (3.7 ) 0 0 

  Hypoglycaemia 1 (3.7 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (3.7 ) 0 0 

  Muscular weakness 1 (3.7 ) 0 0 



  

  

5473 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Nervous system disorders    

  -Total 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

  Depressed level of consciousness 1 (3.7 ) 1 (3.7 ) 0 

  Encephalopathy 1 (3.7 ) 1 (3.7 ) 0 

  Intracranial pressure increased 1 (3.7 ) 0 1 (3.7 ) 

  Lethargy 1 (3.7 ) 0 0 

  Speech disorder 1 (3.7 ) 0 0 

Psychiatric disorders    

  -Total 2 (7.4 ) 2 (7.4 ) 0 

  Abnormal behaviour 1 (3.7 ) 1 (3.7 ) 0 

  Confusional state 1 (3.7 ) 1 (3.7 ) 0 

  Depression 1 (3.7 ) 1 (3.7 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (3.7 ) 0 1 (3.7 ) 

  Pneumonia aspiration 1 (3.7 ) 0 1 (3.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 



  

  

5474 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 175f 

Serious adverse events (not disease related) before study treatment, by primary system organ class, preferred term, maximum 

CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

28 (63.6) 18 (40.9) 9 (20.5) 

Blood and lymphatic system disorders    

  -Total 10 (22.7) 6 (13.6) 3 (6.8 ) 

  Febrile neutropenia 9 (20.5) 7 (15.9) 1 (2.3 ) 

  Neutropenia 2 (4.5 ) 0 2 (4.5 ) 

Cardiac disorders    

  -Total 3 (6.8 ) 1 (2.3 ) 1 (2.3 ) 

  Coronary artery dilatation 1 (2.3 ) 1 (2.3 ) 0 

  Pericardial effusion 1 (2.3 ) 0 1 (2.3 ) 

  Tachycardia 1 (2.3 ) 0 0 

Gastrointestinal disorders    

  -Total 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 



  

  

5477 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dental caries 1 (2.3 ) 1 (2.3 ) 0 

  Pancreatitis acute 1 (2.3 ) 0 1 (2.3 ) 

  Stomatitis 1 (2.3 ) 1 (2.3 ) 0 

General disorders and administration 
site conditions 

   

  -Total 7 (15.9) 1 (2.3 ) 0 

  Pyrexia 7 (15.9) 1 (2.3 ) 0 

  General physical health deterioration 1 (2.3 ) 0 0 

Hepatobiliary disorders    

  -Total 1 (2.3 ) 1 (2.3 ) 0 

  Hepatocellular injury 1 (2.3 ) 1 (2.3 ) 0 

Immune system disorders    

  -Total 2 (4.5 ) 2 (4.5 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (4.5 ) 2 (4.5 ) 0 

Infections and infestations    

  -Total 16 (36.4) 7 (15.9) 7 (15.9) 

  Neutropenic infection 3 (6.8 ) 3 (6.8 ) 0 

  Bronchopulmonary aspergillosis 2 (4.5 ) 1 (2.3 ) 0 



  

  

5478 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 

  Septic shock 2 (4.5 ) 0 2 (4.5 ) 

  Anal fistula infection 1 (2.3 ) 0 0 

  Cellulitis 1 (2.3 ) 1 (2.3 ) 0 

  Cellulitis orbital 1 (2.3 ) 0 1 (2.3 ) 

  Central nervous system infection 1 (2.3 ) 0 1 (2.3 ) 

  Clostridium difficile infection 1 (2.3 ) 0 0 

  Escherichia bacteraemia 1 (2.3 ) 0 1 (2.3 ) 

  Herpes zoster 1 (2.3 ) 0 0 

  Listeria sepsis 1 (2.3 ) 0 1 (2.3 ) 

  Parvovirus b19 infection 1 (2.3 ) 1 (2.3 ) 0 

  Periorbital cellulitis 1 (2.3 ) 1 (2.3 ) 0 

  Rotavirus infection 1 (2.3 ) 0 0 

  Sepsis 1 (2.3 ) 0 1 (2.3 ) 

  Urinary tract infection viral 1 (2.3 ) 0 0 

  Varicella 1 (2.3 ) 1 (2.3 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (2.3 ) 1 (2.3 ) 0 



  

  

5479 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Infusion related reaction 1 (2.3 ) 1 (2.3 ) 0 

Investigations    

  -Total 1 (2.3 ) 0 0 

  Influenza a virus test positive 1 (2.3 ) 0 0 

Metabolism and nutrition disorders    

  -Total 1 (2.3 ) 1 (2.3 ) 0 

  Tumour lysis syndrome 1 (2.3 ) 1 (2.3 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (2.3 ) 0 0 

  Malignant neoplasm progression 1 (2.3 ) 0 0 

Nervous system disorders    

  -Total 5 (11.4) 4 (9.1 ) 0 

  Seizure 3 (6.8 ) 2 (4.5 ) 0 

  Neurological symptom 1 (2.3 ) 1 (2.3 ) 0 

  Partial seizures 1 (2.3 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.3 ) 1 (2.3 ) 0 

  Status epilepticus 1 (2.3 ) 0 0 



  

  

5480 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Product issues    

  -Total 1 (2.3 ) 0 1 (2.3 ) 

  Manufacturing product shipping issue 1 (2.3 ) 0 1 (2.3 ) 

Renal and urinary disorders    

  -Total 2 (4.5 ) 2 (4.5 ) 0 

  Acute kidney injury 1 (2.3 ) 1 (2.3 ) 0 

  Renal impairment 1 (2.3 ) 1 (2.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (2.3 ) 0 0 

  Pneumonitis 1 (2.3 ) 0 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (2.3 ) 0 0 

  Eczema 1 (2.3 ) 0 0 

Vascular disorders    

  -Total 1 (2.3 ) 0 0 

  Hypertension 1 (2.3 ) 0 0 

 

 



  

  

5481 

- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 175f 

Serious adverse events (not disease related) before study treatment, by primary system organ class, preferred term, maximum 

CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (33.3) 1 (33.3) 0 

Gastrointestinal disorders    

  -Total 1 (33.3) 1 (33.3) 0 

  Anal fistula 1 (33.3) 1 (33.3) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (33.3) 0 0 

  Pyrexia 1 (33.3) 0 0 

Infections and infestations    

  -Total 1 (33.3) 1 (33.3) 0 

  Pneumonia 1 (33.3) 0 0 

  Pneumonia fungal 1 (33.3) 1 (33.3) 0 



  

  

5483 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Staphylococcal infection 1 (33.3) 1 (33.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 175g 

Serious adverse events (not disease related) before study treatment, by primary system organ class, preferred term, maximum 

CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (42.9) 2 (28.6) 1 (14.3) 

Blood and lymphatic system disorders    

  -Total 1 (14.3) 1 (14.3) 0 

  Febrile neutropenia 1 (14.3) 1 (14.3) 0 

Immune system disorders    

  -Total 1 (14.3) 1 (14.3) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (14.3) 1 (14.3) 0 

Infections and infestations    

  -Total 1 (14.3) 0 1 (14.3) 

  Central nervous system infection 1 (14.3) 0 1 (14.3) 

Nervous system disorders    



  

  

5485 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (14.3) 1 (14.3) 0 

  Seizure 1 (14.3) 1 (14.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 175g 

Serious adverse events (not disease related) before study treatment, by primary system organ class, preferred term, maximum 

CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

20 (62.5) 15 (46.9) 4 (12.5) 

Blood and lymphatic system disorders    

  -Total 5 (15.6) 5 (15.6) 0 

  Febrile neutropenia 4 (12.5) 4 (12.5) 0 

  Neutropenia 1 (3.1 ) 1 (3.1 ) 0 

Cardiac disorders    

  -Total 3 (9.4 ) 1 (3.1 ) 1 (3.1 ) 

  Coronary artery dilatation 1 (3.1 ) 1 (3.1 ) 0 

  Pericardial effusion 1 (3.1 ) 0 1 (3.1 ) 

  Tachycardia 1 (3.1 ) 0 0 

Gastrointestinal disorders    

  -Total 4 (12.5) 1 (3.1 ) 1 (3.1 ) 



  

  

5488 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dental caries 1 (3.1 ) 0 0 

  Nausea 1 (3.1 ) 0 0 

  Pancreatitis acute 1 (3.1 ) 0 1 (3.1 ) 

  Stomatitis 1 (3.1 ) 1 (3.1 ) 0 

  Vomiting 1 (3.1 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 6 (18.8) 1 (3.1 ) 0 

  Pyrexia 6 (18.8) 1 (3.1 ) 0 

  General physical health deterioration 1 (3.1 ) 0 0 

Immune system disorders    

  -Total 1 (3.1 ) 1 (3.1 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.1 ) 1 (3.1 ) 0 

Infections and infestations    

  -Total 10 (31.3) 6 (18.8) 3 (9.4 ) 

  Sepsis 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 

  Bronchopulmonary aspergillosis 1 (3.1 ) 0 0 

  Cellulitis 1 (3.1 ) 1 (3.1 ) 0 



  

  

5489 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis orbital 1 (3.1 ) 0 1 (3.1 ) 

  Clostridium difficile infection 1 (3.1 ) 0 0 

  Device related infection 1 (3.1 ) 1 (3.1 ) 0 

  Neutropenic infection 1 (3.1 ) 1 (3.1 ) 0 

  Parvovirus b19 infection 1 (3.1 ) 1 (3.1 ) 0 

  Periorbital cellulitis 1 (3.1 ) 1 (3.1 ) 0 

  Pneumonia 1 (3.1 ) 0 1 (3.1 ) 

  Rotavirus infection 1 (3.1 ) 0 0 

  Septic shock 1 (3.1 ) 0 1 (3.1 ) 

  Urinary tract infection viral 1 (3.1 ) 0 0 

  Varicella 1 (3.1 ) 1 (3.1 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (3.1 ) 1 (3.1 ) 0 

  Toxicity to various agents 1 (3.1 ) 1 (3.1 ) 0 

Metabolism and nutrition disorders    

  -Total 2 (6.3 ) 0 0 

  Dehydration 1 (3.1 ) 0 0 



  

  

5490 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypoglycaemia 1 (3.1 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (3.1 ) 0 0 

  Malignant neoplasm progression 1 (3.1 ) 0 0 

Nervous system disorders    

  -Total 3 (9.4 ) 3 (9.4 ) 0 

  Seizure 2 (6.3 ) 1 (3.1 ) 0 

  Neurological symptom 1 (3.1 ) 1 (3.1 ) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (3.1 ) 1 (3.1 ) 0 

  Status epilepticus 1 (3.1 ) 0 0 

Psychiatric disorders    

  -Total 1 (3.1 ) 1 (3.1 ) 0 

  Depression 1 (3.1 ) 1 (3.1 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (3.1 ) 0 0 

  Pneumonitis 1 (3.1 ) 0 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders    

  -Total 1 (3.1 ) 0 0 

  Hypertension 1 (3.1 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 175g 

Serious adverse events (not disease related) before study treatment, by primary system organ class, preferred term, maximum 

CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

13 (59.1) 8 (36.4) 4 (18.2) 

Blood and lymphatic system disorders    

  -Total 5 (22.7) 2 (9.1 ) 3 (13.6) 

  Febrile neutropenia 4 (18.2) 3 (13.6) 1 (4.5 ) 

  Neutropenia 2 (9.1 ) 0 2 (9.1 ) 

Gastrointestinal disorders    

  -Total 2 (9.1 ) 2 (9.1 ) 0 

  Anal fistula 1 (4.5 ) 1 (4.5 ) 0 

  Dental caries 1 (4.5 ) 1 (4.5 ) 0 

General disorders and administration 
site conditions 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (13.6) 0 0 

  Pyrexia 3 (13.6) 0 0 

Hepatobiliary disorders    

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Hepatocellular injury 1 (4.5 ) 1 (4.5 ) 0 

Infections and infestations    

  -Total 9 (40.9) 4 (18.2) 3 (13.6) 

  Pneumonia 3 (13.6) 1 (4.5 ) 0 

  Neutropenic infection 2 (9.1 ) 2 (9.1 ) 0 

  Anal fistula infection 1 (4.5 ) 0 0 

  Bronchopulmonary aspergillosis 1 (4.5 ) 1 (4.5 ) 0 

  Escherichia bacteraemia 1 (4.5 ) 0 1 (4.5 ) 

  Herpes zoster 1 (4.5 ) 0 0 

  Listeria sepsis 1 (4.5 ) 0 1 (4.5 ) 

  Pneumonia fungal 1 (4.5 ) 1 (4.5 ) 0 

  Septic shock 1 (4.5 ) 0 1 (4.5 ) 

  Staphylococcal infection 1 (4.5 ) 1 (4.5 ) 0 

Investigations    



  

  

5494 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (4.5 ) 0 0 

  Influenza a virus test positive 1 (4.5 ) 0 0 

Metabolism and nutrition disorders    

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Tumour lysis syndrome 1 (4.5 ) 1 (4.5 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (4.5 ) 0 0 

  Muscular weakness 1 (4.5 ) 0 0 

Nervous system disorders    

  -Total 2 (9.1 ) 1 (4.5 ) 0 

  Depressed level of consciousness 1 (4.5 ) 1 (4.5 ) 0 

  Encephalopathy 1 (4.5 ) 1 (4.5 ) 0 

  Lethargy 1 (4.5 ) 0 0 

  Partial seizures 1 (4.5 ) 0 0 

  Speech disorder 1 (4.5 ) 0 0 

Product issues    

  -Total 1 (4.5 ) 0 1 (4.5 ) 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Manufacturing product shipping issue 1 (4.5 ) 0 1 (4.5 ) 

Psychiatric disorders    

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Abnormal behaviour 1 (4.5 ) 1 (4.5 ) 0 

  Confusional state 1 (4.5 ) 1 (4.5 ) 0 

Renal and urinary disorders    

  -Total 2 (9.1 ) 2 (9.1 ) 0 

  Acute kidney injury 1 (4.5 ) 1 (4.5 ) 0 

  Renal impairment 1 (4.5 ) 1 (4.5 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (4.5 ) 0 0 

  Eczema 1 (4.5 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 175g 

Serious adverse events (not disease related) before study treatment, by primary system organ class, preferred term, maximum 

CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

7 (53.8) 2 (15.4) 4 (30.8) 

Blood and lymphatic system disorders    

  -Total 3 (23.1) 2 (15.4) 0 

  Febrile neutropenia 3 (23.1) 2 (15.4) 0 

Gastrointestinal disorders    

  -Total 1 (7.7 ) 0 1 (7.7 ) 

  Gastrointestinal haemorrhage 1 (7.7 ) 0 1 (7.7 ) 

General disorders and administration 
site conditions 

   

  -Total 1 (7.7 ) 0 0 

  Pyrexia 1 (7.7 ) 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

  -Total 2 (15.4) 1 (7.7 ) 1 (7.7 ) 

  Pneumonia 1 (7.7 ) 1 (7.7 ) 0 

  Sepsis 1 (7.7 ) 0 1 (7.7 ) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (7.7 ) 1 (7.7 ) 0 

  Infusion related reaction 1 (7.7 ) 1 (7.7 ) 0 

Nervous system disorders    

  -Total 1 (7.7 ) 0 1 (7.7 ) 

  Intracranial pressure increased 1 (7.7 ) 0 1 (7.7 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (7.7 ) 0 1 (7.7 ) 

  Pneumonia aspiration 1 (7.7 ) 0 1 (7.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 
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are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 176a 

Serious adverse events (not disease related) during the lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

9 (27.3) 5 (15.2) 3 (9.1 ) 

Blood and lymphatic system disorders    

  -Total 1 (3.0 ) 0 1 (3.0 ) 

  Neutropenia 1 (3.0 ) 0 1 (3.0 ) 

Cardiac disorders    

  -Total 1 (3.0 ) 1 (3.0 ) 0 

  Tachycardia 1 (3.0 ) 1 (3.0 ) 0 

General disorders and administration 
site conditions 

   

  -Total 5 (15.2) 0 0 

  Pyrexia 5 (15.2) 0 0 

Hepatobiliary disorders    
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Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 1 (3.0 ) 0 1 (3.0 ) 

  Hepatotoxicity 1 (3.0 ) 0 1 (3.0 ) 

Immune system disorders    

  -Total 1 (3.0 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.0 ) 0 0 

Infections and infestations    

  -Total 4 (12.1) 4 (12.1) 0 

  Bacteraemia 2 (6.1 ) 2 (6.1 ) 0 

  Device related infection 1 (3.0 ) 1 (3.0 ) 0 

  Enterococcal bacteraemia 1 (3.0 ) 1 (3.0 ) 0 

  Staphylococcal bacteraemia 1 (3.0 ) 1 (3.0 ) 0 

  Streptococcal bacteraemia 1 (3.0 ) 1 (3.0 ) 0 

  Tooth abscess 1 (3.0 ) 1 (3.0 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (3.0 ) 1 (3.0 ) 0 

  Allergic transfusion reaction 1 (3.0 ) 1 (3.0 ) 0 

Vascular disorders    
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Age: <10 years 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 1 (3.0 ) 0 1 (3.0 ) 

  Hypotension 1 (3.0 ) 0 1 (3.0 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 176a 

Serious adverse events (not disease related) during the lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=10 years to <18 years 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (6.3 ) 1 (6.3 ) 0 

Blood and lymphatic system disorders    

  -Total 1 (6.3 ) 1 (6.3 ) 0 

  Febrile neutropenia 1 (6.3 ) 1 (6.3 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 176a 

Serious adverse events (not disease related) during the lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 176b 

Serious adverse events (not disease related) during the lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

5 (13.9) 3 (8.3 ) 1 (2.8 ) 

Cardiac disorders    

  -Total 1 (2.8 ) 1 (2.8 ) 0 

  Tachycardia 1 (2.8 ) 1 (2.8 ) 0 

General disorders and administration 
site conditions 

   

  -Total 3 (8.3 ) 0 0 

  Pyrexia 3 (8.3 ) 0 0 

Immune system disorders    

  -Total 1 (2.8 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.8 ) 0 0 
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Gender: Male 

 
All patients 

N=36 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Infections and infestations    

  -Total 2 (5.6 ) 2 (5.6 ) 0 

  Bacteraemia 1 (2.8 ) 1 (2.8 ) 0 

  Device related infection 1 (2.8 ) 1 (2.8 ) 0 

  Enterococcal bacteraemia 1 (2.8 ) 1 (2.8 ) 0 

  Staphylococcal bacteraemia 1 (2.8 ) 1 (2.8 ) 0 

  Streptococcal bacteraemia 1 (2.8 ) 1 (2.8 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (2.8 ) 1 (2.8 ) 0 

  Allergic transfusion reaction 1 (2.8 ) 1 (2.8 ) 0 

Vascular disorders    

  -Total 1 (2.8 ) 0 1 (2.8 ) 

  Hypotension 1 (2.8 ) 0 1 (2.8 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 
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- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 176b 

Serious adverse events (not disease related) during the lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Female 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

5 (18.5) 3 (11.1) 2 (7.4 ) 

Blood and lymphatic system disorders    

  -Total 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

  Febrile neutropenia 1 (3.7 ) 1 (3.7 ) 0 

  Neutropenia 1 (3.7 ) 0 1 (3.7 ) 

General disorders and administration 
site conditions 

   

  -Total 2 (7.4 ) 0 0 

  Pyrexia 2 (7.4 ) 0 0 

Hepatobiliary disorders    

  -Total 1 (3.7 ) 0 1 (3.7 ) 

  Hepatotoxicity 1 (3.7 ) 0 1 (3.7 ) 
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Gender: Female 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Infections and infestations    

  -Total 2 (7.4 ) 2 (7.4 ) 0 

  Bacteraemia 1 (3.7 ) 1 (3.7 ) 0 

  Tooth abscess 1 (3.7 ) 1 (3.7 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 176c 

Serious adverse events (not disease related) during the lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Response status at 
study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t176_gd_b2001x.sas@@/main/2 25JUN21:17:44                                        Final 

 
  



  

  

5514 

 



  

  

5515 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 176c 

Serious adverse events (not disease related) during the lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Response status at 
study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

10 (15.9) 6 (9.5 ) 3 (4.8 ) 

Blood and lymphatic system disorders    

  -Total 2 (3.2 ) 1 (1.6 ) 1 (1.6 ) 

  Febrile neutropenia 1 (1.6 ) 1 (1.6 ) 0 

  Neutropenia 1 (1.6 ) 0 1 (1.6 ) 

Cardiac disorders    

  -Total 1 (1.6 ) 1 (1.6 ) 0 

  Tachycardia 1 (1.6 ) 1 (1.6 ) 0 

General disorders and administration 
site conditions 

   

  -Total 5 (7.9 ) 0 0 

  Pyrexia 5 (7.9 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Hepatobiliary disorders    

  -Total 1 (1.6 ) 0 1 (1.6 ) 

  Hepatotoxicity 1 (1.6 ) 0 1 (1.6 ) 

Immune system disorders    

  -Total 1 (1.6 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (1.6 ) 0 0 

Infections and infestations    

  -Total 4 (6.3 ) 4 (6.3 ) 0 

  Bacteraemia 2 (3.2 ) 2 (3.2 ) 0 

  Device related infection 1 (1.6 ) 1 (1.6 ) 0 

  Enterococcal bacteraemia 1 (1.6 ) 1 (1.6 ) 0 

  Staphylococcal bacteraemia 1 (1.6 ) 1 (1.6 ) 0 

  Streptococcal bacteraemia 1 (1.6 ) 1 (1.6 ) 0 

  Tooth abscess 1 (1.6 ) 1 (1.6 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (1.6 ) 1 (1.6 ) 0 

  Allergic transfusion reaction 1 (1.6 ) 1 (1.6 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Vascular disorders    

  -Total 1 (1.6 ) 0 1 (1.6 ) 

  Hypotension 1 (1.6 ) 0 1 (1.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 176d 

Serious adverse events (not disease related) during the lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Europe 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

5 (11.9) 4 (9.5 ) 0 

Blood and lymphatic system disorders    

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Febrile neutropenia 1 (2.4 ) 1 (2.4 ) 0 

Cardiac disorders    

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Tachycardia 1 (2.4 ) 1 (2.4 ) 0 

General disorders and administration 
site conditions 

   

  -Total 3 (7.1 ) 0 0 

  Pyrexia 3 (7.1 ) 0 0 

Infections and infestations    
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Region: Europe 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 3 (7.1 ) 3 (7.1 ) 0 

  Bacteraemia 2 (4.8 ) 2 (4.8 ) 0 

  Enterococcal bacteraemia 1 (2.4 ) 1 (2.4 ) 0 

  Staphylococcal bacteraemia 1 (2.4 ) 1 (2.4 ) 0 

  Streptococcal bacteraemia 1 (2.4 ) 1 (2.4 ) 0 

  Tooth abscess 1 (2.4 ) 1 (2.4 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 176d 

Serious adverse events (not disease related) during the lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

3 (16.7) 1 (5.6 ) 2 (11.1) 

Blood and lymphatic system disorders    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Neutropenia 1 (5.6 ) 0 1 (5.6 ) 

General disorders and administration 
site conditions 

   

  -Total 2 (11.1) 0 0 

  Pyrexia 2 (11.1) 0 0 

Immune system disorders    

  -Total 1 (5.6 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 0 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Infections and infestations    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Device related infection 1 (5.6 ) 1 (5.6 ) 0 

Vascular disorders    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Hypotension 1 (5.6 ) 0 1 (5.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t176_gd_b2001x.sas@@/main/2 25JUN21:17:44                                        Final 

 
  



  

  

5523 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 176d 

Serious adverse events (not disease related) during the lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

2 (66.7) 1 (33.3) 1 (33.3) 

Hepatobiliary disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Hepatotoxicity 1 (33.3) 0 1 (33.3) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Allergic transfusion reaction 1 (33.3) 1 (33.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 



  

  

5524 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 176e 

Serious adverse events (not disease related) during the lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: Yes 

 
All patients 

N=39 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

3 (7.7 ) 2 (5.1 ) 1 (2.6 ) 

Blood and lymphatic system disorders    

  -Total 1 (2.6 ) 1 (2.6 ) 0 

  Febrile neutropenia 1 (2.6 ) 1 (2.6 ) 0 

Immune system disorders    

  -Total 1 (2.6 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.6 ) 0 0 

Infections and infestations    

  -Total 1 (2.6 ) 1 (2.6 ) 0 

  Tooth abscess 1 (2.6 ) 1 (2.6 ) 0 

Vascular disorders    
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Prior SCT therapy: Yes 

 
All patients 

N=39 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 1 (2.6 ) 0 1 (2.6 ) 

  Hypotension 1 (2.6 ) 0 1 (2.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 176e 

Serious adverse events (not disease related) during the lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

7 (29.2) 4 (16.7) 2 (8.3 ) 

Blood and lymphatic system disorders    

  -Total 1 (4.2 ) 0 1 (4.2 ) 

  Neutropenia 1 (4.2 ) 0 1 (4.2 ) 

Cardiac disorders    

  -Total 1 (4.2 ) 1 (4.2 ) 0 

  Tachycardia 1 (4.2 ) 1 (4.2 ) 0 

General disorders and administration 
site conditions 

   

  -Total 5 (20.8) 0 0 

  Pyrexia 5 (20.8) 0 0 

Hepatobiliary disorders    
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Prior SCT therapy: No 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 1 (4.2 ) 0 1 (4.2 ) 

  Hepatotoxicity 1 (4.2 ) 0 1 (4.2 ) 

Infections and infestations    

  -Total 3 (12.5) 3 (12.5) 0 

  Bacteraemia 2 (8.3 ) 2 (8.3 ) 0 

  Device related infection 1 (4.2 ) 1 (4.2 ) 0 

  Enterococcal bacteraemia 1 (4.2 ) 1 (4.2 ) 0 

  Staphylococcal bacteraemia 1 (4.2 ) 1 (4.2 ) 0 

  Streptococcal bacteraemia 1 (4.2 ) 1 (4.2 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (4.2 ) 1 (4.2 ) 0 

  Allergic transfusion reaction 1 (4.2 ) 1 (4.2 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 176f 

Serious adverse events (not disease related) during the lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow 
tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

4 (18.2) 3 (13.6) 0 

Blood and lymphatic system disorders    

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Febrile neutropenia 1 (4.5 ) 1 (4.5 ) 0 

Cardiac disorders    

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Tachycardia 1 (4.5 ) 1 (4.5 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (9.1 ) 0 0 

  Pyrexia 2 (9.1 ) 0 0 

Infections and infestations    
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (9.1 ) 2 (9.1 ) 0 

  Bacteraemia 1 (4.5 ) 1 (4.5 ) 0 

  Enterococcal bacteraemia 1 (4.5 ) 1 (4.5 ) 0 

  Staphylococcal bacteraemia 1 (4.5 ) 1 (4.5 ) 0 

  Streptococcal bacteraemia 1 (4.5 ) 1 (4.5 ) 0 

  Tooth abscess 1 (4.5 ) 1 (4.5 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 176f 

Serious adverse events (not disease related) during the lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow 
tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

6 (15.8) 3 (7.9 ) 3 (7.9 ) 

Blood and lymphatic system disorders    

  -Total 1 (2.6 ) 0 1 (2.6 ) 

  Neutropenia 1 (2.6 ) 0 1 (2.6 ) 

General disorders and administration 
site conditions 

   

  -Total 3 (7.9 ) 0 0 

  Pyrexia 3 (7.9 ) 0 0 

Hepatobiliary disorders    

  -Total 1 (2.6 ) 0 1 (2.6 ) 

  Hepatotoxicity 1 (2.6 ) 0 1 (2.6 ) 

Immune system disorders    
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Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (2.6 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.6 ) 0 0 

Infections and infestations    

  -Total 2 (5.3 ) 2 (5.3 ) 0 

  Bacteraemia 1 (2.6 ) 1 (2.6 ) 0 

  Device related infection 1 (2.6 ) 1 (2.6 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (2.6 ) 1 (2.6 ) 0 

  Allergic transfusion reaction 1 (2.6 ) 1 (2.6 ) 0 

Vascular disorders    

  -Total 1 (2.6 ) 0 1 (2.6 ) 

  Hypotension 1 (2.6 ) 0 1 (2.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 176f 

Serious adverse events (not disease related) during the lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow 
tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 176g 

Serious adverse events (not disease related) during the lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Number of previous 
relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 0 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (33.3) 0 1 (33.3) 

Blood and lymphatic system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Neutropenia 1 (33.3) 0 1 (33.3) 

General disorders and administration 
site conditions 

   

  -Total 1 (33.3) 0 0 

  Pyrexia 1 (33.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 
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(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 176g 

Serious adverse events (not disease related) during the lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Number of previous 
relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 1 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (10.7) 2 (7.1 ) 0 

Blood and lymphatic system disorders    

  -Total 1 (3.6 ) 1 (3.6 ) 0 

  Febrile neutropenia 1 (3.6 ) 1 (3.6 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (7.1 ) 0 0 

  Pyrexia 2 (7.1 ) 0 0 

Infections and infestations    

  -Total 1 (3.6 ) 1 (3.6 ) 0 

  Bacteraemia 1 (3.6 ) 1 (3.6 ) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 176g 

Serious adverse events (not disease related) during the lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Number of previous 
relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

6 (30.0) 4 (20.0) 2 (10.0) 

Cardiac disorders    

  -Total 1 (5.0 ) 1 (5.0 ) 0 

  Tachycardia 1 (5.0 ) 1 (5.0 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (10.0) 0 0 

  Pyrexia 2 (10.0) 0 0 

Hepatobiliary disorders    

  -Total 1 (5.0 ) 0 1 (5.0 ) 

  Hepatotoxicity 1 (5.0 ) 0 1 (5.0 ) 
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Number of previous relapses: 2 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders    

  -Total 1 (5.0 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.0 ) 0 0 

Infections and infestations    

  -Total 3 (15.0) 3 (15.0) 0 

  Bacteraemia 1 (5.0 ) 1 (5.0 ) 0 

  Device related infection 1 (5.0 ) 1 (5.0 ) 0 

  Enterococcal bacteraemia 1 (5.0 ) 1 (5.0 ) 0 

  Staphylococcal bacteraemia 1 (5.0 ) 1 (5.0 ) 0 

  Streptococcal bacteraemia 1 (5.0 ) 1 (5.0 ) 0 

  Tooth abscess 1 (5.0 ) 1 (5.0 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.0 ) 1 (5.0 ) 0 

  Allergic transfusion reaction 1 (5.0 ) 1 (5.0 ) 0 

Vascular disorders    

  -Total 1 (5.0 ) 0 1 (5.0 ) 

  Hypotension 1 (5.0 ) 0 1 (5.0 ) 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 176g 

Serious adverse events (not disease related) during the lymphodepleting period, regardless of relationship to 

lymphodepleting chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Number of previous 
relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t176_gd_b2001x.sas@@/main/2 25JUN21:17:44                                        Final 

 



  

  

5547 

Tabl e 177a => Seri ous  adverse events ( not disease r elated) by primar y sys tem organ cl ass , preferred ter m, maxi mum CTC grade and Age ( Enr olled set – non – i nfused pati ents ) 
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Table 177a 

Serious adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade 

and Age 

Enrolled set – non – infused patients 

 

Age: <10 years 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (33.3)  1 (33.3)  0 

Nervous system disorders    

  -Total 1 (33.3)  1 (33.3)  0 

  Posterior reversible encephalopathy 
syndrome 

1 (33.3)  1 (33.3)  0 

  Seizure 1 (33.3)  0  0 

  Status epilepticus 1 (33.3)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 177a 

Serious adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade 

and Age 

Enrolled set – non – infused patients 

 

Age: >=10 years to <18 years 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)  0  1 (100) 

Infections and infestations    

  -Total 1 (100)  0  1 (100) 

  Septic shock 1 (100)  0  1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 177a 

Serious adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade 

and Age 

Enrolled set – non – infused patients 

 

Age: >=18 years 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)  0  1 (100) 

Gastrointestinal disorders    

  -Total 1 (100)  0  1 (100) 

  Gastrointestinal haemorrhage 1 (100)  0  1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 177b => Seri ous  adverse events ( not disease r elated) by primar y sys tem organ cl ass , preferred ter m, maxi mum CTC grade and Gender ( Enr olled set – non – i nfused pati ents ) 
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Table 177b 

Serious adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade 

and Gender 

Enrolled set – non – infused patients 

 

Gender: Male 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100)  1 (33.3)  2 (66.7) 

Gastrointestinal disorders    

  -Total 1 (33.3)  0  1 (33.3) 

  Gastrointestinal haemorrhage 1 (33.3)  0  1 (33.3) 

Infections and infestations    

  -Total 1 (33.3)  0  1 (33.3) 

  Septic shock 1 (33.3)  0  1 (33.3) 

Nervous system disorders    

  -Total 1 (33.3)  1 (33.3)  0 

  Posterior reversible encephalopathy 
syndrome 

1 (33.3)  1 (33.3)  0 

  Seizure 1 (33.3)  0  0 
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Gender: Male 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Status epilepticus 1 (33.3)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 177b 

Serious adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade 

and Gender 

Enrolled set – non – infused patients 

 

Gender: Female 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 177c  => Serious adverse events (not disease rel ated) by pri mar y system organ cl ass, pr eferr ed term, maxi mum CTC  grade and Response status at s tudy entr y ( Enr olled set – non – infused pati ents ) 
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Table 177c 

Serious adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade 

and Response status at study entry 

Enrolled set – non – infused patients 

 

Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 177c 

Serious adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade 

and Response status at study entry 

Enrolled set – non – infused patients 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (60.0)  1 (20.0)  2 (40.0) 

Gastrointestinal disorders    

  -Total 1 (20.0)  0  1 (20.0) 

  Gastrointestinal haemorrhage 1 (20.0)  0  1 (20.0) 

Infections and infestations    

  -Total 1 (20.0)  0  1 (20.0) 

  Septic shock 1 (20.0)  0  1 (20.0) 

Nervous system disorders    

  -Total 1 (20.0)  1 (20.0)  0 

  Posterior reversible encephalopathy 
syndrome 

1 (20.0)  1 (20.0)  0 

  Seizure 1 (20.0)  0  0 

  Status epilepticus 1 (20.0)  0  0 



  

  

5561 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 177d => Seri ous  adverse events ( not disease r elated) by primar y sys tem organ cl ass , preferred ter m, maxi mum CTC grade and R egion (Enroll ed set – non – i nfused patients  ) 
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Table 177d 

Serious adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade 

and Region 

Enrolled set – non – infused patients 

 

Region: Europe 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (60.0)  1 (20.0)  2 (40.0) 

Gastrointestinal disorders    

  -Total 1 (20.0)  0  1 (20.0) 

  Gastrointestinal haemorrhage 1 (20.0)  0  1 (20.0) 

Infections and infestations    

  -Total 1 (20.0)  0  1 (20.0) 

  Septic shock 1 (20.0)  0  1 (20.0) 

Nervous system disorders    

  -Total 1 (20.0)  1 (20.0)  0 

  Posterior reversible encephalopathy 
syndrome 

1 (20.0)  1 (20.0)  0 

  Seizure 1 (20.0)  0  0 
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Region: Europe 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Status epilepticus 1 (20.0)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 177d 

Serious adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade 

and Region 

Enrolled set – non – infused patients 

 

Region: US 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 177d 

Serious adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade 

and Region 

Enrolled set – non – infused patients 

 

Region: Rest of World 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 177e => Seri ous  adverse events ( not disease r elated) by primar y sys tem organ cl ass , preferred ter m, maxi mum CTC grade and Prior SCT therapy (Enroll ed set – non – i nfused pati ents ) 
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Table 177e 

Serious adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade 

and Prior SCT therapy 

Enrolled set – non – infused patients 

 

Prior SCT therapy: Yes 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (66.7)  0  2 (66.7) 

Gastrointestinal disorders    

  -Total 1 (33.3)  0  1 (33.3) 

  Gastrointestinal haemorrhage 1 (33.3)  0  1 (33.3) 

Infections and infestations    

  -Total 1 (33.3)  0  1 (33.3) 

  Septic shock 1 (33.3)  0  1 (33.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 177e 

Serious adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade 

and Prior SCT therapy 

Enrolled set – non – infused patients 

 

Prior SCT therapy: No 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (50.0)  1 (50.0)  0 

Nervous system disorders    

  -Total 1 (50.0)  1 (50.0)  0 

  Posterior reversible encephalopathy 
syndrome 

1 (50.0)  1 (50.0)  0 

  Seizure 1 (50.0)  0  0 

  Status epilepticus 1 (50.0)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 177f 

Serious adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade 

and Baseline bone marrow tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)  0  1 (100) 

Gastrointestinal disorders    

  -Total 1 (100)  0  1 (100) 

  Gastrointestinal haemorrhage 1 (100)  0  1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 177f 

Serious adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade 

and Baseline bone marrow tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (50.0)  1 (25.0)  1 (25.0) 

Infections and infestations    

  -Total 1 (25.0)  0  1 (25.0) 

  Septic shock 1 (25.0)  0  1 (25.0) 

Nervous system disorders    

  -Total 1 (25.0)  1 (25.0)  0 

  Posterior reversible encephalopathy 
syndrome 

1 (25.0)  1 (25.0)  0 

  Seizure 1 (25.0)  0  0 

  Status epilepticus 1 (25.0)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 
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- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t177_gd_b2001x.sas@@/main/6 25JUN21:17:46                                        Final 

 
  



  

  

5577 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 177f 

Serious adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade 

and Baseline bone marrow tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 177g 

Serious adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 0 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 177g 

Serious adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 1 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (50.0)  1 (50.0)  0 

Nervous system disorders    

  -Total 1 (50.0)  1 (50.0)  0 

  Posterior reversible encephalopathy 
syndrome 

1 (50.0)  1 (50.0)  0 

  Seizure 1 (50.0)  0  0 

  Status epilepticus 1 (50.0)  0  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 



  

  

5581 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 177g 

Serious adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 2 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)  0  1 (100) 

Infections and infestations    

  -Total 1 (100)  0  1 (100) 

  Septic shock 1 (100)  0  1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 177g 

Serious adverse events (not disease related) by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: >=3 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100)  0  1 (100) 

Gastrointestinal disorders    

  -Total 1 (100)  0  1 (100) 

  Gastrointestinal haemorrhage 1 (100)  0  1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 178a => Seri ous  adverse events ( not disease r elated) at anyti me during the study by primar y system organ class, preferred ter m, maxi mum CTC  grade and Age (Enrolled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                           
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 178a 

Serious adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

31 (83.8) 13 (35.1) 15 (40.5) 

Blood and lymphatic system disorders    

  -Total 9 (24.3) 5 (13.5) 3 (8.1 ) 

  Febrile neutropenia 6 (16.2) 5 (13.5) 0 

  Neutropenia 4 (10.8) 1 (2.7 ) 3 (8.1 ) 

  Leukocytosis 1 (2.7 ) 0 0 

Cardiac disorders    

  -Total 4 (10.8) 2 (5.4 ) 1 (2.7 ) 

  Tachycardia 2 (5.4 ) 1 (2.7 ) 0 

  Left ventricular dysfunction 1 (2.7 ) 1 (2.7 ) 0 

  Pericardial effusion 1 (2.7 ) 0 1 (2.7 ) 

Gastrointestinal disorders    



  

  

5587 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 4 (10.8) 2 (5.4 ) 1 (2.7 ) 

  Anal fistula 1 (2.7 ) 1 (2.7 ) 0 

  Diarrhoea 1 (2.7 ) 0 0 

  Pancreatitis acute 1 (2.7 ) 0 1 (2.7 ) 

  Stomatitis 1 (2.7 ) 1 (2.7 ) 0 

General disorders and administration 
site conditions 

   

  -Total 17 (45.9) 4 (10.8) 1 (2.7 ) 

  Pyrexia 15 (40.5) 3 (8.1 ) 0 

  Drug withdrawal syndrome 1 (2.7 ) 1 (2.7 ) 0 

  General physical health deterioration 1 (2.7 ) 0 0 

  Multiple organ dysfunction syndrome 1 (2.7 ) 0 1 (2.7 ) 

Hepatobiliary disorders    

  -Total 2 (5.4 ) 0 2 (5.4 ) 

  Hepatosplenomegaly 1 (2.7 ) 0 1 (2.7 ) 

  Hepatotoxicity 1 (2.7 ) 0 1 (2.7 ) 

Immune system disorders    

  -Total 16 (43.2) 3 (8.1 ) 8 (21.6) 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cytokine release syndrome 15 (40.5) 2 (5.4 ) 8 (21.6) 

  Haemophagocytic 
lymphohistiocytosis 

2 (5.4 ) 1 (2.7 ) 0 

Infections and infestations    

  -Total 16 (43.2) 11 (29.7) 3 (8.1 ) 

  Pneumonia 3 (8.1 ) 1 (2.7 ) 0 

  Bacteraemia 2 (5.4 ) 2 (5.4 ) 0 

  Cellulitis 2 (5.4 ) 1 (2.7 ) 0 

  Device related infection 2 (5.4 ) 2 (5.4 ) 0 

  Sepsis 2 (5.4 ) 0 2 (5.4 ) 

  Alternaria infection 1 (2.7 ) 1 (2.7 ) 0 

  Anal fistula infection 1 (2.7 ) 0 0 

  Aspergillus infection 1 (2.7 ) 1 (2.7 ) 0 

  Bacterial infection 1 (2.7 ) 1 (2.7 ) 0 

  Bronchopulmonary aspergillosis 1 (2.7 ) 1 (2.7 ) 0 

  Candida infection 1 (2.7 ) 1 (2.7 ) 0 

  Central nervous system infection 1 (2.7 ) 0 1 (2.7 ) 

  Clostridium difficile infection 1 (2.7 ) 0 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Enterococcal bacteraemia 1 (2.7 ) 1 (2.7 ) 0 

  Enterococcal infection 1 (2.7 ) 1 (2.7 ) 0 

  Escherichia bacteraemia 1 (2.7 ) 0 1 (2.7 ) 

  Herpes zoster 1 (2.7 ) 0 0 

  Meningitis aseptic 1 (2.7 ) 1 (2.7 ) 0 

  Parvovirus b19 infection 1 (2.7 ) 1 (2.7 ) 0 

  Periorbital cellulitis 1 (2.7 ) 1 (2.7 ) 0 

  Pneumonia fungal 1 (2.7 ) 1 (2.7 ) 0 

  Rotavirus infection 1 (2.7 ) 0 0 

  Sinusitis 1 (2.7 ) 1 (2.7 ) 0 

  Staphylococcal bacteraemia 1 (2.7 ) 1 (2.7 ) 0 

  Staphylococcal infection 1 (2.7 ) 1 (2.7 ) 0 

  Streptococcal bacteraemia 1 (2.7 ) 1 (2.7 ) 0 

  Tooth abscess 1 (2.7 ) 1 (2.7 ) 0 

  Urinary tract infection viral 1 (2.7 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (5.4 ) 1 (2.7 ) 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Allergic transfusion reaction 1 (2.7 ) 1 (2.7 ) 0 

  Splinter 1 (2.7 ) 0 0 

Investigations    

  -Total 3 (8.1 ) 1 (2.7 ) 0 

  Blood fibrinogen decreased 1 (2.7 ) 1 (2.7 ) 0 

  Chest x-ray abnormal 1 (2.7 ) 0 0 

  Influenza a virus test positive 1 (2.7 ) 0 0 

Metabolism and nutrition disorders    

  -Total 3 (8.1 ) 1 (2.7 ) 1 (2.7 ) 

  Dehydration 2 (5.4 ) 1 (2.7 ) 0 

  Hypernatraemia 1 (2.7 ) 0 0 

  Hypokalaemia 1 (2.7 ) 0 0 

  Tumour lysis syndrome 1 (2.7 ) 0 1 (2.7 ) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 4 (10.8) 1 (2.7 ) 2 (5.4 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (2.7 ) 1 (2.7 ) 0 

  B precursor type acute leukaemia 1 (2.7 ) 0 1 (2.7 ) 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Leukaemia 1 (2.7 ) 0 1 (2.7 ) 

  Malignant neoplasm progression 1 (2.7 ) 0 0 

Nervous system disorders    

  -Total 7 (18.9) 5 (13.5) 0 

  Seizure 4 (10.8) 3 (8.1 ) 0 

  Depressed level of consciousness 1 (2.7 ) 1 (2.7 ) 0 

  Dysarthria 1 (2.7 ) 0 0 

  Encephalopathy 1 (2.7 ) 1 (2.7 ) 0 

  Facial paralysis 1 (2.7 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.7 ) 1 (2.7 ) 0 

  Status epilepticus 1 (2.7 ) 0 0 

  Tremor 1 (2.7 ) 0 0 

Psychiatric disorders    

  -Total 2 (5.4 ) 1 (2.7 ) 0 

  Agitation 1 (2.7 ) 1 (2.7 ) 0 

  Confusional state 1 (2.7 ) 1 (2.7 ) 0 

  Irritability 1 (2.7 ) 0 0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Renal and urinary disorders    

  -Total 1 (2.7 ) 1 (2.7 ) 0 

  Renal impairment 1 (2.7 ) 1 (2.7 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (8.1 ) 0 0 

  Hypoxia 2 (5.4 ) 0 0 

  Pneumonitis 1 (2.7 ) 0 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (2.7 ) 0 0 

  Eczema 1 (2.7 ) 0 0 

Vascular disorders    

  -Total 2 (5.4 ) 0 1 (2.7 ) 

  Hypertension 1 (2.7 ) 0 0 

  Hypotension 1 (2.7 ) 0 1 (2.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 
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- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 178a 

Serious adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

16 (84.2) 7 (36.8) 9 (47.4) 

Blood and lymphatic system disorders    

  -Total 6 (31.6) 5 (26.3) 0 

  Febrile neutropenia 5 (26.3) 4 (21.1) 0 

  Anaemia 1 (5.3 ) 1 (5.3 ) 0 

  Bone marrow failure 1 (5.3 ) 1 (5.3 ) 0 

Cardiac disorders    

  -Total 1 (5.3 ) 0 0 

  Tachycardia 1 (5.3 ) 0 0 

Gastrointestinal disorders    

  -Total 2 (10.5) 1 (5.3 ) 0 

  Dental caries 2 (10.5) 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 1 (5.3 ) 0 0 

  Pyrexia 1 (5.3 ) 0 0 

Hepatobiliary disorders    

  -Total 2 (10.5) 2 (10.5) 0 

  Hepatocellular injury 2 (10.5) 2 (10.5) 0 

Immune system disorders    

  -Total 7 (36.8) 3 (15.8) 3 (15.8) 

  Cytokine release syndrome 7 (36.8) 3 (15.8) 3 (15.8) 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.3 ) 1 (5.3 ) 0 

Infections and infestations    

  -Total 11 (57.9) 6 (31.6) 4 (21.1) 

  Sepsis 3 (15.8) 1 (5.3 ) 2 (10.5) 

  Device related infection 2 (10.5) 2 (10.5) 0 

  Herpes zoster 2 (10.5) 0 0 

  Septic shock 2 (10.5) 0 2 (10.5) 

  Bacterial infection 1 (5.3 ) 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bronchopulmonary aspergillosis 1 (5.3 ) 0 0 

  Infection 1 (5.3 ) 1 (5.3 ) 0 

  Neutropenic infection 1 (5.3 ) 1 (5.3 ) 0 

  Periorbital cellulitis 1 (5.3 ) 1 (5.3 ) 0 

  Pneumonia 1 (5.3 ) 1 (5.3 ) 0 

  Varicella 1 (5.3 ) 1 (5.3 ) 0 

  Viral upper respiratory tract infection 1 (5.3 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Infusion related reaction 1 (5.3 ) 1 (5.3 ) 0 

Investigations    

  -Total 1 (5.3 ) 0 1 (5.3 ) 

  Platelet count decreased 1 (5.3 ) 0 1 (5.3 ) 

Metabolism and nutrition disorders    

  -Total 2 (10.5) 1 (5.3 ) 0 

  Hyponatraemia 1 (5.3 ) 0 0 

  Lactic acidosis 1 (5.3 ) 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (10.5) 1 (5.3 ) 0 

  Arthralgia 1 (5.3 ) 1 (5.3 ) 0 

  Muscular weakness 1 (5.3 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.3 ) 1 (5.3 ) 0 

Nervous system disorders    

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Depressed level of consciousness 1 (5.3 ) 1 (5.3 ) 0 

  Encephalopathy 1 (5.3 ) 1 (5.3 ) 0 

  Lethargy 1 (5.3 ) 0 0 

  Speech disorder 1 (5.3 ) 0 0 

Psychiatric disorders    

  -Total 3 (15.8) 2 (10.5) 0 

  Abnormal behaviour 1 (5.3 ) 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Confusional state 1 (5.3 ) 1 (5.3 ) 0 

  Depression 1 (5.3 ) 1 (5.3 ) 0 

  Disorientation 1 (5.3 ) 0 0 

  Hallucination 1 (5.3 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (5.3 ) 0 1 (5.3 ) 

  Pneumonia aspiration 1 (5.3 ) 0 1 (5.3 ) 

Vascular disorders    

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Jugular vein thrombosis 1 (5.3 ) 1 (5.3 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 178a 

Serious adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

16 (88.9) 8 (44.4) 7 (38.9) 

Blood and lymphatic system disorders    

  -Total 5 (27.8) 4 (22.2) 1 (5.6 ) 

  Febrile neutropenia 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Bone marrow failure 1 (5.6 ) 1 (5.6 ) 0 

  Thrombocytopenia 1 (5.6 ) 1 (5.6 ) 0 

Cardiac disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Coronary artery dilatation 1 (5.6 ) 1 (5.6 ) 0 

Gastrointestinal disorders    

  -Total 2 (11.1) 0 1 (5.6 ) 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Gastrointestinal haemorrhage 1 (5.6 ) 0 1 (5.6 ) 

  Nausea 1 (5.6 ) 0 0 

  Vomiting 1 (5.6 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 1 (5.6 ) 0 0 

  Pyrexia 1 (5.6 ) 0 0 

Immune system disorders    

  -Total 6 (33.3) 2 (11.1) 2 (11.1) 

  Cytokine release syndrome 6 (33.3) 2 (11.1) 2 (11.1) 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 1 (5.6 ) 0 

Infections and infestations    

  -Total 10 (55.6) 7 (38.9) 3 (16.7) 

  Pneumonia 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Neutropenic infection 2 (11.1) 2 (11.1) 0 

  Cellulitis orbital 1 (5.6 ) 0 1 (5.6 ) 

  Central nervous system infection 1 (5.6 ) 0 1 (5.6 ) 

  Cerebral fungal infection 1 (5.6 ) 0 1 (5.6 ) 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Herpes zoster 1 (5.6 ) 0 0 

  Infection 1 (5.6 ) 1 (5.6 ) 0 

  Influenza 1 (5.6 ) 1 (5.6 ) 0 

  Listeria sepsis 1 (5.6 ) 0 1 (5.6 ) 

  Pneumonia haemophilus 1 (5.6 ) 1 (5.6 ) 0 

  Respiratory syncytial virus infection 1 (5.6 ) 1 (5.6 ) 0 

  Sepsis 1 (5.6 ) 1 (5.6 ) 0 

  Septic shock 1 (5.6 ) 1 (5.6 ) 0 

  Tonsillitis 1 (5.6 ) 1 (5.6 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Toxicity to various agents 1 (5.6 ) 1 (5.6 ) 0 

Investigations    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Immunoglobulins decreased 1 (5.6 ) 0 1 (5.6 ) 

Metabolism and nutrition disorders    

  -Total 2 (11.1) 1 (5.6 ) 0 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Hypoglycaemia 1 (5.6 ) 0 0 

  Tumour lysis syndrome 1 (5.6 ) 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Joint effusion 1 (5.6 ) 1 (5.6 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (5.6 ) 0 1 (5.6 ) 

  Neoplasm progression 1 (5.6 ) 1 (5.6 ) 0 

Nervous system disorders    

  -Total 7 (38.9) 4 (22.2) 2 (11.1) 

  Dyskinesia 1 (5.6 ) 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 0 1 (5.6 ) 

  Intracranial pressure increased 1 (5.6 ) 0 1 (5.6 ) 

  Neurological symptom 1 (5.6 ) 1 (5.6 ) 0 

  Partial seizures 1 (5.6 ) 0 0 



  

  

5605 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Seizure 1 (5.6 ) 1 (5.6 ) 0 

  Somnolence 1 (5.6 ) 1 (5.6 ) 0 

Product issues    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Manufacturing product shipping issue 1 (5.6 ) 0 1 (5.6 ) 

Renal and urinary disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Acute kidney injury 1 (5.6 ) 1 (5.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 178b 

Serious adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

38 (86.4) 14 (31.8) 21 (47.7) 

Blood and lymphatic system disorders    

  -Total 12 (27.3) 9 (20.5) 2 (4.5 ) 

  Febrile neutropenia 9 (20.5) 7 (15.9) 1 (2.3 ) 

  Neutropenia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 

  Anaemia 1 (2.3 ) 1 (2.3 ) 0 

  Bone marrow failure 1 (2.3 ) 1 (2.3 ) 0 

  Thrombocytopenia 1 (2.3 ) 1 (2.3 ) 0 

Cardiac disorders    

  -Total 5 (11.4) 3 (6.8 ) 1 (2.3 ) 

  Tachycardia 2 (4.5 ) 1 (2.3 ) 0 

  Coronary artery dilatation 1 (2.3 ) 1 (2.3 ) 0 



  

  

5607 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Left ventricular dysfunction 1 (2.3 ) 1 (2.3 ) 0 

  Pericardial effusion 1 (2.3 ) 0 1 (2.3 ) 

Gastrointestinal disorders    

  -Total 3 (6.8 ) 0 2 (4.5 ) 

  Dental caries 1 (2.3 ) 0 0 

  Gastrointestinal haemorrhage 1 (2.3 ) 0 1 (2.3 ) 

  Pancreatitis acute 1 (2.3 ) 0 1 (2.3 ) 

General disorders and administration 
site conditions 

   

  -Total 11 (25.0) 3 (6.8 ) 0 

  Pyrexia 11 (25.0) 3 (6.8 ) 0 

Hepatobiliary disorders    

  -Total 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 

  Hepatocellular injury 1 (2.3 ) 1 (2.3 ) 0 

  Hepatosplenomegaly 1 (2.3 ) 0 1 (2.3 ) 

Immune system disorders    

  -Total 17 (38.6) 4 (9.1 ) 9 (20.5) 

  Cytokine release syndrome 16 (36.4) 4 (9.1 ) 9 (20.5) 



  

  

5608 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haemophagocytic 
lymphohistiocytosis 

2 (4.5 ) 1 (2.3 ) 0 

Infections and infestations    

  -Total 20 (45.5) 12 (27.3) 6 (13.6) 

  Pneumonia 4 (9.1 ) 3 (6.8 ) 0 

  Sepsis 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 

  Device related infection 3 (6.8 ) 3 (6.8 ) 0 

  Herpes zoster 3 (6.8 ) 0 0 

  Infection 2 (4.5 ) 2 (4.5 ) 0 

  Neutropenic infection 2 (4.5 ) 2 (4.5 ) 0 

  Anal fistula infection 1 (2.3 ) 0 0 

  Bacteraemia 1 (2.3 ) 1 (2.3 ) 0 

  Bacterial infection 1 (2.3 ) 1 (2.3 ) 0 

  Cellulitis 1 (2.3 ) 0 0 

  Central nervous system infection 1 (2.3 ) 0 1 (2.3 ) 

  Cerebral fungal infection 1 (2.3 ) 0 1 (2.3 ) 

  Enterococcal bacteraemia 1 (2.3 ) 1 (2.3 ) 0 

  Escherichia bacteraemia 1 (2.3 ) 0 1 (2.3 ) 



  

  

5609 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Influenza 1 (2.3 ) 1 (2.3 ) 0 

  Listeria sepsis 1 (2.3 ) 0 1 (2.3 ) 

  Periorbital cellulitis 1 (2.3 ) 1 (2.3 ) 0 

  Pneumonia haemophilus 1 (2.3 ) 1 (2.3 ) 0 

  Respiratory syncytial virus infection 1 (2.3 ) 1 (2.3 ) 0 

  Septic shock 1 (2.3 ) 0 1 (2.3 ) 

  Staphylococcal bacteraemia 1 (2.3 ) 1 (2.3 ) 0 

  Streptococcal bacteraemia 1 (2.3 ) 1 (2.3 ) 0 

  Tonsillitis 1 (2.3 ) 1 (2.3 ) 0 

  Viral upper respiratory tract infection 1 (2.3 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (4.5 ) 2 (4.5 ) 0 

  Allergic transfusion reaction 1 (2.3 ) 1 (2.3 ) 0 

  Infusion related reaction 1 (2.3 ) 1 (2.3 ) 0 

Investigations    

  -Total 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 

  Blood fibrinogen decreased 1 (2.3 ) 1 (2.3 ) 0 



  

  

5610 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Immunoglobulins decreased 1 (2.3 ) 0 1 (2.3 ) 

  Platelet count decreased 1 (2.3 ) 0 1 (2.3 ) 

Metabolism and nutrition disorders    

  -Total 5 (11.4) 2 (4.5 ) 1 (2.3 ) 

  Tumour lysis syndrome 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 

  Dehydration 1 (2.3 ) 0 0 

  Hyponatraemia 1 (2.3 ) 0 0 

  Lactic acidosis 1 (2.3 ) 1 (2.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (4.5 ) 1 (2.3 ) 0 

  Arthralgia 1 (2.3 ) 1 (2.3 ) 0 

  Muscular weakness 1 (2.3 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 5 (11.4) 2 (4.5 ) 3 (6.8 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 

  B precursor type acute leukaemia 1 (2.3 ) 0 1 (2.3 ) 



  

  

5611 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Leukaemia 1 (2.3 ) 0 1 (2.3 ) 

  Neoplasm progression 1 (2.3 ) 1 (2.3 ) 0 

Nervous system disorders    

  -Total 10 (22.7) 8 (18.2) 1 (2.3 ) 

  Seizure 4 (9.1 ) 3 (6.8 ) 0 

  Depressed level of consciousness 2 (4.5 ) 2 (4.5 ) 0 

  Encephalopathy 2 (4.5 ) 2 (4.5 ) 0 

  Dyskinesia 1 (2.3 ) 1 (2.3 ) 0 

  Intracranial pressure increased 1 (2.3 ) 0 1 (2.3 ) 

  Lethargy 1 (2.3 ) 0 0 

  Neurological symptom 1 (2.3 ) 1 (2.3 ) 0 

  Partial seizures 1 (2.3 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.3 ) 1 (2.3 ) 0 

  Speech disorder 1 (2.3 ) 0 0 

  Status epilepticus 1 (2.3 ) 0 0 

Product issues    

  -Total 1 (2.3 ) 0 1 (2.3 ) 



  

  

5612 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Manufacturing product shipping issue 1 (2.3 ) 0 1 (2.3 ) 

Psychiatric disorders    

  -Total 3 (6.8 ) 3 (6.8 ) 0 

  Confusional state 2 (4.5 ) 2 (4.5 ) 0 

  Abnormal behaviour 1 (2.3 ) 1 (2.3 ) 0 

  Agitation 1 (2.3 ) 1 (2.3 ) 0 

  Depression 1 (2.3 ) 1 (2.3 ) 0 

Renal and urinary disorders    

  -Total 1 (2.3 ) 1 (2.3 ) 0 

  Acute kidney injury 1 (2.3 ) 1 (2.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (2.3 ) 0 1 (2.3 ) 

  Pneumonia aspiration 1 (2.3 ) 0 1 (2.3 ) 

Vascular disorders    

  -Total 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 

  Hypotension 1 (2.3 ) 0 1 (2.3 ) 

  Jugular vein thrombosis 1 (2.3 ) 1 (2.3 ) 0 

 



  

  

5613 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t178_gd_b2001x.sas@@/main/1 25JUN21:17:48                                        Final 

 
  



  

  

5614 

 



  

  

5615 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 178b 

Serious adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

25 (83.3) 14 (46.7) 10 (33.3) 

Blood and lymphatic system disorders    

  -Total 8 (26.7) 5 (16.7) 2 (6.7 ) 

  Febrile neutropenia 6 (20.0) 5 (16.7) 0 

  Neutropenia 2 (6.7 ) 0 2 (6.7 ) 

  Bone marrow failure 1 (3.3 ) 1 (3.3 ) 0 

  Leukocytosis 1 (3.3 ) 0 0 

Cardiac disorders    

  -Total 1 (3.3 ) 0 0 

  Tachycardia 1 (3.3 ) 0 0 

Gastrointestinal disorders    

  -Total 5 (16.7) 3 (10.0) 0 



  

  

5616 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal fistula 1 (3.3 ) 1 (3.3 ) 0 

  Dental caries 1 (3.3 ) 1 (3.3 ) 0 

  Diarrhoea 1 (3.3 ) 0 0 

  Nausea 1 (3.3 ) 0 0 

  Stomatitis 1 (3.3 ) 1 (3.3 ) 0 

  Vomiting 1 (3.3 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 8 (26.7) 1 (3.3 ) 1 (3.3 ) 

  Pyrexia 6 (20.0) 0 0 

  Drug withdrawal syndrome 1 (3.3 ) 1 (3.3 ) 0 

  General physical health deterioration 1 (3.3 ) 0 0 

  Multiple organ dysfunction syndrome 1 (3.3 ) 0 1 (3.3 ) 

Hepatobiliary disorders    

  -Total 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Hepatocellular injury 1 (3.3 ) 1 (3.3 ) 0 

  Hepatotoxicity 1 (3.3 ) 0 1 (3.3 ) 

Immune system disorders    



  

  

5617 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 12 (40.0) 4 (13.3) 4 (13.3) 

  Cytokine release syndrome 12 (40.0) 3 (10.0) 4 (13.3) 

  Haemophagocytic 
lymphohistiocytosis 

2 (6.7 ) 2 (6.7 ) 0 

Infections and infestations    

  -Total 17 (56.7) 12 (40.0) 4 (13.3) 

  Pneumonia 3 (10.0) 1 (3.3 ) 1 (3.3 ) 

  Bronchopulmonary aspergillosis 2 (6.7 ) 1 (3.3 ) 0 

  Sepsis 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Septic shock 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Alternaria infection 1 (3.3 ) 1 (3.3 ) 0 

  Aspergillus infection 1 (3.3 ) 1 (3.3 ) 0 

  Bacteraemia 1 (3.3 ) 1 (3.3 ) 0 

  Bacterial infection 1 (3.3 ) 1 (3.3 ) 0 

  Candida infection 1 (3.3 ) 1 (3.3 ) 0 

  Cellulitis 1 (3.3 ) 1 (3.3 ) 0 

  Cellulitis orbital 1 (3.3 ) 0 1 (3.3 ) 

  Central nervous system infection 1 (3.3 ) 0 1 (3.3 ) 



  

  

5618 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Clostridium difficile infection 1 (3.3 ) 0 0 

  Device related infection 1 (3.3 ) 1 (3.3 ) 0 

  Enterococcal infection 1 (3.3 ) 1 (3.3 ) 0 

  Herpes zoster 1 (3.3 ) 0 0 

  Meningitis aseptic 1 (3.3 ) 1 (3.3 ) 0 

  Neutropenic infection 1 (3.3 ) 1 (3.3 ) 0 

  Parvovirus b19 infection 1 (3.3 ) 1 (3.3 ) 0 

  Periorbital cellulitis 1 (3.3 ) 1 (3.3 ) 0 

  Pneumonia fungal 1 (3.3 ) 1 (3.3 ) 0 

  Rotavirus infection 1 (3.3 ) 0 0 

  Sinusitis 1 (3.3 ) 1 (3.3 ) 0 

  Staphylococcal infection 1 (3.3 ) 1 (3.3 ) 0 

  Tooth abscess 1 (3.3 ) 1 (3.3 ) 0 

  Urinary tract infection viral 1 (3.3 ) 0 0 

  Varicella 1 (3.3 ) 1 (3.3 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (6.7 ) 1 (3.3 ) 0 



  

  

5619 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Splinter 1 (3.3 ) 0 0 

  Toxicity to various agents 1 (3.3 ) 1 (3.3 ) 0 

Investigations    

  -Total 2 (6.7 ) 0 0 

  Chest x-ray abnormal 1 (3.3 ) 0 0 

  Influenza a virus test positive 1 (3.3 ) 0 0 

Metabolism and nutrition disorders    

  -Total 2 (6.7 ) 1 (3.3 ) 0 

  Dehydration 1 (3.3 ) 1 (3.3 ) 0 

  Hypernatraemia 1 (3.3 ) 0 0 

  Hypoglycaemia 1 (3.3 ) 0 0 

  Hypokalaemia 1 (3.3 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Joint effusion 1 (3.3 ) 1 (3.3 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (6.7 ) 1 (3.3 ) 0 



  

  

5620 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 
recurrent 

1 (3.3 ) 1 (3.3 ) 0 

  Malignant neoplasm progression 1 (3.3 ) 0 0 

Nervous system disorders    

  -Total 5 (16.7) 2 (6.7 ) 1 (3.3 ) 

  Dysarthria 1 (3.3 ) 0 0 

  Encephalopathy 1 (3.3 ) 0 1 (3.3 ) 

  Facial paralysis 1 (3.3 ) 0 0 

  Seizure 1 (3.3 ) 1 (3.3 ) 0 

  Somnolence 1 (3.3 ) 1 (3.3 ) 0 

  Tremor 1 (3.3 ) 0 0 

Psychiatric disorders    

  -Total 2 (6.7 ) 0 0 

  Disorientation 1 (3.3 ) 0 0 

  Hallucination 1 (3.3 ) 0 0 

  Irritability 1 (3.3 ) 0 0 

Renal and urinary disorders    

  -Total 1 (3.3 ) 1 (3.3 ) 0 



  

  

5621 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Renal impairment 1 (3.3 ) 1 (3.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (10.0) 0 0 

  Hypoxia 2 (6.7 ) 0 0 

  Pneumonitis 1 (3.3 ) 0 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (3.3 ) 0 0 

  Eczema 1 (3.3 ) 0 0 

Vascular disorders    

  -Total 1 (3.3 ) 0 0 

  Hypertension 1 (3.3 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 



  

  

5622 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t178_gd_b2001x.sas@@/main/1 25JUN21:17:48                                        Final 

 



  

  

5623 

Tabl e 178c  => Serious adverse events (not disease rel ated) at anyti me duri ng the study by pri mar y sys tem organ cl ass , pr eferred ter m, maxi mum CTC grade and R esponse status at study entr y (Enrolled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 178c 

Serious adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 1 (100) 0 

Blood and lymphatic system disorders    

  -Total 1 (100) 1 (100) 0 

  Febrile neutropenia 1 (100) 1 (100) 0 

Immune system disorders    

  -Total 1 (100) 1 (100) 0 

  Cytokine release syndrome 1 (100) 1 (100) 0 

Infections and infestations    

  -Total 1 (100) 1 (100) 0 

  Infection 1 (100) 1 (100) 0 

Metabolism and nutrition disorders    

  -Total 1 (100) 0 0 



  

  

5624 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hyponatraemia 1 (100) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 178c 

Serious adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

62 (84.9) 27 (37.0) 31 (42.5) 

Blood and lymphatic system disorders    

  -Total 19 (26.0) 13 (17.8) 4 (5.5 ) 

  Febrile neutropenia 14 (19.2) 11 (15.1) 1 (1.4 ) 

  Neutropenia 4 (5.5 ) 1 (1.4 ) 3 (4.1 ) 

  Bone marrow failure 2 (2.7 ) 2 (2.7 ) 0 

  Anaemia 1 (1.4 ) 1 (1.4 ) 0 

  Leukocytosis 1 (1.4 ) 0 0 

  Thrombocytopenia 1 (1.4 ) 1 (1.4 ) 0 

Cardiac disorders    

  -Total 6 (8.2 ) 3 (4.1 ) 1 (1.4 ) 

  Tachycardia 3 (4.1 ) 1 (1.4 ) 0 



  

  

5627 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Coronary artery dilatation 1 (1.4 ) 1 (1.4 ) 0 

  Left ventricular dysfunction 1 (1.4 ) 1 (1.4 ) 0 

  Pericardial effusion 1 (1.4 ) 0 1 (1.4 ) 

Gastrointestinal disorders    

  -Total 8 (11.0) 3 (4.1 ) 2 (2.7 ) 

  Dental caries 2 (2.7 ) 1 (1.4 ) 0 

  Anal fistula 1 (1.4 ) 1 (1.4 ) 0 

  Diarrhoea 1 (1.4 ) 0 0 

  Gastrointestinal haemorrhage 1 (1.4 ) 0 1 (1.4 ) 

  Nausea 1 (1.4 ) 0 0 

  Pancreatitis acute 1 (1.4 ) 0 1 (1.4 ) 

  Stomatitis 1 (1.4 ) 1 (1.4 ) 0 

  Vomiting 1 (1.4 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 19 (26.0) 4 (5.5 ) 1 (1.4 ) 

  Pyrexia 17 (23.3) 3 (4.1 ) 0 

  Drug withdrawal syndrome 1 (1.4 ) 1 (1.4 ) 0 

  General physical health deterioration 1 (1.4 ) 0 0 



  

  

5628 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Multiple organ dysfunction syndrome 1 (1.4 ) 0 1 (1.4 ) 

Hepatobiliary disorders    

  -Total 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 

  Hepatocellular injury 2 (2.7 ) 2 (2.7 ) 0 

  Hepatosplenomegaly 1 (1.4 ) 0 1 (1.4 ) 

  Hepatotoxicity 1 (1.4 ) 0 1 (1.4 ) 

Immune system disorders    

  -Total 28 (38.4) 7 (9.6 ) 13 (17.8) 

  Cytokine release syndrome 27 (37.0) 6 (8.2 ) 13 (17.8) 

  Haemophagocytic 
lymphohistiocytosis 

4 (5.5 ) 3 (4.1 ) 0 

Infections and infestations    

  -Total 36 (49.3) 23 (31.5) 10 (13.7) 

  Pneumonia 7 (9.6 ) 4 (5.5 ) 1 (1.4 ) 

  Sepsis 6 (8.2 ) 2 (2.7 ) 4 (5.5 ) 

  Device related infection 4 (5.5 ) 4 (5.5 ) 0 

  Herpes zoster 4 (5.5 ) 0 0 

  Neutropenic infection 3 (4.1 ) 3 (4.1 ) 0 

  Septic shock 3 (4.1 ) 1 (1.4 ) 2 (2.7 ) 



  

  

5629 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacteraemia 2 (2.7 ) 2 (2.7 ) 0 

  Bacterial infection 2 (2.7 ) 2 (2.7 ) 0 

  Bronchopulmonary aspergillosis 2 (2.7 ) 1 (1.4 ) 0 

  Cellulitis 2 (2.7 ) 1 (1.4 ) 0 

  Central nervous system infection 2 (2.7 ) 0 2 (2.7 ) 

  Periorbital cellulitis 2 (2.7 ) 2 (2.7 ) 0 

  Alternaria infection 1 (1.4 ) 1 (1.4 ) 0 

  Anal fistula infection 1 (1.4 ) 0 0 

  Aspergillus infection 1 (1.4 ) 1 (1.4 ) 0 

  Candida infection 1 (1.4 ) 1 (1.4 ) 0 

  Cellulitis orbital 1 (1.4 ) 0 1 (1.4 ) 

  Cerebral fungal infection 1 (1.4 ) 0 1 (1.4 ) 

  Clostridium difficile infection 1 (1.4 ) 0 0 

  Enterococcal bacteraemia 1 (1.4 ) 1 (1.4 ) 0 

  Enterococcal infection 1 (1.4 ) 1 (1.4 ) 0 

  Escherichia bacteraemia 1 (1.4 ) 0 1 (1.4 ) 

  Infection 1 (1.4 ) 1 (1.4 ) 0 

  Influenza 1 (1.4 ) 1 (1.4 ) 0 

  Listeria sepsis 1 (1.4 ) 0 1 (1.4 ) 



  

  

5630 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Meningitis aseptic 1 (1.4 ) 1 (1.4 ) 0 

  Parvovirus b19 infection 1 (1.4 ) 1 (1.4 ) 0 

  Pneumonia fungal 1 (1.4 ) 1 (1.4 ) 0 

  Pneumonia haemophilus 1 (1.4 ) 1 (1.4 ) 0 

  Respiratory syncytial virus infection 1 (1.4 ) 1 (1.4 ) 0 

  Rotavirus infection 1 (1.4 ) 0 0 

  Sinusitis 1 (1.4 ) 1 (1.4 ) 0 

  Staphylococcal bacteraemia 1 (1.4 ) 1 (1.4 ) 0 

  Staphylococcal infection 1 (1.4 ) 1 (1.4 ) 0 

  Streptococcal bacteraemia 1 (1.4 ) 1 (1.4 ) 0 

  Tonsillitis 1 (1.4 ) 1 (1.4 ) 0 

  Tooth abscess 1 (1.4 ) 1 (1.4 ) 0 

  Urinary tract infection viral 1 (1.4 ) 0 0 

  Varicella 1 (1.4 ) 1 (1.4 ) 0 

  Viral upper respiratory tract infection 1 (1.4 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 4 (5.5 ) 3 (4.1 ) 0 

  Allergic transfusion reaction 1 (1.4 ) 1 (1.4 ) 0 



  

  

5631 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Infusion related reaction 1 (1.4 ) 1 (1.4 ) 0 

  Splinter 1 (1.4 ) 0 0 

  Toxicity to various agents 1 (1.4 ) 1 (1.4 ) 0 

Investigations    

  -Total 5 (6.8 ) 1 (1.4 ) 2 (2.7 ) 

  Blood fibrinogen decreased 1 (1.4 ) 1 (1.4 ) 0 

  Chest x-ray abnormal 1 (1.4 ) 0 0 

  Immunoglobulins decreased 1 (1.4 ) 0 1 (1.4 ) 

  Influenza a virus test positive 1 (1.4 ) 0 0 

  Platelet count decreased 1 (1.4 ) 0 1 (1.4 ) 

Metabolism and nutrition disorders    

  -Total 6 (8.2 ) 3 (4.1 ) 1 (1.4 ) 

  Dehydration 2 (2.7 ) 1 (1.4 ) 0 

  Tumour lysis syndrome 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 

  Hypernatraemia 1 (1.4 ) 0 0 

  Hypoglycaemia 1 (1.4 ) 0 0 

  Hypokalaemia 1 (1.4 ) 0 0 

  Lactic acidosis 1 (1.4 ) 1 (1.4 ) 0 



  

  

5632 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 3 (4.1 ) 2 (2.7 ) 0 

  Arthralgia 1 (1.4 ) 1 (1.4 ) 0 

  Joint effusion 1 (1.4 ) 1 (1.4 ) 0 

  Muscular weakness 1 (1.4 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 7 (9.6 ) 3 (4.1 ) 3 (4.1 ) 

  Acute lymphocytic leukaemia 
recurrent 

3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 

  B precursor type acute leukaemia 1 (1.4 ) 0 1 (1.4 ) 

  Leukaemia 1 (1.4 ) 0 1 (1.4 ) 

  Malignant neoplasm progression 1 (1.4 ) 0 0 

  Neoplasm progression 1 (1.4 ) 1 (1.4 ) 0 

Nervous system disorders    

  -Total 15 (20.5) 10 (13.7) 2 (2.7 ) 

  Seizure 5 (6.8 ) 4 (5.5 ) 0 

  Encephalopathy 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 

  Depressed level of consciousness 2 (2.7 ) 2 (2.7 ) 0 



  

  

5633 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dysarthria 1 (1.4 ) 0 0 

  Dyskinesia 1 (1.4 ) 1 (1.4 ) 0 

  Facial paralysis 1 (1.4 ) 0 0 

  Intracranial pressure increased 1 (1.4 ) 0 1 (1.4 ) 

  Lethargy 1 (1.4 ) 0 0 

  Neurological symptom 1 (1.4 ) 1 (1.4 ) 0 

  Partial seizures 1 (1.4 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (1.4 ) 1 (1.4 ) 0 

  Somnolence 1 (1.4 ) 1 (1.4 ) 0 

  Speech disorder 1 (1.4 ) 0 0 

  Status epilepticus 1 (1.4 ) 0 0 

  Tremor 1 (1.4 ) 0 0 

Product issues    

  -Total 1 (1.4 ) 0 1 (1.4 ) 

  Manufacturing product shipping issue 1 (1.4 ) 0 1 (1.4 ) 

Psychiatric disorders    

  -Total 5 (6.8 ) 3 (4.1 ) 0 

  Confusional state 2 (2.7 ) 2 (2.7 ) 0 



  

  

5634 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Abnormal behaviour 1 (1.4 ) 1 (1.4 ) 0 

  Agitation 1 (1.4 ) 1 (1.4 ) 0 

  Depression 1 (1.4 ) 1 (1.4 ) 0 

  Disorientation 1 (1.4 ) 0 0 

  Hallucination 1 (1.4 ) 0 0 

  Irritability 1 (1.4 ) 0 0 

Renal and urinary disorders    

  -Total 2 (2.7 ) 2 (2.7 ) 0 

  Acute kidney injury 1 (1.4 ) 1 (1.4 ) 0 

  Renal impairment 1 (1.4 ) 1 (1.4 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 4 (5.5 ) 0 1 (1.4 ) 

  Hypoxia 2 (2.7 ) 0 0 

  Pneumonia aspiration 1 (1.4 ) 0 1 (1.4 ) 

  Pneumonitis 1 (1.4 ) 0 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (1.4 ) 0 0 



  

  

5635 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Eczema 1 (1.4 ) 0 0 

Vascular disorders    

  -Total 3 (4.1 ) 1 (1.4 ) 1 (1.4 ) 

  Hypertension 1 (1.4 ) 0 0 

  Hypotension 1 (1.4 ) 0 1 (1.4 ) 

  Jugular vein thrombosis 1 (1.4 ) 1 (1.4 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t178_gd_b2001x.sas@@/main/1 25JUN21:17:48                                        Final 

 



  

  

5636 

Tabl e 178d => Seri ous  adverse events ( not disease r elated) at anyti me during the study by primar y system organ class, preferred ter m, maxi mum CTC  grade and R egion ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                        
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 178d 

Serious adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

44 (83.0) 21 (39.6) 19 (35.8) 

Blood and lymphatic system disorders    

  -Total 10 (18.9) 10 (18.9) 0 

  Febrile neutropenia 8 (15.1) 8 (15.1) 0 

  Bone marrow failure 2 (3.8 ) 2 (3.8 ) 0 

Cardiac disorders    

  -Total 3 (5.7 ) 2 (3.8 ) 0 

  Tachycardia 2 (3.8 ) 1 (1.9 ) 0 

  Coronary artery dilatation 1 (1.9 ) 1 (1.9 ) 0 

Gastrointestinal disorders    

  -Total 5 (9.4 ) 2 (3.8 ) 1 (1.9 ) 

  Dental caries 2 (3.8 ) 1 (1.9 ) 0 



  

  

5637 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastrointestinal haemorrhage 1 (1.9 ) 0 1 (1.9 ) 

  Nausea 1 (1.9 ) 0 0 

  Stomatitis 1 (1.9 ) 1 (1.9 ) 0 

  Vomiting 1 (1.9 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 10 (18.9) 1 (1.9 ) 1 (1.9 ) 

  Pyrexia 8 (15.1) 0 0 

  Drug withdrawal syndrome 1 (1.9 ) 1 (1.9 ) 0 

  General physical health deterioration 1 (1.9 ) 0 0 

  Multiple organ dysfunction syndrome 1 (1.9 ) 0 1 (1.9 ) 

Hepatobiliary disorders    

  -Total 2 (3.8 ) 2 (3.8 ) 0 

  Hepatocellular injury 2 (3.8 ) 2 (3.8 ) 0 

Immune system disorders    

  -Total 21 (39.6) 6 (11.3) 10 (18.9) 

  Cytokine release syndrome 21 (39.6) 6 (11.3) 10 (18.9) 

  Haemophagocytic 
lymphohistiocytosis 

2 (3.8 ) 2 (3.8 ) 0 



  

  

5638 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections and infestations    

  -Total 27 (50.9) 17 (32.1) 7 (13.2) 

  Herpes zoster 4 (7.5 ) 0 0 

  Pneumonia 4 (7.5 ) 2 (3.8 ) 1 (1.9 ) 

  Neutropenic infection 3 (5.7 ) 3 (5.7 ) 0 

  Sepsis 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 

  Septic shock 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 

  Bacteraemia 2 (3.8 ) 2 (3.8 ) 0 

  Bronchopulmonary aspergillosis 2 (3.8 ) 1 (1.9 ) 0 

  Central nervous system infection 2 (3.8 ) 0 2 (3.8 ) 

  Device related infection 2 (3.8 ) 2 (3.8 ) 0 

  Cellulitis 1 (1.9 ) 1 (1.9 ) 0 

  Cellulitis orbital 1 (1.9 ) 0 1 (1.9 ) 

  Cerebral fungal infection 1 (1.9 ) 0 1 (1.9 ) 

  Clostridium difficile infection 1 (1.9 ) 0 0 

  Enterococcal bacteraemia 1 (1.9 ) 1 (1.9 ) 0 

  Infection 1 (1.9 ) 1 (1.9 ) 0 

  Influenza 1 (1.9 ) 1 (1.9 ) 0 



  

  

5639 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Parvovirus b19 infection 1 (1.9 ) 1 (1.9 ) 0 

  Pneumonia haemophilus 1 (1.9 ) 1 (1.9 ) 0 

  Respiratory syncytial virus infection 1 (1.9 ) 1 (1.9 ) 0 

  Rotavirus infection 1 (1.9 ) 0 0 

  Sinusitis 1 (1.9 ) 1 (1.9 ) 0 

  Staphylococcal bacteraemia 1 (1.9 ) 1 (1.9 ) 0 

  Streptococcal bacteraemia 1 (1.9 ) 1 (1.9 ) 0 

  Tonsillitis 1 (1.9 ) 1 (1.9 ) 0 

  Tooth abscess 1 (1.9 ) 1 (1.9 ) 0 

  Urinary tract infection viral 1 (1.9 ) 0 0 

  Varicella 1 (1.9 ) 1 (1.9 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (1.9 ) 1 (1.9 ) 0 

  Toxicity to various agents 1 (1.9 ) 1 (1.9 ) 0 

Investigations    

  -Total 2 (3.8 ) 0 1 (1.9 ) 

  Chest x-ray abnormal 1 (1.9 ) 0 0 



  

  

5640 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Immunoglobulins decreased 1 (1.9 ) 0 1 (1.9 ) 

Metabolism and nutrition disorders    

  -Total 3 (5.7 ) 1 (1.9 ) 0 

  Dehydration 1 (1.9 ) 1 (1.9 ) 0 

  Hypernatraemia 1 (1.9 ) 0 0 

  Hypoglycaemia 1 (1.9 ) 0 0 

  Hypokalaemia 1 (1.9 ) 0 0 

  Hyponatraemia 1 (1.9 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (1.9 ) 1 (1.9 ) 0 

  Joint effusion 1 (1.9 ) 1 (1.9 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 4 (7.5 ) 2 (3.8 ) 1 (1.9 ) 

  Acute lymphocytic leukaemia 
recurrent 

3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 

  Malignant neoplasm progression 1 (1.9 ) 0 0 

Nervous system disorders    



  

  

5641 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 8 (15.1) 6 (11.3) 1 (1.9 ) 

  Seizure 5 (9.4 ) 4 (7.5 ) 0 

  Encephalopathy 1 (1.9 ) 0 1 (1.9 ) 

  Posterior reversible encephalopathy 
syndrome 

1 (1.9 ) 1 (1.9 ) 0 

  Somnolence 1 (1.9 ) 1 (1.9 ) 0 

  Status epilepticus 1 (1.9 ) 0 0 

  Tremor 1 (1.9 ) 0 0 

Psychiatric disorders    

  -Total 3 (5.7 ) 1 (1.9 ) 0 

  Depression 1 (1.9 ) 1 (1.9 ) 0 

  Disorientation 1 (1.9 ) 0 0 

  Hallucination 1 (1.9 ) 0 0 

  Irritability 1 (1.9 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (5.7 ) 0 1 (1.9 ) 

  Hypoxia 1 (1.9 ) 0 0 

  Pneumonia aspiration 1 (1.9 ) 0 1 (1.9 ) 



  

  

5642 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonitis 1 (1.9 ) 0 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (1.9 ) 0 0 

  Eczema 1 (1.9 ) 0 0 

Vascular disorders    

  -Total 1 (1.9 ) 0 0 

  Hypertension 1 (1.9 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t178_gd_b2001x.sas@@/main/1 25JUN21:17:48                                        Final 

 
  



  

  

5643 

 



  

  

5644 
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Table 178d 

Serious adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

17 (94.4) 7 (38.9) 10 (55.6) 

Blood and lymphatic system disorders    

  -Total 10 (55.6) 4 (22.2) 4 (22.2) 

  Febrile neutropenia 7 (38.9) 4 (22.2) 1 (5.6 ) 

  Neutropenia 4 (22.2) 1 (5.6 ) 3 (16.7) 

  Anaemia 1 (5.6 ) 1 (5.6 ) 0 

  Leukocytosis 1 (5.6 ) 0 0 

  Thrombocytopenia 1 (5.6 ) 1 (5.6 ) 0 

Cardiac disorders    

  -Total 3 (16.7) 1 (5.6 ) 1 (5.6 ) 

  Left ventricular dysfunction 1 (5.6 ) 1 (5.6 ) 0 

  Pericardial effusion 1 (5.6 ) 0 1 (5.6 ) 



  

  

5645 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Tachycardia 1 (5.6 ) 0 0 

Gastrointestinal disorders    

  -Total 3 (16.7) 1 (5.6 ) 1 (5.6 ) 

  Anal fistula 1 (5.6 ) 1 (5.6 ) 0 

  Diarrhoea 1 (5.6 ) 0 0 

  Pancreatitis acute 1 (5.6 ) 0 1 (5.6 ) 

General disorders and administration 
site conditions 

   

  -Total 9 (50.0) 3 (16.7) 0 

  Pyrexia 9 (50.0) 3 (16.7) 0 

Hepatobiliary disorders    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Hepatosplenomegaly 1 (5.6 ) 0 1 (5.6 ) 

Immune system disorders    

  -Total 6 (33.3) 2 (11.1) 1 (5.6 ) 

  Cytokine release syndrome 5 (27.8) 1 (5.6 ) 1 (5.6 ) 

  Haemophagocytic 
lymphohistiocytosis 

2 (11.1) 1 (5.6 ) 0 

Infections and infestations    



  

  

5646 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  -Total 10 (55.6) 7 (38.9) 3 (16.7) 

  Pneumonia 3 (16.7) 2 (11.1) 0 

  Sepsis 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Bacterial infection 2 (11.1) 2 (11.1) 0 

  Device related infection 2 (11.1) 2 (11.1) 0 

  Periorbital cellulitis 2 (11.1) 2 (11.1) 0 

  Alternaria infection 1 (5.6 ) 1 (5.6 ) 0 

  Anal fistula infection 1 (5.6 ) 0 0 

  Aspergillus infection 1 (5.6 ) 1 (5.6 ) 0 

  Candida infection 1 (5.6 ) 1 (5.6 ) 0 

  Cellulitis 1 (5.6 ) 0 0 

  Enterococcal infection 1 (5.6 ) 1 (5.6 ) 0 

  Escherichia bacteraemia 1 (5.6 ) 0 1 (5.6 ) 

  Infection 1 (5.6 ) 1 (5.6 ) 0 

  Listeria sepsis 1 (5.6 ) 0 1 (5.6 ) 

  Meningitis aseptic 1 (5.6 ) 1 (5.6 ) 0 

  Pneumonia fungal 1 (5.6 ) 1 (5.6 ) 0 

  Staphylococcal infection 1 (5.6 ) 1 (5.6 ) 0 



  

  

5647 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Viral upper respiratory tract infection 1 (5.6 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (11.1) 1 (5.6 ) 0 

  Infusion related reaction 1 (5.6 ) 1 (5.6 ) 0 

  Splinter 1 (5.6 ) 0 0 

Investigations    

  -Total 3 (16.7) 1 (5.6 ) 1 (5.6 ) 

  Blood fibrinogen decreased 1 (5.6 ) 1 (5.6 ) 0 

  Influenza a virus test positive 1 (5.6 ) 0 0 

  Platelet count decreased 1 (5.6 ) 0 1 (5.6 ) 

Metabolism and nutrition disorders    

  -Total 3 (16.7) 2 (11.1) 0 

  Dehydration 1 (5.6 ) 0 0 

  Lactic acidosis 1 (5.6 ) 1 (5.6 ) 0 

  Tumour lysis syndrome 1 (5.6 ) 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (11.1) 1 (5.6 ) 0 



  

  

5648 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Arthralgia 1 (5.6 ) 1 (5.6 ) 0 

  Muscular weakness 1 (5.6 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (16.7) 1 (5.6 ) 2 (11.1) 

  B precursor type acute leukaemia 1 (5.6 ) 0 1 (5.6 ) 

  Leukaemia 1 (5.6 ) 0 1 (5.6 ) 

  Neoplasm progression 1 (5.6 ) 1 (5.6 ) 0 

Nervous system disorders    

  -Total 7 (38.9) 4 (22.2) 1 (5.6 ) 

  Depressed level of consciousness 2 (11.1) 2 (11.1) 0 

  Encephalopathy 2 (11.1) 2 (11.1) 0 

  Dysarthria 1 (5.6 ) 0 0 

  Dyskinesia 1 (5.6 ) 1 (5.6 ) 0 

  Facial paralysis 1 (5.6 ) 0 0 

  Intracranial pressure increased 1 (5.6 ) 0 1 (5.6 ) 

  Lethargy 1 (5.6 ) 0 0 

  Neurological symptom 1 (5.6 ) 1 (5.6 ) 0 



  

  

5649 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Partial seizures 1 (5.6 ) 0 0 

  Speech disorder 1 (5.6 ) 0 0 

Product issues    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Manufacturing product shipping issue 1 (5.6 ) 0 1 (5.6 ) 

Psychiatric disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Confusional state 2 (11.1) 2 (11.1) 0 

  Abnormal behaviour 1 (5.6 ) 1 (5.6 ) 0 

  Agitation 1 (5.6 ) 1 (5.6 ) 0 

Renal and urinary disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Acute kidney injury 1 (5.6 ) 1 (5.6 ) 0 

  Renal impairment 1 (5.6 ) 1 (5.6 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (5.6 ) 0 0 

  Hypoxia 1 (5.6 ) 0 0 



  

  

5650 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Vascular disorders    

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Hypotension 1 (5.6 ) 0 1 (5.6 ) 

  Jugular vein thrombosis 1 (5.6 ) 1 (5.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 178d 

Serious adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

2 (66.7) 0 2 (66.7) 

Hepatobiliary disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Hepatotoxicity 1 (33.3) 0 1 (33.3) 

Immune system disorders    

  -Total 2 (66.7) 0 2 (66.7) 

  Cytokine release syndrome 2 (66.7) 0 2 (66.7) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Allergic transfusion reaction 1 (33.3) 1 (33.3) 0 



  

  

5652 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Metabolism and nutrition disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Tumour lysis syndrome 1 (33.3) 0 1 (33.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 178e 

Serious adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

36 (80.0) 14 (31.1) 19 (42.2) 

Blood and lymphatic system disorders    

  -Total 10 (22.2) 7 (15.6) 2 (4.4 ) 

  Febrile neutropenia 8 (17.8) 6 (13.3) 1 (2.2 ) 

  Neutropenia 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 

  Anaemia 1 (2.2 ) 1 (2.2 ) 0 

  Bone marrow failure 1 (2.2 ) 1 (2.2 ) 0 

  Thrombocytopenia 1 (2.2 ) 1 (2.2 ) 0 

Cardiac disorders    

  -Total 2 (4.4 ) 0 1 (2.2 ) 

  Pericardial effusion 1 (2.2 ) 0 1 (2.2 ) 

  Tachycardia 1 (2.2 ) 0 0 



  

  

5654 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders    

  -Total 5 (11.1) 1 (2.2 ) 2 (4.4 ) 

  Anal fistula 1 (2.2 ) 1 (2.2 ) 0 

  Dental caries 1 (2.2 ) 0 0 

  Gastrointestinal haemorrhage 1 (2.2 ) 0 1 (2.2 ) 

  Nausea 1 (2.2 ) 0 0 

  Pancreatitis acute 1 (2.2 ) 0 1 (2.2 ) 

  Vomiting 1 (2.2 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 11 (24.4) 2 (4.4 ) 1 (2.2 ) 

  Pyrexia 10 (22.2) 2 (4.4 ) 0 

  Multiple organ dysfunction syndrome 1 (2.2 ) 0 1 (2.2 ) 

Hepatobiliary disorders    

  -Total 1 (2.2 ) 1 (2.2 ) 0 

  Hepatocellular injury 1 (2.2 ) 1 (2.2 ) 0 

Immune system disorders    

  -Total 13 (28.9) 2 (4.4 ) 5 (11.1) 



  

  

5655 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cytokine release syndrome 12 (26.7) 2 (4.4 ) 5 (11.1) 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.2 ) 0 0 

Infections and infestations    

  -Total 24 (53.3) 15 (33.3) 7 (15.6) 

  Pneumonia 6 (13.3) 4 (8.9 ) 0 

  Sepsis 4 (8.9 ) 2 (4.4 ) 2 (4.4 ) 

  Bronchopulmonary aspergillosis 2 (4.4 ) 1 (2.2 ) 0 

  Central nervous system infection 2 (4.4 ) 0 2 (4.4 ) 

  Device related infection 2 (4.4 ) 2 (4.4 ) 0 

  Herpes zoster 2 (4.4 ) 0 0 

  Neutropenic infection 2 (4.4 ) 2 (4.4 ) 0 

  Periorbital cellulitis 2 (4.4 ) 2 (4.4 ) 0 

  Septic shock 2 (4.4 ) 0 2 (4.4 ) 

  Bacterial infection 1 (2.2 ) 1 (2.2 ) 0 

  Cellulitis 1 (2.2 ) 1 (2.2 ) 0 

  Cerebral fungal infection 1 (2.2 ) 0 1 (2.2 ) 

  Infection 1 (2.2 ) 1 (2.2 ) 0 



  

  

5656 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Listeria sepsis 1 (2.2 ) 0 1 (2.2 ) 

  Pneumonia fungal 1 (2.2 ) 1 (2.2 ) 0 

  Pneumonia haemophilus 1 (2.2 ) 1 (2.2 ) 0 

  Respiratory syncytial virus infection 1 (2.2 ) 1 (2.2 ) 0 

  Sinusitis 1 (2.2 ) 1 (2.2 ) 0 

  Staphylococcal infection 1 (2.2 ) 1 (2.2 ) 0 

  Tooth abscess 1 (2.2 ) 1 (2.2 ) 0 

  Varicella 1 (2.2 ) 1 (2.2 ) 0 

  Viral upper respiratory tract infection 1 (2.2 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (4.4 ) 1 (2.2 ) 0 

  Splinter 1 (2.2 ) 0 0 

  Toxicity to various agents 1 (2.2 ) 1 (2.2 ) 0 

Investigations    

  -Total 3 (6.7 ) 0 2 (4.4 ) 

  Immunoglobulins decreased 1 (2.2 ) 0 1 (2.2 ) 

  Influenza a virus test positive 1 (2.2 ) 0 0 



  

  

5657 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased 1 (2.2 ) 0 1 (2.2 ) 

Metabolism and nutrition disorders    

  -Total 3 (6.7 ) 1 (2.2 ) 0 

  Dehydration 1 (2.2 ) 0 0 

  Hypoglycaemia 1 (2.2 ) 0 0 

  Tumour lysis syndrome 1 (2.2 ) 1 (2.2 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 3 (6.7 ) 2 (4.4 ) 0 

  Arthralgia 1 (2.2 ) 1 (2.2 ) 0 

  Joint effusion 1 (2.2 ) 1 (2.2 ) 0 

  Muscular weakness 1 (2.2 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 6 (13.3) 3 (6.7 ) 2 (4.4 ) 

  Acute lymphocytic leukaemia 
recurrent 

3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 

  B precursor type acute leukaemia 1 (2.2 ) 0 1 (2.2 ) 

  Malignant neoplasm progression 1 (2.2 ) 0 0 



  

  

5658 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neoplasm progression 1 (2.2 ) 1 (2.2 ) 0 

Nervous system disorders    

  -Total 8 (17.8) 5 (11.1) 2 (4.4 ) 

  Seizure 3 (6.7 ) 3 (6.7 ) 0 

  Encephalopathy 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 

  Depressed level of consciousness 1 (2.2 ) 1 (2.2 ) 0 

  Intracranial pressure increased 1 (2.2 ) 0 1 (2.2 ) 

  Lethargy 1 (2.2 ) 0 0 

  Partial seizures 1 (2.2 ) 0 0 

  Somnolence 1 (2.2 ) 1 (2.2 ) 0 

  Speech disorder 1 (2.2 ) 0 0 

Product issues    

  -Total 1 (2.2 ) 0 1 (2.2 ) 

  Manufacturing product shipping issue 1 (2.2 ) 0 1 (2.2 ) 

Psychiatric disorders    

  -Total 1 (2.2 ) 1 (2.2 ) 0 

  Abnormal behaviour 1 (2.2 ) 1 (2.2 ) 0 

  Confusional state 1 (2.2 ) 1 (2.2 ) 0 



  

  

5659 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Renal and urinary disorders    

  -Total 2 (4.4 ) 2 (4.4 ) 0 

  Acute kidney injury 1 (2.2 ) 1 (2.2 ) 0 

  Renal impairment 1 (2.2 ) 1 (2.2 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (4.4 ) 0 1 (2.2 ) 

  Pneumonia aspiration 1 (2.2 ) 0 1 (2.2 ) 

  Pneumonitis 1 (2.2 ) 0 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (2.2 ) 0 0 

  Eczema 1 (2.2 ) 0 0 

Vascular disorders    

  -Total 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 

  Hypotension 1 (2.2 ) 0 1 (2.2 ) 

  Jugular vein thrombosis 1 (2.2 ) 1 (2.2 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 



  

  

5660 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 178e 

Serious adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

27 (93.1) 14 (48.3) 12 (41.4) 

Blood and lymphatic system disorders    

  -Total 10 (34.5) 7 (24.1) 2 (6.9 ) 

  Febrile neutropenia 7 (24.1) 6 (20.7) 0 

  Neutropenia 2 (6.9 ) 0 2 (6.9 ) 

  Bone marrow failure 1 (3.4 ) 1 (3.4 ) 0 

  Leukocytosis 1 (3.4 ) 0 0 

Cardiac disorders    

  -Total 4 (13.8) 3 (10.3) 0 

  Tachycardia 2 (6.9 ) 1 (3.4 ) 0 

  Coronary artery dilatation 1 (3.4 ) 1 (3.4 ) 0 

  Left ventricular dysfunction 1 (3.4 ) 1 (3.4 ) 0 



  

  

5663 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders    

  -Total 3 (10.3) 2 (6.9 ) 0 

  Dental caries 1 (3.4 ) 1 (3.4 ) 0 

  Diarrhoea 1 (3.4 ) 0 0 

  Stomatitis 1 (3.4 ) 1 (3.4 ) 0 

General disorders and administration 
site conditions 

   

  -Total 8 (27.6) 2 (6.9 ) 0 

  Pyrexia 7 (24.1) 1 (3.4 ) 0 

  Drug withdrawal syndrome 1 (3.4 ) 1 (3.4 ) 0 

  General physical health deterioration 1 (3.4 ) 0 0 

Hepatobiliary disorders    

  -Total 3 (10.3) 1 (3.4 ) 2 (6.9 ) 

  Hepatocellular injury 1 (3.4 ) 1 (3.4 ) 0 

  Hepatosplenomegaly 1 (3.4 ) 0 1 (3.4 ) 

  Hepatotoxicity 1 (3.4 ) 0 1 (3.4 ) 

Immune system disorders    

  -Total 16 (55.2) 6 (20.7) 8 (27.6) 



  

  

5664 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cytokine release syndrome 16 (55.2) 5 (17.2) 8 (27.6) 

  Haemophagocytic 
lymphohistiocytosis 

3 (10.3) 3 (10.3) 0 

Infections and infestations    

  -Total 13 (44.8) 9 (31.0) 3 (10.3) 

  Bacteraemia 2 (6.9 ) 2 (6.9 ) 0 

  Device related infection 2 (6.9 ) 2 (6.9 ) 0 

  Herpes zoster 2 (6.9 ) 0 0 

  Sepsis 2 (6.9 ) 0 2 (6.9 ) 

  Alternaria infection 1 (3.4 ) 1 (3.4 ) 0 

  Anal fistula infection 1 (3.4 ) 0 0 

  Aspergillus infection 1 (3.4 ) 1 (3.4 ) 0 

  Bacterial infection 1 (3.4 ) 1 (3.4 ) 0 

  Candida infection 1 (3.4 ) 1 (3.4 ) 0 

  Cellulitis 1 (3.4 ) 0 0 

  Cellulitis orbital 1 (3.4 ) 0 1 (3.4 ) 

  Clostridium difficile infection 1 (3.4 ) 0 0 

  Enterococcal bacteraemia 1 (3.4 ) 1 (3.4 ) 0 



  

  

5665 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Enterococcal infection 1 (3.4 ) 1 (3.4 ) 0 

  Escherichia bacteraemia 1 (3.4 ) 0 1 (3.4 ) 

  Infection 1 (3.4 ) 1 (3.4 ) 0 

  Influenza 1 (3.4 ) 1 (3.4 ) 0 

  Meningitis aseptic 1 (3.4 ) 1 (3.4 ) 0 

  Neutropenic infection 1 (3.4 ) 1 (3.4 ) 0 

  Parvovirus b19 infection 1 (3.4 ) 1 (3.4 ) 0 

  Pneumonia 1 (3.4 ) 0 1 (3.4 ) 

  Rotavirus infection 1 (3.4 ) 0 0 

  Septic shock 1 (3.4 ) 1 (3.4 ) 0 

  Staphylococcal bacteraemia 1 (3.4 ) 1 (3.4 ) 0 

  Streptococcal bacteraemia 1 (3.4 ) 1 (3.4 ) 0 

  Tonsillitis 1 (3.4 ) 1 (3.4 ) 0 

  Urinary tract infection viral 1 (3.4 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (6.9 ) 2 (6.9 ) 0 

  Allergic transfusion reaction 1 (3.4 ) 1 (3.4 ) 0 



  

  

5666 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Infusion related reaction 1 (3.4 ) 1 (3.4 ) 0 

Investigations    

  -Total 2 (6.9 ) 1 (3.4 ) 0 

  Blood fibrinogen decreased 1 (3.4 ) 1 (3.4 ) 0 

  Chest x-ray abnormal 1 (3.4 ) 0 0 

Metabolism and nutrition disorders    

  -Total 4 (13.8) 2 (6.9 ) 1 (3.4 ) 

  Dehydration 1 (3.4 ) 1 (3.4 ) 0 

  Hypernatraemia 1 (3.4 ) 0 0 

  Hypokalaemia 1 (3.4 ) 0 0 

  Hyponatraemia 1 (3.4 ) 0 0 

  Lactic acidosis 1 (3.4 ) 1 (3.4 ) 0 

  Tumour lysis syndrome 1 (3.4 ) 0 1 (3.4 ) 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (3.4 ) 0 1 (3.4 ) 

  Leukaemia 1 (3.4 ) 0 1 (3.4 ) 

Nervous system disorders    



  

  

5667 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 7 (24.1) 5 (17.2) 0 

  Seizure 2 (6.9 ) 1 (3.4 ) 0 

  Depressed level of consciousness 1 (3.4 ) 1 (3.4 ) 0 

  Dysarthria 1 (3.4 ) 0 0 

  Dyskinesia 1 (3.4 ) 1 (3.4 ) 0 

  Encephalopathy 1 (3.4 ) 1 (3.4 ) 0 

  Facial paralysis 1 (3.4 ) 0 0 

  Neurological symptom 1 (3.4 ) 1 (3.4 ) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (3.4 ) 1 (3.4 ) 0 

  Status epilepticus 1 (3.4 ) 0 0 

  Tremor 1 (3.4 ) 0 0 

Psychiatric disorders    

  -Total 4 (13.8) 2 (6.9 ) 0 

  Agitation 1 (3.4 ) 1 (3.4 ) 0 

  Confusional state 1 (3.4 ) 1 (3.4 ) 0 

  Depression 1 (3.4 ) 1 (3.4 ) 0 

  Disorientation 1 (3.4 ) 0 0 



  

  

5668 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hallucination 1 (3.4 ) 0 0 

  Irritability 1 (3.4 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (6.9 ) 0 0 

  Hypoxia 2 (6.9 ) 0 0 

Vascular disorders    

  -Total 1 (3.4 ) 0 0 

  Hypertension 1 (3.4 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 178f 

Serious adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

25 (92.6) 13 (48.1) 9 (33.3) 

Blood and lymphatic system disorders    

  -Total 6 (22.2) 6 (22.2) 0 

  Febrile neutropenia 4 (14.8) 4 (14.8) 0 

  Bone marrow failure 1 (3.7 ) 1 (3.7 ) 0 

  Neutropenia 1 (3.7 ) 1 (3.7 ) 0 

Cardiac disorders    

  -Total 1 (3.7 ) 1 (3.7 ) 0 

  Tachycardia 1 (3.7 ) 1 (3.7 ) 0 

Gastrointestinal disorders    

  -Total 3 (11.1) 0 1 (3.7 ) 

  Dental caries 1 (3.7 ) 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastrointestinal haemorrhage 1 (3.7 ) 0 1 (3.7 ) 

  Nausea 1 (3.7 ) 0 0 

  Vomiting 1 (3.7 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 6 (22.2) 1 (3.7 ) 0 

  Pyrexia 6 (22.2) 1 (3.7 ) 0 

Hepatobiliary disorders    

  -Total 1 (3.7 ) 1 (3.7 ) 0 

  Hepatocellular injury 1 (3.7 ) 1 (3.7 ) 0 

Immune system disorders    

  -Total 7 (25.9) 1 (3.7 ) 4 (14.8) 

  Cytokine release syndrome 7 (25.9) 1 (3.7 ) 4 (14.8) 

Infections and infestations    

  -Total 15 (55.6) 12 (44.4) 1 (3.7 ) 

  Device related infection 3 (11.1) 3 (11.1) 0 

  Herpes zoster 3 (11.1) 0 0 

  Pneumonia 3 (11.1) 2 (7.4 ) 0 

  Sepsis 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 



  

  

5671 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacteraemia 1 (3.7 ) 1 (3.7 ) 0 

  Enterococcal bacteraemia 1 (3.7 ) 1 (3.7 ) 0 

  Influenza 1 (3.7 ) 1 (3.7 ) 0 

  Meningitis aseptic 1 (3.7 ) 1 (3.7 ) 0 

  Pneumonia haemophilus 1 (3.7 ) 1 (3.7 ) 0 

  Respiratory syncytial virus infection 1 (3.7 ) 1 (3.7 ) 0 

  Staphylococcal bacteraemia 1 (3.7 ) 1 (3.7 ) 0 

  Streptococcal bacteraemia 1 (3.7 ) 1 (3.7 ) 0 

  Tonsillitis 1 (3.7 ) 1 (3.7 ) 0 

  Tooth abscess 1 (3.7 ) 1 (3.7 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (3.7 ) 1 (3.7 ) 0 

  Toxicity to various agents 1 (3.7 ) 1 (3.7 ) 0 

Investigations    

  -Total 1 (3.7 ) 0 1 (3.7 ) 

  Immunoglobulins decreased 1 (3.7 ) 0 1 (3.7 ) 

Metabolism and nutrition disorders    

  -Total 2 (7.4 ) 0 0 



  

  

5672 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dehydration 1 (3.7 ) 0 0 

  Hypoglycaemia 1 (3.7 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (7.4 ) 1 (3.7 ) 0 

  Joint effusion 1 (3.7 ) 1 (3.7 ) 0 

  Muscular weakness 1 (3.7 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 2 (7.4 ) 2 (7.4 ) 0 

  Acute lymphocytic leukaemia 
recurrent 

2 (7.4 ) 2 (7.4 ) 0 

Nervous system disorders    

  -Total 4 (14.8) 3 (11.1) 1 (3.7 ) 

  Seizure 2 (7.4 ) 2 (7.4 ) 0 

  Depressed level of consciousness 1 (3.7 ) 1 (3.7 ) 0 

  Encephalopathy 1 (3.7 ) 1 (3.7 ) 0 

  Intracranial pressure increased 1 (3.7 ) 0 1 (3.7 ) 

  Lethargy 1 (3.7 ) 0 0 

  Speech disorder 1 (3.7 ) 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Psychiatric disorders    

  -Total 2 (7.4 ) 2 (7.4 ) 0 

  Abnormal behaviour 1 (3.7 ) 1 (3.7 ) 0 

  Confusional state 1 (3.7 ) 1 (3.7 ) 0 

  Depression 1 (3.7 ) 1 (3.7 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (3.7 ) 0 1 (3.7 ) 

  Pneumonia aspiration 1 (3.7 ) 0 1 (3.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 178f 

Serious adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

36 (81.8) 14 (31.8) 21 (47.7) 

Blood and lymphatic system disorders    

  -Total 13 (29.5) 8 (18.2) 4 (9.1 ) 

  Febrile neutropenia 10 (22.7) 8 (18.2) 1 (2.3 ) 

  Neutropenia 3 (6.8 ) 0 3 (6.8 ) 

  Anaemia 1 (2.3 ) 1 (2.3 ) 0 

  Bone marrow failure 1 (2.3 ) 1 (2.3 ) 0 

  Leukocytosis 1 (2.3 ) 0 0 

  Thrombocytopenia 1 (2.3 ) 1 (2.3 ) 0 

Cardiac disorders    

  -Total 5 (11.4) 2 (4.5 ) 1 (2.3 ) 

  Tachycardia 2 (4.5 ) 0 0 



  

  

5676 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Coronary artery dilatation 1 (2.3 ) 1 (2.3 ) 0 

  Left ventricular dysfunction 1 (2.3 ) 1 (2.3 ) 0 

  Pericardial effusion 1 (2.3 ) 0 1 (2.3 ) 

Gastrointestinal disorders    

  -Total 4 (9.1 ) 2 (4.5 ) 1 (2.3 ) 

  Dental caries 1 (2.3 ) 1 (2.3 ) 0 

  Diarrhoea 1 (2.3 ) 0 0 

  Pancreatitis acute 1 (2.3 ) 0 1 (2.3 ) 

  Stomatitis 1 (2.3 ) 1 (2.3 ) 0 

General disorders and administration 
site conditions 

   

  -Total 12 (27.3) 3 (6.8 ) 1 (2.3 ) 

  Pyrexia 10 (22.7) 2 (4.5 ) 0 

  Drug withdrawal syndrome 1 (2.3 ) 1 (2.3 ) 0 

  General physical health deterioration 1 (2.3 ) 0 0 

  Multiple organ dysfunction syndrome 1 (2.3 ) 0 1 (2.3 ) 

Hepatobiliary disorders    

  -Total 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 

  Hepatocellular injury 1 (2.3 ) 1 (2.3 ) 0 



  

  

5677 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hepatosplenomegaly 1 (2.3 ) 0 1 (2.3 ) 

  Hepatotoxicity 1 (2.3 ) 0 1 (2.3 ) 

Immune system disorders    

  -Total 20 (45.5) 7 (15.9) 8 (18.2) 

  Cytokine release syndrome 19 (43.2) 6 (13.6) 8 (18.2) 

  Haemophagocytic 
lymphohistiocytosis 

4 (9.1 ) 3 (6.8 ) 0 

Infections and infestations    

  -Total 21 (47.7) 11 (25.0) 9 (20.5) 

  Sepsis 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 

  Neutropenic infection 3 (6.8 ) 3 (6.8 ) 0 

  Pneumonia 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 

  Septic shock 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 

  Bacterial infection 2 (4.5 ) 2 (4.5 ) 0 

  Bronchopulmonary aspergillosis 2 (4.5 ) 1 (2.3 ) 0 

  Cellulitis 2 (4.5 ) 1 (2.3 ) 0 

  Central nervous system infection 2 (4.5 ) 0 2 (4.5 ) 

  Infection 2 (4.5 ) 2 (4.5 ) 0 

  Periorbital cellulitis 2 (4.5 ) 2 (4.5 ) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alternaria infection 1 (2.3 ) 1 (2.3 ) 0 

  Anal fistula infection 1 (2.3 ) 0 0 

  Aspergillus infection 1 (2.3 ) 1 (2.3 ) 0 

  Bacteraemia 1 (2.3 ) 1 (2.3 ) 0 

  Candida infection 1 (2.3 ) 1 (2.3 ) 0 

  Cellulitis orbital 1 (2.3 ) 0 1 (2.3 ) 

  Cerebral fungal infection 1 (2.3 ) 0 1 (2.3 ) 

  Clostridium difficile infection 1 (2.3 ) 0 0 

  Device related infection 1 (2.3 ) 1 (2.3 ) 0 

  Enterococcal infection 1 (2.3 ) 1 (2.3 ) 0 

  Escherichia bacteraemia 1 (2.3 ) 0 1 (2.3 ) 

  Herpes zoster 1 (2.3 ) 0 0 

  Listeria sepsis 1 (2.3 ) 0 1 (2.3 ) 

  Parvovirus b19 infection 1 (2.3 ) 1 (2.3 ) 0 

  Rotavirus infection 1 (2.3 ) 0 0 

  Sinusitis 1 (2.3 ) 1 (2.3 ) 0 

  Urinary tract infection viral 1 (2.3 ) 0 0 

  Varicella 1 (2.3 ) 1 (2.3 ) 0 

  Viral upper respiratory tract infection 1 (2.3 ) 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (4.5 ) 2 (4.5 ) 0 

  Allergic transfusion reaction 1 (2.3 ) 1 (2.3 ) 0 

  Infusion related reaction 1 (2.3 ) 1 (2.3 ) 0 

Investigations    

  -Total 4 (9.1 ) 1 (2.3 ) 1 (2.3 ) 

  Blood fibrinogen decreased 1 (2.3 ) 1 (2.3 ) 0 

  Chest x-ray abnormal 1 (2.3 ) 0 0 

  Influenza a virus test positive 1 (2.3 ) 0 0 

  Platelet count decreased 1 (2.3 ) 0 1 (2.3 ) 

Metabolism and nutrition disorders    

  -Total 5 (11.4) 3 (6.8 ) 1 (2.3 ) 

  Tumour lysis syndrome 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 

  Dehydration 1 (2.3 ) 1 (2.3 ) 0 

  Hypernatraemia 1 (2.3 ) 0 0 

  Hypokalaemia 1 (2.3 ) 0 0 

  Hyponatraemia 1 (2.3 ) 0 0 

  Lactic acidosis 1 (2.3 ) 1 (2.3 ) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (2.3 ) 1 (2.3 ) 0 

  Arthralgia 1 (2.3 ) 1 (2.3 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 5 (11.4) 1 (2.3 ) 3 (6.8 ) 

  Acute lymphocytic leukaemia 
recurrent 

1 (2.3 ) 0 1 (2.3 ) 

  B precursor type acute leukaemia 1 (2.3 ) 0 1 (2.3 ) 

  Leukaemia 1 (2.3 ) 0 1 (2.3 ) 

  Malignant neoplasm progression 1 (2.3 ) 0 0 

  Neoplasm progression 1 (2.3 ) 1 (2.3 ) 0 

Nervous system disorders    

  -Total 10 (22.7) 7 (15.9) 0 

  Seizure 3 (6.8 ) 2 (4.5 ) 0 

  Depressed level of consciousness 1 (2.3 ) 1 (2.3 ) 0 

  Dysarthria 1 (2.3 ) 0 0 

  Dyskinesia 1 (2.3 ) 1 (2.3 ) 0 

  Encephalopathy 1 (2.3 ) 1 (2.3 ) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Facial paralysis 1 (2.3 ) 0 0 

  Neurological symptom 1 (2.3 ) 1 (2.3 ) 0 

  Partial seizures 1 (2.3 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.3 ) 1 (2.3 ) 0 

  Somnolence 1 (2.3 ) 1 (2.3 ) 0 

  Status epilepticus 1 (2.3 ) 0 0 

  Tremor 1 (2.3 ) 0 0 

Product issues    

  -Total 1 (2.3 ) 0 1 (2.3 ) 

  Manufacturing product shipping issue 1 (2.3 ) 0 1 (2.3 ) 

Psychiatric disorders    

  -Total 3 (6.8 ) 1 (2.3 ) 0 

  Agitation 1 (2.3 ) 1 (2.3 ) 0 

  Confusional state 1 (2.3 ) 1 (2.3 ) 0 

  Disorientation 1 (2.3 ) 0 0 

  Hallucination 1 (2.3 ) 0 0 

  Irritability 1 (2.3 ) 0 0 

Renal and urinary disorders    



  

  

5682 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (4.5 ) 2 (4.5 ) 0 

  Acute kidney injury 1 (2.3 ) 1 (2.3 ) 0 

  Renal impairment 1 (2.3 ) 1 (2.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (6.8 ) 0 0 

  Hypoxia 2 (4.5 ) 0 0 

  Pneumonitis 1 (2.3 ) 0 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (2.3 ) 0 0 

  Eczema 1 (2.3 ) 0 0 

Vascular disorders    

  -Total 3 (6.8 ) 1 (2.3 ) 1 (2.3 ) 

  Hypertension 1 (2.3 ) 0 0 

  Hypotension 1 (2.3 ) 0 1 (2.3 ) 

  Jugular vein thrombosis 1 (2.3 ) 1 (2.3 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 
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- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 178f 

Serious adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (66.7) 1 (33.3) 1 (33.3) 

Blood and lymphatic system disorders    

  -Total 1 (33.3) 0 0 

  Febrile neutropenia 1 (33.3) 0 0 

Gastrointestinal disorders    

  -Total 1 (33.3) 1 (33.3) 0 

  Anal fistula 1 (33.3) 1 (33.3) 0 

General disorders and administration 
site conditions 

   

  -Total 1 (33.3) 0 0 

  Pyrexia 1 (33.3) 0 0 

Immune system disorders    
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Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (66.7) 0 1 (33.3) 

  Cytokine release syndrome 2 (66.7) 0 1 (33.3) 

Infections and infestations    

  -Total 1 (33.3) 1 (33.3) 0 

  Pneumonia 1 (33.3) 0 0 

  Pneumonia fungal 1 (33.3) 1 (33.3) 0 

  Staphylococcal infection 1 (33.3) 1 (33.3) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (33.3) 0 0 

  Splinter 1 (33.3) 0 0 

Nervous system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Encephalopathy 1 (33.3) 0 1 (33.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 



  

  

5686 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 178g => Seri ous  adverse events ( not disease r elated) at anyti me during the study by primar y system organ class, preferred ter m, maxi mum CTC  grade and N umber of pr evious  relapses ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                   
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 178g 

Serious adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

5 (71.4) 2 (28.6) 3 (42.9) 

Blood and lymphatic system disorders    

  -Total 2 (28.6) 1 (14.3) 1 (14.3) 

  Febrile neutropenia 1 (14.3) 1 (14.3) 0 

  Leukocytosis 1 (14.3) 0 0 

  Neutropenia 1 (14.3) 0 1 (14.3) 

Gastrointestinal disorders    

  -Total 1 (14.3) 0 0 

  Diarrhoea 1 (14.3) 0 0 

General disorders and administration 
site conditions 

   

  -Total 2 (28.6) 0 1 (14.3) 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Multiple organ dysfunction syndrome 1 (14.3) 0 1 (14.3) 

  Pyrexia 1 (14.3) 0 0 

Immune system disorders    

  -Total 4 (57.1) 2 (28.6) 1 (14.3) 

  Cytokine release syndrome 4 (57.1) 1 (14.3) 1 (14.3) 

  Haemophagocytic 
lymphohistiocytosis 

1 (14.3) 1 (14.3) 0 

Infections and infestations    

  -Total 3 (42.9) 2 (28.6) 1 (14.3) 

  Alternaria infection 1 (14.3) 1 (14.3) 0 

  Aspergillus infection 1 (14.3) 1 (14.3) 0 

  Bacterial infection 1 (14.3) 1 (14.3) 0 

  Candida infection 1 (14.3) 1 (14.3) 0 

  Central nervous system infection 1 (14.3) 0 1 (14.3) 

  Enterococcal infection 1 (14.3) 1 (14.3) 0 

  Infection 1 (14.3) 1 (14.3) 0 

  Pneumonia 1 (14.3) 1 (14.3) 0 

Metabolism and nutrition disorders    
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (14.3) 0 0 

  Hyponatraemia 1 (14.3) 0 0 

Nervous system disorders    

  -Total 3 (42.9) 2 (28.6) 0 

  Seizure 2 (28.6) 2 (28.6) 0 

  Dysarthria 1 (14.3) 0 0 

  Facial paralysis 1 (14.3) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (14.3) 0 0 

  Hypoxia 1 (14.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 178g 

Serious adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

28 (87.5) 16 (50.0) 10 (31.3) 

Blood and lymphatic system disorders    

  -Total 9 (28.1) 9 (28.1) 0 

  Febrile neutropenia 6 (18.8) 6 (18.8) 0 

  Bone marrow failure 2 (6.3 ) 2 (6.3 ) 0 

  Anaemia 1 (3.1 ) 1 (3.1 ) 0 

  Neutropenia 1 (3.1 ) 1 (3.1 ) 0 

Cardiac disorders    

  -Total 4 (12.5) 1 (3.1 ) 1 (3.1 ) 

  Tachycardia 2 (6.3 ) 0 0 

  Coronary artery dilatation 1 (3.1 ) 1 (3.1 ) 0 

  Pericardial effusion 1 (3.1 ) 0 1 (3.1 ) 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Gastrointestinal disorders    

  -Total 4 (12.5) 1 (3.1 ) 1 (3.1 ) 

  Dental caries 1 (3.1 ) 0 0 

  Nausea 1 (3.1 ) 0 0 

  Pancreatitis acute 1 (3.1 ) 0 1 (3.1 ) 

  Stomatitis 1 (3.1 ) 1 (3.1 ) 0 

  Vomiting 1 (3.1 ) 0 0 

General disorders and administration 
site conditions 

   

  -Total 9 (28.1) 3 (9.4 ) 0 

  Pyrexia 8 (25.0) 2 (6.3 ) 0 

  Drug withdrawal syndrome 1 (3.1 ) 1 (3.1 ) 0 

  General physical health deterioration 1 (3.1 ) 0 0 

Hepatobiliary disorders    

  -Total 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 

  Hepatocellular injury 1 (3.1 ) 1 (3.1 ) 0 

  Hepatosplenomegaly 1 (3.1 ) 0 1 (3.1 ) 

Immune system disorders    
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 10 (31.3) 4 (12.5) 3 (9.4 ) 

  Cytokine release syndrome 10 (31.3) 4 (12.5) 3 (9.4 ) 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.1 ) 1 (3.1 ) 0 

Infections and infestations    

  -Total 14 (43.8) 11 (34.4) 3 (9.4 ) 

  Device related infection 3 (9.4 ) 3 (9.4 ) 0 

  Sepsis 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 

  Herpes zoster 2 (6.3 ) 0 0 

  Septic shock 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 

  Bacteraemia 1 (3.1 ) 1 (3.1 ) 0 

  Bacterial infection 1 (3.1 ) 1 (3.1 ) 0 

  Bronchopulmonary aspergillosis 1 (3.1 ) 0 0 

  Cellulitis 1 (3.1 ) 1 (3.1 ) 0 

  Cellulitis orbital 1 (3.1 ) 0 1 (3.1 ) 

  Clostridium difficile infection 1 (3.1 ) 0 0 

  Meningitis aseptic 1 (3.1 ) 1 (3.1 ) 0 

  Neutropenic infection 1 (3.1 ) 1 (3.1 ) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Parvovirus b19 infection 1 (3.1 ) 1 (3.1 ) 0 

  Periorbital cellulitis 1 (3.1 ) 1 (3.1 ) 0 

  Pneumonia 1 (3.1 ) 0 1 (3.1 ) 

  Respiratory syncytial virus infection 1 (3.1 ) 1 (3.1 ) 0 

  Rotavirus infection 1 (3.1 ) 0 0 

  Sinusitis 1 (3.1 ) 1 (3.1 ) 0 

  Urinary tract infection viral 1 (3.1 ) 0 0 

  Varicella 1 (3.1 ) 1 (3.1 ) 0 

  Viral upper respiratory tract infection 1 (3.1 ) 0 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (3.1 ) 1 (3.1 ) 0 

  Toxicity to various agents 1 (3.1 ) 1 (3.1 ) 0 

Investigations    

  -Total 3 (9.4 ) 0 2 (6.3 ) 

  Chest x-ray abnormal 1 (3.1 ) 0 0 

  Immunoglobulins decreased 1 (3.1 ) 0 1 (3.1 ) 

  Platelet count decreased 1 (3.1 ) 0 1 (3.1 ) 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Metabolism and nutrition disorders    

  -Total 3 (9.4 ) 1 (3.1 ) 0 

  Dehydration 2 (6.3 ) 1 (3.1 ) 0 

  Hypernatraemia 1 (3.1 ) 0 0 

  Hypoglycaemia 1 (3.1 ) 0 0 

  Hypokalaemia 1 (3.1 ) 0 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (6.3 ) 2 (6.3 ) 0 

  Arthralgia 1 (3.1 ) 1 (3.1 ) 0 

  Joint effusion 1 (3.1 ) 1 (3.1 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (9.4 ) 0 2 (6.3 ) 

  B precursor type acute leukaemia 1 (3.1 ) 0 1 (3.1 ) 

  Leukaemia 1 (3.1 ) 0 1 (3.1 ) 

  Malignant neoplasm progression 1 (3.1 ) 0 0 

Nervous system disorders    

  -Total 6 (18.8) 5 (15.6) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Seizure 2 (6.3 ) 1 (3.1 ) 0 

  Dyskinesia 1 (3.1 ) 1 (3.1 ) 0 

  Neurological symptom 1 (3.1 ) 1 (3.1 ) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (3.1 ) 1 (3.1 ) 0 

  Somnolence 1 (3.1 ) 1 (3.1 ) 0 

  Status epilepticus 1 (3.1 ) 0 0 

  Tremor 1 (3.1 ) 0 0 

Psychiatric disorders    

  -Total 2 (6.3 ) 1 (3.1 ) 0 

  Depression 1 (3.1 ) 1 (3.1 ) 0 

  Irritability 1 (3.1 ) 0 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (6.3 ) 0 0 

  Hypoxia 1 (3.1 ) 0 0 

  Pneumonitis 1 (3.1 ) 0 0 

Vascular disorders    

  -Total 2 (6.3 ) 1 (3.1 ) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypertension 1 (3.1 ) 0 0 

  Jugular vein thrombosis 1 (3.1 ) 1 (3.1 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 178g 

Serious adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

21 (95.5) 9 (40.9) 11 (50.0) 

Blood and lymphatic system disorders    

  -Total 6 (27.3) 2 (9.1 ) 3 (13.6) 

  Febrile neutropenia 5 (22.7) 3 (13.6) 1 (4.5 ) 

  Neutropenia 2 (9.1 ) 0 2 (9.1 ) 

  Thrombocytopenia 1 (4.5 ) 1 (4.5 ) 0 

Cardiac disorders    

  -Total 2 (9.1 ) 2 (9.1 ) 0 

  Left ventricular dysfunction 1 (4.5 ) 1 (4.5 ) 0 

  Tachycardia 1 (4.5 ) 1 (4.5 ) 0 

Gastrointestinal disorders    
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (9.1 ) 2 (9.1 ) 0 

  Anal fistula 1 (4.5 ) 1 (4.5 ) 0 

  Dental caries 1 (4.5 ) 1 (4.5 ) 0 

General disorders and administration 
site conditions 

   

  -Total 7 (31.8) 1 (4.5 ) 0 

  Pyrexia 7 (31.8) 1 (4.5 ) 0 

Hepatobiliary disorders    

  -Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Hepatocellular injury 1 (4.5 ) 1 (4.5 ) 0 

  Hepatotoxicity 1 (4.5 ) 0 1 (4.5 ) 

Immune system disorders    

  -Total 13 (59.1) 2 (9.1 ) 7 (31.8) 

  Cytokine release syndrome 12 (54.5) 2 (9.1 ) 7 (31.8) 

  Haemophagocytic 
lymphohistiocytosis 

2 (9.1 ) 1 (4.5 ) 0 

Infections and infestations    

  -Total 15 (68.2) 9 (40.9) 4 (18.2) 

  Pneumonia 4 (18.2) 2 (9.1 ) 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutropenic infection 2 (9.1 ) 2 (9.1 ) 0 

  Anal fistula infection 1 (4.5 ) 0 0 

  Bacteraemia 1 (4.5 ) 1 (4.5 ) 0 

  Bronchopulmonary aspergillosis 1 (4.5 ) 1 (4.5 ) 0 

  Cellulitis 1 (4.5 ) 0 0 

  Central nervous system infection 1 (4.5 ) 0 1 (4.5 ) 

  Cerebral fungal infection 1 (4.5 ) 0 1 (4.5 ) 

  Device related infection 1 (4.5 ) 1 (4.5 ) 0 

  Enterococcal bacteraemia 1 (4.5 ) 1 (4.5 ) 0 

  Escherichia bacteraemia 1 (4.5 ) 0 1 (4.5 ) 

  Herpes zoster 1 (4.5 ) 0 0 

  Infection 1 (4.5 ) 1 (4.5 ) 0 

  Influenza 1 (4.5 ) 1 (4.5 ) 0 

  Listeria sepsis 1 (4.5 ) 0 1 (4.5 ) 

  Periorbital cellulitis 1 (4.5 ) 1 (4.5 ) 0 

  Pneumonia fungal 1 (4.5 ) 1 (4.5 ) 0 

  Sepsis 1 (4.5 ) 0 1 (4.5 ) 

  Septic shock 1 (4.5 ) 0 1 (4.5 ) 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Staphylococcal bacteraemia 1 (4.5 ) 1 (4.5 ) 0 

  Staphylococcal infection 1 (4.5 ) 1 (4.5 ) 0 

  Streptococcal bacteraemia 1 (4.5 ) 1 (4.5 ) 0 

  Tonsillitis 1 (4.5 ) 1 (4.5 ) 0 

  Tooth abscess 1 (4.5 ) 1 (4.5 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (9.1 ) 1 (4.5 ) 0 

  Allergic transfusion reaction 1 (4.5 ) 1 (4.5 ) 0 

  Splinter 1 (4.5 ) 0 0 

Investigations    

  -Total 2 (9.1 ) 1 (4.5 ) 0 

  Blood fibrinogen decreased 1 (4.5 ) 1 (4.5 ) 0 

  Influenza a virus test positive 1 (4.5 ) 0 0 

Metabolism and nutrition disorders    

  -Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Tumour lysis syndrome 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

Musculoskeletal and connective tissue 
disorders 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (4.5 ) 0 0 

  Muscular weakness 1 (4.5 ) 0 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 3 (13.6) 2 (9.1 ) 1 (4.5 ) 

  Acute lymphocytic leukaemia 
recurrent 

2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Neoplasm progression 1 (4.5 ) 1 (4.5 ) 0 

Nervous system disorders    

  -Total 4 (18.2) 3 (13.6) 0 

  Depressed level of consciousness 2 (9.1 ) 2 (9.1 ) 0 

  Encephalopathy 2 (9.1 ) 2 (9.1 ) 0 

  Lethargy 1 (4.5 ) 0 0 

  Partial seizures 1 (4.5 ) 0 0 

  Seizure 1 (4.5 ) 1 (4.5 ) 0 

  Speech disorder 1 (4.5 ) 0 0 

Product issues    

  -Total 1 (4.5 ) 0 1 (4.5 ) 

  Manufacturing product shipping issue 1 (4.5 ) 0 1 (4.5 ) 



  

  

5704 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Psychiatric disorders    

  -Total 3 (13.6) 2 (9.1 ) 0 

  Confusional state 2 (9.1 ) 2 (9.1 ) 0 

  Abnormal behaviour 1 (4.5 ) 1 (4.5 ) 0 

  Agitation 1 (4.5 ) 1 (4.5 ) 0 

  Disorientation 1 (4.5 ) 0 0 

  Hallucination 1 (4.5 ) 0 0 

Renal and urinary disorders    

  -Total 2 (9.1 ) 2 (9.1 ) 0 

  Acute kidney injury 1 (4.5 ) 1 (4.5 ) 0 

  Renal impairment 1 (4.5 ) 1 (4.5 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (4.5 ) 0 0 

  Eczema 1 (4.5 ) 0 0 

Vascular disorders    

  -Total 1 (4.5 ) 0 1 (4.5 ) 

  Hypotension 1 (4.5 ) 0 1 (4.5 ) 

 



  

  

5705 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 178g 

Serious adverse events (not disease related) at anytime during the study by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

9 (69.2) 1 (7.7 ) 7 (53.8) 

Blood and lymphatic system disorders    

  -Total 3 (23.1) 2 (15.4) 0 

  Febrile neutropenia 3 (23.1) 2 (15.4) 0 

Gastrointestinal disorders    

  -Total 1 (7.7 ) 0 1 (7.7 ) 

  Gastrointestinal haemorrhage 1 (7.7 ) 0 1 (7.7 ) 

General disorders and administration 
site conditions 

   

  -Total 1 (7.7 ) 0 0 

  Pyrexia 1 (7.7 ) 0 0 



  

  

5707 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Immune system disorders    

  -Total 2 (15.4) 0 2 (15.4) 

  Cytokine release syndrome 2 (15.4) 0 2 (15.4) 

Infections and infestations    

  -Total 5 (38.5) 2 (15.4) 2 (15.4) 

  Sepsis 2 (15.4) 0 2 (15.4) 

  Herpes zoster 1 (7.7 ) 0 0 

  Pneumonia 1 (7.7 ) 1 (7.7 ) 0 

  Pneumonia haemophilus 1 (7.7 ) 1 (7.7 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (7.7 ) 1 (7.7 ) 0 

  Infusion related reaction 1 (7.7 ) 1 (7.7 ) 0 

Metabolism and nutrition disorders    

  -Total 1 (7.7 ) 1 (7.7 ) 0 

  Lactic acidosis 1 (7.7 ) 1 (7.7 ) 0 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

   

  -Total 1 (7.7 ) 1 (7.7 ) 0 



  

  

5708 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Acute lymphocytic leukaemia 
recurrent 

1 (7.7 ) 1 (7.7 ) 0 

Nervous system disorders    

  -Total 2 (15.4) 0 2 (15.4) 

  Encephalopathy 1 (7.7 ) 0 1 (7.7 ) 

  Intracranial pressure increased 1 (7.7 ) 0 1 (7.7 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (7.7 ) 0 1 (7.7 ) 

  Pneumonia aspiration 1 (7.7 ) 0 1 (7.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179a 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

31 (91.2) 3 (8.8 ) 4 (11.8) 9 (26.5) 15 (44.1) 

Cytokine Release Syndrome      

  -Total 25 (73.5) 7 (20.6) 6 (17.6) 4 (11.8) 8 (23.5) 

  Cytokine release syndrome 25 (73.5) 7 (20.6) 6 (17.6) 4 (11.8) 8 (23.5) 

Hematological disorders including 
cytopenias 

     

  -Total 19 (55.9) 1 (2.9 ) 1 (2.9 ) 6 (17.6) 11 (32.4) 

  Anaemia 9 (26.5) 3 (8.8 ) 1 (2.9 ) 5 (14.7) 0 

  White blood cell count decreased 9 (26.5) 0 2 (5.9 ) 3 (8.8 ) 4 (11.8) 

  Neutrophil count decreased 7 (20.6) 1 (2.9 ) 0 1 (2.9 ) 5 (14.7) 

  Neutropenia 6 (17.6) 0 0 2 (5.9 ) 4 (11.8) 

  Platelet count decreased 5 (14.7) 1 (2.9 ) 1 (2.9 ) 1 (2.9 ) 2 (5.9 ) 

  Febrile neutropenia 2 (5.9 ) 0 0 2 (5.9 ) 0 



  

  

5710 

Timing: Within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphocyte count decreased 2 (5.9 ) 0 0 2 (5.9 ) 0 

  Haemoglobin decreased 1 (2.9 ) 0 0 1 (2.9 ) 0 

Infections      

  -Total 11 (32.4) 2 (5.9 ) 4 (11.8) 4 (11.8) 1 (2.9 ) 

  Bronchopulmonary aspergillosis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Candida infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Cellulitis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Device related infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Helminthic infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Influenza 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Meningitis aseptic 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Nail infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Parotitis 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Pneumonia 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Pneumonia viral 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Rash pustular 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Respiratory tract infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Sepsis 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Sinusitis 1 (2.9 ) 0 0 1 (2.9 ) 0 



  

  

5711 

Timing: Within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Upper respiratory tract infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Urinary tract infection viral 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Vascular device infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Viral upper respiratory tract infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 12 (35.3) 3 (8.8 ) 8 (23.5) 1 (2.9 ) 0 

  Hypogammaglobulinaemia 12 (35.3) 3 (8.8 ) 8 (23.5) 1 (2.9 ) 0 

Serious neurological adverse reactions      

  -Total 9 (26.5) 2 (5.9 ) 3 (8.8 ) 4 (11.8) 0 

  Agitation 3 (8.8 ) 0 2 (5.9 ) 1 (2.9 ) 0 

  Seizure 3 (8.8 ) 0 1 (2.9 ) 2 (5.9 ) 0 

  Tremor 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Confusional state 2 (5.9 ) 0 1 (2.9 ) 1 (2.9 ) 0 

  Irritability 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Muscular weakness 2 (5.9 ) 0 1 (2.9 ) 1 (2.9 ) 0 

  Delirium 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Depressed level of consciousness 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Encephalopathy 1 (2.9 ) 0 0 1 (2.9 ) 0 



  

  

5712 

Timing: Within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lethargy 1 (2.9 ) 0 1 (2.9 ) 0 0 

Tumour Lysis Syndrome      

  -Total 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Tumour lysis syndrome 1 (2.9 ) 0 0 0 1 (2.9 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179a 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

17 (94.4) 2 (11.1) 2 (11.1) 5 (27.8) 8 (44.4) 

Cytokine Release Syndrome      

  -Total 12 (66.7) 3 (16.7) 3 (16.7) 3 (16.7) 3 (16.7) 

  Cytokine release syndrome 12 (66.7) 3 (16.7) 3 (16.7) 3 (16.7) 3 (16.7) 

  Haemophagocytic 
lymphohistiocytosis 

3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

Hematological disorders including 
cytopenias 

     

  -Total 10 (55.6) 0 1 (5.6 ) 4 (22.2) 5 (27.8) 

  Neutrophil count decreased 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Anaemia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Febrile neutropenia 2 (11.1) 0 0 2 (11.1) 0 

  Neutropenia 2 (11.1) 0 0 0 2 (11.1) 



  

  

5715 

Timing: Within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Thrombocytopenia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  White blood cell count decreased 2 (11.1) 0 0 0 2 (11.1) 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Leukopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Lymphocyte count decreased 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pancytopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections      

  -Total 6 (33.3) 0 4 (22.2) 2 (11.1) 0 

  Bacterial infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Eye infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Paronychia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Sepsis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Systemic infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vulvitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 5 (27.8) 1 (5.6 ) 3 (16.7) 1 (5.6 ) 0 



  

  

5716 

Timing: Within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypogammaglobulinaemia 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Immunoglobulins decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Serious neurological adverse reactions      

  -Total 4 (22.2) 1 (5.6 ) 3 (16.7) 0 0 

  Seizure 2 (11.1) 0 2 (11.1) 0 0 

  Delirium 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Disorientation 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hallucination 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Tremor 1 (5.6 ) 0 1 (5.6 ) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179a 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

15 (88.2) 1 (5.9 ) 5 (29.4) 5 (29.4) 4 (23.5) 

Cytokine Release Syndrome      

  -Total 9 (52.9) 2 (11.8) 3 (17.6) 2 (11.8) 2 (11.8) 

  Cytokine release syndrome 9 (52.9) 2 (11.8) 3 (17.6) 2 (11.8) 2 (11.8) 

Hematological disorders including 
cytopenias 

     

  -Total 7 (41.2) 2 (11.8) 1 (5.9 ) 3 (17.6) 1 (5.9 ) 

  Anaemia 2 (11.8) 2 (11.8) 0 0 0 

  Platelet count decreased 2 (11.8) 0 1 (5.9 ) 1 (5.9 ) 0 

  Thrombocytopenia 2 (11.8) 0 0 1 (5.9 ) 1 (5.9 ) 

  Bone marrow failure 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Febrile neutropenia 1 (5.9 ) 0 1 (5.9 ) 0 0 



  

  

5718 

Timing: Within 8 weeks post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Monocyte count decreased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Neutrophil count decreased 1 (5.9 ) 0 0 1 (5.9 ) 0 

Infections      

  -Total 9 (52.9) 0 5 (29.4) 3 (17.6) 1 (5.9 ) 

  Aspergillus infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Candida infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Cellulitis orbital 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Central nervous system infection 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Cerebral fungal infection 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Cystitis 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Device related infection 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Herpes zoster 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Nasopharyngitis 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Oral fungal infection 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Pseudomembranous colitis 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Respiratory syncytial virus infection 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Vascular device infection 1 (5.9 ) 0 0 1 (5.9 ) 0 



  

  

5719 

Timing: Within 8 weeks post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 4 (23.5) 0 3 (17.6) 0 1 (5.9 ) 

  Immunoglobulins decreased 2 (11.8) 0 1 (5.9 ) 0 1 (5.9 ) 

  B-cell aplasia 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Hypogammaglobulinaemia 1 (5.9 ) 0 1 (5.9 ) 0 0 

Serious neurological adverse reactions      

  -Total 4 (23.5) 1 (5.9 ) 0 2 (11.8) 1 (5.9 ) 

  Somnolence 2 (11.8) 0 0 2 (11.8) 0 

  Disorientation 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Dyskinesia 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Encephalopathy 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Muscular weakness 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Restlessness 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Seizure 1 (5.9 ) 1 (5.9 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 



  

  

5720 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179a 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

19 (67.9) 4 (14.3) 6 (21.4) 6 (21.4) 3 (10.7) 

Hematological disorders including 
cytopenias 

     

  -Total 10 (35.7) 2 (7.1 ) 2 (7.1 ) 3 (10.7) 3 (10.7) 

  Anaemia 5 (17.9) 1 (3.6 ) 2 (7.1 ) 2 (7.1 ) 0 

  Platelet count decreased 5 (17.9) 2 (7.1 ) 1 (3.6 ) 0 2 (7.1 ) 

  Neutrophil count decreased 3 (10.7) 0 0 1 (3.6 ) 2 (7.1 ) 

  White blood cell count decreased 3 (10.7) 1 (3.6 ) 0 1 (3.6 ) 1 (3.6 ) 

  Febrile neutropenia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Lymphopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Neutropenia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Thrombocytopenia 1 (3.6 ) 0 1 (3.6 ) 0 0 



  

  

5722 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections      

  -Total 17 (60.7) 5 (17.9) 7 (25.0) 5 (17.9) 0 

  Upper respiratory tract infection 5 (17.9) 2 (7.1 ) 3 (10.7) 0 0 

  Nasopharyngitis 4 (14.3) 3 (10.7) 1 (3.6 ) 0 0 

  Gastroenteritis 3 (10.7) 3 (10.7) 0 0 0 

  Rash pustular 3 (10.7) 3 (10.7) 0 0 0 

  Rhinitis 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Alternaria infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Aspergillus infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Bacterial infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Body tinea 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Bronchitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Candida infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Catheter site infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Cellulitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Conjunctivitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Conjunctivitis viral 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Device related infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Enterococcal infection 1 (3.6 ) 0 0 1 (3.6 ) 0 



  

  

5723 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Enterovirus infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Folliculitis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Gastrointestinal infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Herpes zoster 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Impetigo 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Laryngitis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Meningitis aseptic 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Molluscum contagiosum 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Mucosal infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Oral herpes 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Otitis externa 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Otitis media 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Otitis media acute 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Parainfluenzae virus infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Paronychia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Periorbital cellulitis 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Pharyngitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pneumonia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Rhinovirus infection 1 (3.6 ) 0 1 (3.6 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinusitis 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Skin infection 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Tinea pedis 1 (3.6 ) 0 1 (3.6 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 3 (10.7) 1 (3.6 ) 1 (3.6 ) 1 (3.6 ) 0 

  Hypogammaglobulinaemia 3 (10.7) 1 (3.6 ) 1 (3.6 ) 1 (3.6 ) 0 

Serious neurological adverse reactions      

  -Total 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Agitation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Dysarthria 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Lethargy 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Muscular weakness 1 (3.6 ) 1 (3.6 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179a 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

12 (66.7) 3 (16.7) 3 (16.7) 4 (22.2) 2 (11.1) 

Hematological disorders including 
cytopenias 

     

  -Total 4 (22.2) 1 (5.6 ) 0 2 (11.1) 1 (5.6 ) 

  White blood cell count decreased 3 (16.7) 1 (5.6 ) 0 1 (5.6 ) 1 (5.6 ) 

  Lymphocyte count decreased 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Neutrophil count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Platelet count decreased 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Anaemia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Thrombocytopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections      

  -Total 11 (61.1) 4 (22.2) 2 (11.1) 4 (22.2) 1 (5.6 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nasopharyngitis 4 (22.2) 4 (22.2) 0 0 0 

  Rhinitis 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Herpes zoster 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Atypical pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Device related infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Enterovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Otitis externa 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Otitis media 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Tooth infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Viral upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Hypogammaglobulinaemia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Immunoglobulins decreased 1 (5.6 ) 0 0 1 (5.6 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179a 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

11 (78.6) 2 (14.3) 3 (21.4) 6 (42.9) 0 

Cytokine Release Syndrome      

  -Total 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Cytokine release syndrome 1 (7.1 ) 0 1 (7.1 ) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 3 (21.4) 0 1 (7.1 ) 2 (14.3) 0 

  Thrombocytopenia 2 (14.3) 0 1 (7.1 ) 1 (7.1 ) 0 

  Neutropenia 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Neutrophil count decreased 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Platelet count decreased 1 (7.1 ) 1 (7.1 ) 0 0 0 

  White blood cell count decreased 1 (7.1 ) 0 0 1 (7.1 ) 0 



  

  

5730 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections      

  -Total 7 (50.0) 0 3 (21.4) 4 (28.6) 0 

  Bronchitis 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Central nervous system infection 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Escherichia urinary tract infection 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Herpes zoster 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Influenza 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Oral herpes 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Pneumonia haemophilus 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Respiratory syncytial virus infection 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Septic shock 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Sinusitis 1 (7.1 ) 0 1 (7.1 ) 0 0 

  Tonsillitis 1 (7.1 ) 0 0 1 (7.1 ) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 2 (14.3) 1 (7.1 ) 0 1 (7.1 ) 0 

  B-cell aplasia 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Hypogammaglobulinaemia 1 (7.1 ) 1 (7.1 ) 0 0 0 

Serious neurological adverse reactions      
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Confusional state 1 (7.1 ) 1 (7.1 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179a 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Age: <10 years 

 
All patients 

N=9 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (11.1) 1 (11.1) 0 0 0 

Infections      

  -Total 1 (11.1) 1 (11.1) 0 0 0 

  Rhinitis 1 (11.1) 1 (11.1) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179a 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=7 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (28.6) 1 (14.3) 1 (14.3) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Lymphocyte count decreased 1 (14.3) 1 (14.3) 0 0 0 

Infections      

  -Total 1 (14.3) 0 1 (14.3) 0 0 

  Infection 1 (14.3) 0 1 (14.3) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179a 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Age: >=18 years 

 
All patients 

N=4 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179a 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

33 (97.1) 3 (8.8 ) 5 (14.7) 10 (29.4) 15 (44.1) 

Cytokine Release Syndrome      

  -Total 25 (73.5) 7 (20.6) 6 (17.6) 4 (11.8) 8 (23.5) 

  Cytokine release syndrome 25 (73.5) 7 (20.6) 6 (17.6) 4 (11.8) 8 (23.5) 

Hematological disorders including 
cytopenias 

     

  -Total 20 (58.8) 1 (2.9 ) 2 (5.9 ) 6 (17.6) 11 (32.4) 

  Anaemia 10 (29.4) 2 (5.9 ) 2 (5.9 ) 6 (17.6) 0 

  White blood cell count decreased 10 (29.4) 0 2 (5.9 ) 3 (8.8 ) 5 (14.7) 

  Neutropenia 7 (20.6) 1 (2.9 ) 0 2 (5.9 ) 4 (11.8) 

  Neutrophil count decreased 7 (20.6) 1 (2.9 ) 0 1 (2.9 ) 5 (14.7) 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased 6 (17.6) 1 (2.9 ) 1 (2.9 ) 0 4 (11.8) 

  Febrile neutropenia 3 (8.8 ) 1 (2.9 ) 0 2 (5.9 ) 0 

  Lymphocyte count decreased 2 (5.9 ) 0 0 2 (5.9 ) 0 

  Haemoglobin decreased 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Lymphopenia 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Thrombocytopenia 1 (2.9 ) 0 1 (2.9 ) 0 0 

Infections      

  -Total 22 (64.7) 4 (11.8) 10 (29.4) 7 (20.6) 1 (2.9 ) 

  Upper respiratory tract infection 6 (17.6) 2 (5.9 ) 4 (11.8) 0 0 

  Nasopharyngitis 4 (11.8) 3 (8.8 ) 1 (2.9 ) 0 0 

  Gastroenteritis 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Rash pustular 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Candida infection 2 (5.9 ) 1 (2.9 ) 0 1 (2.9 ) 0 

  Cellulitis 2 (5.9 ) 0 2 (5.9 ) 0 0 

  Device related infection 2 (5.9 ) 0 1 (2.9 ) 1 (2.9 ) 0 

  Pneumonia 2 (5.9 ) 0 0 2 (5.9 ) 0 

  Rhinitis 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Sinusitis 2 (5.9 ) 0 0 2 (5.9 ) 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alternaria infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Aspergillus infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Bacterial infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Body tinea 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Bronchitis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Bronchopulmonary aspergillosis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Catheter site infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Conjunctivitis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Conjunctivitis viral 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Enterococcal infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Enterovirus infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Folliculitis 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Gastrointestinal infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Helminthic infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Herpes zoster 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Impetigo 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Influenza 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Laryngitis 1 (2.9 ) 1 (2.9 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Meningitis aseptic 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Molluscum contagiosum 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Mucosal infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Nail infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Oral herpes 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Otitis externa 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Otitis media 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Otitis media acute 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Parainfluenzae virus infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Paronychia 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Parotitis 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Periorbital cellulitis 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Pharyngitis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Pneumonia viral 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Respiratory tract infection 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Rhinovirus infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Sepsis 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Skin infection 1 (2.9 ) 1 (2.9 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tinea pedis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Urinary tract infection viral 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Vascular device infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Viral upper respiratory tract infection 1 (2.9 ) 0 1 (2.9 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 15 (44.1) 4 (11.8) 9 (26.5) 2 (5.9 ) 0 

  Hypogammaglobulinaemia 15 (44.1) 4 (11.8) 9 (26.5) 2 (5.9 ) 0 

Serious neurological adverse reactions      

  -Total 9 (26.5) 2 (5.9 ) 3 (8.8 ) 4 (11.8) 0 

  Agitation 3 (8.8 ) 0 2 (5.9 ) 1 (2.9 ) 0 

  Seizure 3 (8.8 ) 0 1 (2.9 ) 2 (5.9 ) 0 

  Tremor 3 (8.8 ) 3 (8.8 ) 0 0 0 

  Confusional state 2 (5.9 ) 0 1 (2.9 ) 1 (2.9 ) 0 

  Irritability 2 (5.9 ) 2 (5.9 ) 0 0 0 

  Lethargy 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 0 0 

  Muscular weakness 2 (5.9 ) 0 1 (2.9 ) 1 (2.9 ) 0 

  Delirium 1 (2.9 ) 0 1 (2.9 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Depressed level of consciousness 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Dysarthria 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Encephalopathy 1 (2.9 ) 0 0 1 (2.9 ) 0 

Tumour Lysis Syndrome      

  -Total 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Tumour lysis syndrome 1 (2.9 ) 0 0 0 1 (2.9 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179a 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

18 (100) 0 2 (11.1) 7 (38.9) 9 (50.0) 

Cytokine Release Syndrome      

  -Total 12 (66.7) 3 (16.7) 3 (16.7) 3 (16.7) 3 (16.7) 

  Cytokine release syndrome 12 (66.7) 3 (16.7) 3 (16.7) 3 (16.7) 3 (16.7) 

  Haemophagocytic 
lymphohistiocytosis 

3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

Hematological disorders including 
cytopenias 

     

  -Total 10 (55.6) 0 0 5 (27.8) 5 (27.8) 

  Lymphocyte count decreased 3 (16.7) 1 (5.6 ) 0 2 (11.1) 0 

  Neutrophil count decreased 3 (16.7) 0 0 0 3 (16.7) 

  White blood cell count decreased 3 (16.7) 1 (5.6 ) 0 0 2 (11.1) 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anaemia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Febrile neutropenia 2 (11.1) 0 0 2 (11.1) 0 

  Neutropenia 2 (11.1) 0 0 0 2 (11.1) 

  Platelet count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Thrombocytopenia 2 (11.1) 0 0 2 (11.1) 0 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Leukopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pancytopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections      

  -Total 12 (66.7) 2 (11.1) 4 (22.2) 5 (27.8) 1 (5.6 ) 

  Nasopharyngitis 4 (22.2) 4 (22.2) 0 0 0 

  Rhinitis 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Herpes zoster 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Sepsis 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Atypical pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Bacterial infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Device related infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Enterovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Eye infection 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Otitis externa 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Otitis media 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Paronychia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Systemic infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Tooth infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Viral upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vulvitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 7 (38.9) 1 (5.6 ) 4 (22.2) 2 (11.1) 0 

  Hypogammaglobulinaemia 4 (22.2) 1 (5.6 ) 3 (16.7) 0 0 

  Immunoglobulins decreased 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

Serious neurological adverse reactions      

  -Total 4 (22.2) 1 (5.6 ) 3 (16.7) 0 0 

  Seizure 2 (11.1) 0 2 (11.1) 0 0 

  Delirium 1 (5.6 ) 1 (5.6 ) 0 0 0 



  

  

5746 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Disorientation 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hallucination 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Tremor 1 (5.6 ) 0 1 (5.6 ) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179a 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

15 (88.2) 1 (5.9 ) 3 (17.6) 7 (41.2) 4 (23.5) 

Cytokine Release Syndrome      

  -Total 10 (58.8) 2 (11.8) 4 (23.5) 2 (11.8) 2 (11.8) 

  Cytokine release syndrome 10 (58.8) 2 (11.8) 4 (23.5) 2 (11.8) 2 (11.8) 

Hematological disorders including 
cytopenias 

     

  -Total 8 (47.1) 2 (11.8) 2 (11.8) 3 (17.6) 1 (5.9 ) 

  Thrombocytopenia 3 (17.6) 0 1 (5.9 ) 1 (5.9 ) 1 (5.9 ) 

  Anaemia 2 (11.8) 2 (11.8) 0 0 0 

  Platelet count decreased 2 (11.8) 0 1 (5.9 ) 1 (5.9 ) 0 

  Bone marrow failure 1 (5.9 ) 0 0 1 (5.9 ) 0 



  

  

5748 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Febrile neutropenia 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Monocyte count decreased 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Neutropenia 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Neutrophil count decreased 1 (5.9 ) 0 0 1 (5.9 ) 0 

  White blood cell count decreased 1 (5.9 ) 0 0 1 (5.9 ) 0 

Infections      

  -Total 11 (64.7) 0 4 (23.5) 6 (35.3) 1 (5.9 ) 

  Herpes zoster 2 (11.8) 0 2 (11.8) 0 0 

  Respiratory syncytial virus infection 2 (11.8) 0 1 (5.9 ) 1 (5.9 ) 0 

  Aspergillus infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Bronchitis 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Candida infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Cellulitis orbital 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Central nervous system infection 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Cerebral fungal infection 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Cystitis 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Device related infection 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Escherichia urinary tract infection 1 (5.9 ) 0 1 (5.9 ) 0 0 



  

  

5749 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Influenza 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Nasopharyngitis 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Oral fungal infection 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Oral herpes 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Pneumonia haemophilus 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Pseudomembranous colitis 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Septic shock 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Sinusitis 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Tonsillitis 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Vascular device infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 6 (35.3) 1 (5.9 ) 3 (17.6) 1 (5.9 ) 1 (5.9 ) 

  B-cell aplasia 2 (11.8) 0 1 (5.9 ) 1 (5.9 ) 0 

  Hypogammaglobulinaemia 2 (11.8) 1 (5.9 ) 1 (5.9 ) 0 0 

  Immunoglobulins decreased 2 (11.8) 0 1 (5.9 ) 0 1 (5.9 ) 

Serious neurological adverse reactions      



  

  

5750 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 5 (29.4) 2 (11.8) 0 2 (11.8) 1 (5.9 ) 

  Somnolence 2 (11.8) 0 0 2 (11.8) 0 

  Confusional state 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Disorientation 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Dyskinesia 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Encephalopathy 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Muscular weakness 1 (5.9 ) 1 (5.9 ) 0 0 0 

  Restlessness 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Seizure 1 (5.9 ) 1 (5.9 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179b 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

38 (92.7) 3 (7.3 ) 9 (22.0) 6 (14.6) 20 (48.8) 

Cytokine Release Syndrome      

  -Total 29 (70.7) 7 (17.1) 7 (17.1) 6 (14.6) 9 (22.0) 

  Cytokine release syndrome 29 (70.7) 7 (17.1) 7 (17.1) 6 (14.6) 9 (22.0) 

  Haemophagocytic 
lymphohistiocytosis 

2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 20 (48.8) 1 (2.4 ) 3 (7.3 ) 4 (9.8 ) 12 (29.3) 

  Anaemia 10 (24.4) 3 (7.3 ) 2 (4.9 ) 5 (12.2) 0 

  Neutrophil count decreased 7 (17.1) 1 (2.4 ) 0 1 (2.4 ) 5 (12.2) 

  White blood cell count decreased 7 (17.1) 0 2 (4.9 ) 1 (2.4 ) 4 (9.8 ) 

  Platelet count decreased 6 (14.6) 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 3 (7.3 ) 



  

  

5752 

Timing: Within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Febrile neutropenia 4 (9.8 ) 0 1 (2.4 ) 3 (7.3 ) 0 

  Neutropenia 4 (9.8 ) 0 0 0 4 (9.8 ) 

  Thrombocytopenia 3 (7.3 ) 0 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 

  Bone marrow failure 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Haemoglobin decreased 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Leukopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Lymphocyte count decreased 1 (2.4 ) 0 0 1 (2.4 ) 0 

Infections      

  -Total 15 (36.6) 1 (2.4 ) 8 (19.5) 4 (9.8 ) 2 (4.9 ) 

  Candida infection 2 (4.9 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Device related infection 2 (4.9 ) 0 2 (4.9 ) 0 0 

  Sepsis 2 (4.9 ) 0 0 1 (2.4 ) 1 (2.4 ) 

  Aspergillus infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Bacterial infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Cellulitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Central nervous system infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Cerebral fungal infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Eye infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Helminthic infection 1 (2.4 ) 1 (2.4 ) 0 0 0 



  

  

5753 

Timing: Within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Herpes zoster 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Nasopharyngitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Oral fungal infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Paronychia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Respiratory syncytial virus infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Respiratory tract infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Systemic infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Upper respiratory tract infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Urinary tract infection viral 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Vascular device infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 12 (29.3) 1 (2.4 ) 9 (22.0) 1 (2.4 ) 1 (2.4 ) 

  Hypogammaglobulinaemia 8 (19.5) 1 (2.4 ) 7 (17.1) 0 0 

  Immunoglobulins decreased 4 (9.8 ) 0 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

Serious neurological adverse reactions      

  -Total 11 (26.8) 2 (4.9 ) 5 (12.2) 4 (9.8 ) 0 

  Seizure 5 (12.2) 1 (2.4 ) 2 (4.9 ) 2 (4.9 ) 0 



  

  

5754 

Timing: Within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tremor 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

  Agitation 2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Confusional state 2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Delirium 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Muscular weakness 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Depressed level of consciousness 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Disorientation 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dyskinesia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Encephalopathy 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Lethargy 1 (2.4 ) 0 1 (2.4 ) 0 0 

Tumour Lysis Syndrome      

  -Total 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Tumour lysis syndrome 1 (2.4 ) 0 0 0 1 (2.4 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179b 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

25 (89.3) 3 (10.7) 2 (7.1 ) 13 (46.4) 7 (25.0) 

Cytokine Release Syndrome      

  -Total 17 (60.7) 5 (17.9) 5 (17.9) 3 (10.7) 4 (14.3) 

  Cytokine release syndrome 17 (60.7) 5 (17.9) 5 (17.9) 3 (10.7) 4 (14.3) 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.6 ) 0 0 1 (3.6 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 16 (57.1) 2 (7.1 ) 0 9 (32.1) 5 (17.9) 

  Neutropenia 4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 

  Neutrophil count decreased 4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 

  White blood cell count decreased 4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 

  Anaemia 3 (10.7) 2 (7.1 ) 0 1 (3.6 ) 0 



  

  

5758 

Timing: Within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased 3 (10.7) 0 1 (3.6 ) 2 (7.1 ) 0 

  Lymphocyte count decreased 2 (7.1 ) 0 0 2 (7.1 ) 0 

  Bone marrow failure 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Febrile neutropenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Monocyte count decreased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Pancytopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Thrombocytopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

Infections      

  -Total 11 (39.3) 1 (3.6 ) 5 (17.9) 5 (17.9) 0 

  Bronchopulmonary aspergillosis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Cellulitis orbital 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Cystitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Influenza 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Meningitis aseptic 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Nail infection 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Parotitis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Pneumonia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Pneumonia viral 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pseudomembranous colitis 1 (3.6 ) 0 1 (3.6 ) 0 0 



  

  

5759 

Timing: Within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rash pustular 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Sinusitis 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Upper respiratory tract infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Vascular device infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Viral upper respiratory tract infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Vulvitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 9 (32.1) 3 (10.7) 5 (17.9) 1 (3.6 ) 0 

  Hypogammaglobulinaemia 8 (28.6) 3 (10.7) 4 (14.3) 1 (3.6 ) 0 

  B-cell aplasia 1 (3.6 ) 0 1 (3.6 ) 0 0 

Serious neurological adverse reactions      

  -Total 6 (21.4) 2 (7.1 ) 1 (3.6 ) 2 (7.1 ) 1 (3.6 ) 

  Irritability 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Somnolence 2 (7.1 ) 0 0 2 (7.1 ) 0 

  Agitation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Disorientation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Encephalopathy 1 (3.6 ) 0 0 0 1 (3.6 ) 

  Hallucination 1 (3.6 ) 0 1 (3.6 ) 0 0 



  

  

5760 

Timing: Within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Muscular weakness 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Restlessness 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Seizure 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Tremor 1 (3.6 ) 1 (3.6 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179b 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

27 (71.1) 7 (18.4) 7 (18.4) 10 (26.3) 3 (7.9 ) 

Hematological disorders including 
cytopenias 

     

  -Total 11 (28.9) 2 (5.3 ) 3 (7.9 ) 4 (10.5) 2 (5.3 ) 

  Platelet count decreased 6 (15.8) 2 (5.3 ) 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 

  Anaemia 4 (10.5) 1 (2.6 ) 1 (2.6 ) 2 (5.3 ) 0 

  Thrombocytopenia 4 (10.5) 0 2 (5.3 ) 2 (5.3 ) 0 

  White blood cell count decreased 4 (10.5) 1 (2.6 ) 0 1 (2.6 ) 2 (5.3 ) 

  Neutrophil count decreased 3 (7.9 ) 0 0 1 (2.6 ) 2 (5.3 ) 

  Neutropenia 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Lymphocyte count decreased 1 (2.6 ) 0 0 1 (2.6 ) 0 

Infections      



  

  

5762 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 22 (57.9) 6 (15.8) 6 (15.8) 9 (23.7) 1 (2.6 ) 

  Herpes zoster 4 (10.5) 0 3 (7.9 ) 1 (2.6 ) 0 

  Nasopharyngitis 4 (10.5) 4 (10.5) 0 0 0 

  Bronchitis 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Device related infection 2 (5.3 ) 0 0 2 (5.3 ) 0 

  Gastroenteritis 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Otitis media 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Rhinitis 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Atypical pneumonia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Cellulitis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Central nervous system infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Conjunctivitis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Enterovirus infection 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Folliculitis 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Gastrointestinal infection 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Impetigo 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Influenza 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Laryngitis 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Molluscum contagiosum 1 (2.6 ) 1 (2.6 ) 0 0 0 



  

  

5763 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oral herpes 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Otitis externa 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Otitis media acute 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Pneumonia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Pneumonia haemophilus 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Rash pustular 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Respiratory syncytial virus infection 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Sepsis 1 (2.6 ) 0 0 0 1 (2.6 ) 

  Skin infection 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Tinea pedis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Tonsillitis 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Tooth infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Upper respiratory tract infection 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Viral upper respiratory tract infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 4 (10.5) 1 (2.6 ) 1 (2.6 ) 2 (5.3 ) 0 

  Hypogammaglobulinaemia 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  B-cell aplasia 1 (2.6 ) 0 0 1 (2.6 ) 0 



  

  

5764 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Immunoglobulins decreased 1 (2.6 ) 0 0 1 (2.6 ) 0 

Serious neurological adverse reactions      

  -Total 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Confusional state 1 (2.6 ) 1 (2.6 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179b 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

15 (68.2) 2 (9.1 ) 5 (22.7) 6 (27.3) 2 (9.1 ) 

Cytokine Release Syndrome      

  -Total 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Cytokine release syndrome 1 (4.5 ) 0 1 (4.5 ) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 6 (27.3) 1 (4.5 ) 0 3 (13.6) 2 (9.1 ) 

  Neutrophil count decreased 3 (13.6) 0 0 2 (9.1 ) 1 (4.5 ) 

  White blood cell count decreased 3 (13.6) 1 (4.5 ) 0 2 (9.1 ) 0 

  Anaemia 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Platelet count decreased 2 (9.1 ) 1 (4.5 ) 0 0 1 (4.5 ) 

  Febrile neutropenia 1 (4.5 ) 1 (4.5 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphocyte count decreased 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Lymphopenia 1 (4.5 ) 0 0 1 (4.5 ) 0 

Infections      

  -Total 13 (59.1) 3 (13.6) 6 (27.3) 4 (18.2) 0 

  Nasopharyngitis 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Upper respiratory tract infection 4 (18.2) 1 (4.5 ) 3 (13.6) 0 0 

  Rhinitis 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Rash pustular 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Sinusitis 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Alternaria infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Aspergillus infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Bacterial infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Body tinea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Candida infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Catheter site infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Conjunctivitis viral 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Enterococcal infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterovirus infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Escherichia urinary tract infection 1 (4.5 ) 0 1 (4.5 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastroenteritis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Meningitis aseptic 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Mucosal infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oral herpes 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Otitis externa 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Parainfluenzae virus infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Paronychia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Periorbital cellulitis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Pharyngitis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pneumonia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Rhinovirus infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Septic shock 1 (4.5 ) 0 0 1 (4.5 ) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 3 (13.6) 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 0 

  Hypogammaglobulinaemia 3 (13.6) 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 0 

Serious neurological adverse reactions      

  -Total 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Agitation 1 (4.5 ) 0 1 (4.5 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dysarthria 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Lethargy 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Muscular weakness 1 (4.5 ) 1 (4.5 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179b 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Gender: Male 

 
All patients 

N=10 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179b 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Gender: Female 

 
All patients 

N=10 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (30.0) 2 (20.0) 1 (10.0) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 1 (10.0) 1 (10.0) 0 0 0 

  Lymphocyte count decreased 1 (10.0) 1 (10.0) 0 0 0 

Infections      

  -Total 2 (20.0) 1 (10.0) 1 (10.0) 0 0 

  Infection 1 (10.0) 0 1 (10.0) 0 0 

  Rhinitis 1 (10.0) 1 (10.0) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179b 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

40 (97.6) 1 (2.4 ) 7 (17.1) 11 (26.8) 21 (51.2) 

Cytokine Release Syndrome      

  -Total 29 (70.7) 7 (17.1) 7 (17.1) 6 (14.6) 9 (22.0) 

  Cytokine release syndrome 29 (70.7) 7 (17.1) 7 (17.1) 6 (14.6) 9 (22.0) 

  Haemophagocytic 
lymphohistiocytosis 

2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 22 (53.7) 1 (2.4 ) 4 (9.8 ) 5 (12.2) 12 (29.3) 

  Anaemia 10 (24.4) 2 (4.9 ) 3 (7.3 ) 5 (12.2) 0 

  White blood cell count decreased 8 (19.5) 0 2 (4.9 ) 1 (2.4 ) 5 (12.2) 

  Neutrophil count decreased 7 (17.1) 1 (2.4 ) 0 0 6 (14.6) 



  

  

5773 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased 7 (17.1) 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 4 (9.8 ) 

  Neutropenia 6 (14.6) 1 (2.4 ) 1 (2.4 ) 0 4 (9.8 ) 

  Thrombocytopenia 5 (12.2) 0 2 (4.9 ) 2 (4.9 ) 1 (2.4 ) 

  Febrile neutropenia 4 (9.8 ) 0 1 (2.4 ) 3 (7.3 ) 0 

  Lymphocyte count decreased 2 (4.9 ) 0 0 2 (4.9 ) 0 

  Bone marrow failure 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Haemoglobin decreased 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Leukopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

Infections      

  -Total 28 (68.3) 4 (9.8 ) 9 (22.0) 12 (29.3) 3 (7.3 ) 

  Herpes zoster 5 (12.2) 0 4 (9.8 ) 1 (2.4 ) 0 

  Nasopharyngitis 5 (12.2) 5 (12.2) 0 0 0 

  Device related infection 4 (9.8 ) 0 2 (4.9 ) 2 (4.9 ) 0 

  Sepsis 3 (7.3 ) 0 0 1 (2.4 ) 2 (4.9 ) 

  Bronchitis 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Candida infection 2 (4.9 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Cellulitis 2 (4.9 ) 0 2 (4.9 ) 0 0 

  Gastroenteritis 2 (4.9 ) 2 (4.9 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Otitis media 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Respiratory syncytial virus infection 2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Rhinitis 2 (4.9 ) 2 (4.9 ) 0 0 0 

  Upper respiratory tract infection 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Aspergillus infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Atypical pneumonia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Bacterial infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Central nervous system infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Cerebral fungal infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Conjunctivitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Enterovirus infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Eye infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Folliculitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Gastrointestinal infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Helminthic infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Impetigo 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Influenza 1 (2.4 ) 0 0 1 (2.4 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Laryngitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Molluscum contagiosum 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Oral fungal infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Oral herpes 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Otitis externa 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Otitis media acute 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Paronychia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Pneumonia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pneumonia haemophilus 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Rash pustular 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Respiratory tract infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Skin infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Systemic infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Tinea pedis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Tonsillitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Tooth infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Urinary tract infection viral 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Vascular device infection 1 (2.4 ) 0 0 1 (2.4 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Viral upper respiratory tract infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 16 (39.0) 2 (4.9 ) 10 (24.4) 3 (7.3 ) 1 (2.4 ) 

  Hypogammaglobulinaemia 10 (24.4) 2 (4.9 ) 8 (19.5) 0 0 

  Immunoglobulins decreased 5 (12.2) 0 2 (4.9 ) 2 (4.9 ) 1 (2.4 ) 

  B-cell aplasia 1 (2.4 ) 0 0 1 (2.4 ) 0 

Serious neurological adverse reactions      

  -Total 12 (29.3) 3 (7.3 ) 5 (12.2) 4 (9.8 ) 0 

  Seizure 5 (12.2) 1 (2.4 ) 2 (4.9 ) 2 (4.9 ) 0 

  Confusional state 3 (7.3 ) 1 (2.4 ) 1 (2.4 ) 1 (2.4 ) 0 

  Tremor 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 0 0 

  Agitation 2 (4.9 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Delirium 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Muscular weakness 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Depressed level of consciousness 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Disorientation 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Dyskinesia 1 (2.4 ) 0 0 1 (2.4 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Encephalopathy 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Lethargy 1 (2.4 ) 0 1 (2.4 ) 0 0 

Tumour Lysis Syndrome      

  -Total 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Tumour lysis syndrome 1 (2.4 ) 0 0 0 1 (2.4 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179b 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

26 (92.9) 3 (10.7) 3 (10.7) 13 (46.4) 7 (25.0) 

Cytokine Release Syndrome      

  -Total 18 (64.3) 5 (17.9) 6 (21.4) 3 (10.7) 4 (14.3) 

  Cytokine release syndrome 18 (64.3) 5 (17.9) 6 (21.4) 3 (10.7) 4 (14.3) 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.6 ) 0 0 1 (3.6 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 16 (57.1) 2 (7.1 ) 0 9 (32.1) 5 (17.9) 

  White blood cell count decreased 6 (21.4) 1 (3.6 ) 0 3 (10.7) 2 (7.1 ) 

  Anaemia 4 (14.3) 2 (7.1 ) 0 2 (7.1 ) 0 

  Neutropenia 4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 4 (14.3) 0 0 2 (7.1 ) 2 (7.1 ) 

  Lymphocyte count decreased 3 (10.7) 1 (3.6 ) 0 2 (7.1 ) 0 

  Platelet count decreased 3 (10.7) 0 1 (3.6 ) 1 (3.6 ) 1 (3.6 ) 

  Febrile neutropenia 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

  Bone marrow failure 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Lymphopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Monocyte count decreased 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Pancytopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Thrombocytopenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

Infections      

  -Total 17 (60.7) 2 (7.1 ) 9 (32.1) 6 (21.4) 0 

  Upper respiratory tract infection 5 (17.9) 1 (3.6 ) 4 (14.3) 0 0 

  Nasopharyngitis 4 (14.3) 3 (10.7) 1 (3.6 ) 0 0 

  Rhinitis 3 (10.7) 2 (7.1 ) 1 (3.6 ) 0 0 

  Sinusitis 3 (10.7) 0 1 (3.6 ) 2 (7.1 ) 0 

  Pneumonia 2 (7.1 ) 0 0 2 (7.1 ) 0 

  Rash pustular 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Alternaria infection 1 (3.6 ) 0 0 1 (3.6 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Aspergillus infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Bacterial infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Body tinea 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Bronchopulmonary aspergillosis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Candida infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Catheter site infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Cellulitis orbital 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Conjunctivitis viral 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Cystitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Enterococcal infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Enterovirus infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Escherichia urinary tract infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Gastroenteritis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Influenza 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Meningitis aseptic 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Mucosal infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Nail infection 1 (3.6 ) 1 (3.6 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oral herpes 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Otitis externa 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Parainfluenzae virus infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Paronychia 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Parotitis 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Periorbital cellulitis 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Pharyngitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pneumonia viral 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Pseudomembranous colitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Rhinovirus infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Septic shock 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Vascular device infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Viral upper respiratory tract infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Vulvitis 1 (3.6 ) 0 1 (3.6 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 12 (42.9) 4 (14.3) 6 (21.4) 2 (7.1 ) 0 

  Hypogammaglobulinaemia 11 (39.3) 4 (14.3) 5 (17.9) 2 (7.1 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  B-cell aplasia 1 (3.6 ) 0 1 (3.6 ) 0 0 

Serious neurological adverse reactions      

  -Total 6 (21.4) 2 (7.1 ) 1 (3.6 ) 2 (7.1 ) 1 (3.6 ) 

  Irritability 2 (7.1 ) 2 (7.1 ) 0 0 0 

  Somnolence 2 (7.1 ) 0 0 2 (7.1 ) 0 

  Agitation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Disorientation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Dysarthria 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Encephalopathy 1 (3.6 ) 0 0 0 1 (3.6 ) 

  Hallucination 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Lethargy 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Muscular weakness 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Restlessness 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Seizure 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Tremor 1 (3.6 ) 1 (3.6 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179c 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 0 1 (100) 0 

Cytokine Release Syndrome      

  -Total 1 (100) 0 0 1 (100) 0 

  Cytokine release syndrome 1 (100) 0 0 1 (100) 0 

Infections      

  -Total 1 (100) 0 1 (100) 0 0 

  Paronychia 1 (100) 0 1 (100) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (100) 0 1 (100) 0 0 

  Immunoglobulins decreased 1 (100) 0 1 (100) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 



  

  

5785 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179c 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

62 (91.2) 6 (8.8 ) 11 (16.2) 18 (26.5) 27 (39.7) 

Cytokine Release Syndrome      

  -Total 45 (66.2) 12 (17.6) 12 (17.6) 8 (11.8) 13 (19.1) 

  Cytokine release syndrome 45 (66.2) 12 (17.6) 12 (17.6) 8 (11.8) 13 (19.1) 

  Haemophagocytic 
lymphohistiocytosis 

3 (4.4 ) 0 1 (1.5 ) 2 (2.9 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 36 (52.9) 3 (4.4 ) 3 (4.4 ) 13 (19.1) 17 (25.0) 

  Anaemia 13 (19.1) 5 (7.4 ) 2 (2.9 ) 6 (8.8 ) 0 

  Neutrophil count decreased 11 (16.2) 1 (1.5 ) 0 3 (4.4 ) 7 (10.3) 

  White blood cell count decreased 11 (16.2) 0 2 (2.9 ) 3 (4.4 ) 6 (8.8 ) 

  Platelet count decreased 9 (13.2) 1 (1.5 ) 2 (2.9 ) 3 (4.4 ) 3 (4.4 ) 



  

  

5788 

Timing: Within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutropenia 8 (11.8) 0 0 2 (2.9 ) 6 (8.8 ) 

  Febrile neutropenia 5 (7.4 ) 0 1 (1.5 ) 4 (5.9 ) 0 

  Thrombocytopenia 4 (5.9 ) 0 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 

  Lymphocyte count decreased 3 (4.4 ) 0 0 3 (4.4 ) 0 

  Bone marrow failure 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Haemoglobin decreased 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Leukopenia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Monocyte count decreased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Pancytopenia 1 (1.5 ) 0 0 1 (1.5 ) 0 

Infections      

  -Total 25 (36.8) 2 (2.9 ) 12 (17.6) 9 (13.2) 2 (2.9 ) 

  Candida infection 2 (2.9 ) 1 (1.5 ) 0 1 (1.5 ) 0 

  Device related infection 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Sepsis 2 (2.9 ) 0 0 1 (1.5 ) 1 (1.5 ) 

  Upper respiratory tract infection 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Vascular device infection 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Aspergillus infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Bacterial infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Bronchopulmonary aspergillosis 1 (1.5 ) 0 1 (1.5 ) 0 0 
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Timing: Within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Cellulitis orbital 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Central nervous system infection 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Cerebral fungal infection 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Cystitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Eye infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Helminthic infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Herpes zoster 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Influenza 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Meningitis aseptic 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Nail infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Nasopharyngitis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Oral fungal infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Parotitis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Pneumonia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Pneumonia viral 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Pseudomembranous colitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Rash pustular 1 (1.5 ) 1 (1.5 ) 0 0 0 
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Timing: Within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory syncytial virus infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Respiratory tract infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Sinusitis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Systemic infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Urinary tract infection viral 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Viral upper respiratory tract infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Vulvitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 20 (29.4) 4 (5.9 ) 13 (19.1) 2 (2.9 ) 1 (1.5 ) 

  Hypogammaglobulinaemia 16 (23.5) 4 (5.9 ) 11 (16.2) 1 (1.5 ) 0 

  Immunoglobulins decreased 3 (4.4 ) 0 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 

  B-cell aplasia 1 (1.5 ) 0 1 (1.5 ) 0 0 

Serious neurological adverse reactions      

  -Total 17 (25.0) 4 (5.9 ) 6 (8.8 ) 6 (8.8 ) 1 (1.5 ) 

  Seizure 6 (8.8 ) 1 (1.5 ) 3 (4.4 ) 2 (2.9 ) 0 

  Tremor 4 (5.9 ) 3 (4.4 ) 1 (1.5 ) 0 0 

  Agitation 3 (4.4 ) 0 2 (2.9 ) 1 (1.5 ) 0 

  Muscular weakness 3 (4.4 ) 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 0 



  

  

5791 

Timing: Within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Confusional state 2 (2.9 ) 0 1 (1.5 ) 1 (1.5 ) 0 

  Delirium 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Disorientation 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Encephalopathy 2 (2.9 ) 0 0 1 (1.5 ) 1 (1.5 ) 

  Irritability 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Somnolence 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Depressed level of consciousness 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Dyskinesia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Hallucination 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Lethargy 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Restlessness 1 (1.5 ) 0 1 (1.5 ) 0 0 

Tumour Lysis Syndrome      

  -Total 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Tumour lysis syndrome 1 (1.5 ) 0 0 0 1 (1.5 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179c 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179c 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

42 (71.2) 9 (15.3) 12 (20.3) 16 (27.1) 5 (8.5 ) 

Cytokine Release Syndrome      

  -Total 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Cytokine release syndrome 1 (1.7 ) 0 1 (1.7 ) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 17 (28.8) 3 (5.1 ) 3 (5.1 ) 7 (11.9) 4 (6.8 ) 

  Platelet count decreased 8 (13.6) 3 (5.1 ) 2 (3.4 ) 1 (1.7 ) 2 (3.4 ) 

  White blood cell count decreased 7 (11.9) 2 (3.4 ) 0 3 (5.1 ) 2 (3.4 ) 

  Anaemia 6 (10.2) 1 (1.7 ) 2 (3.4 ) 3 (5.1 ) 0 

  Neutrophil count decreased 6 (10.2) 0 0 3 (5.1 ) 3 (5.1 ) 

  Thrombocytopenia 4 (6.8 ) 0 2 (3.4 ) 2 (3.4 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphocyte count decreased 2 (3.4 ) 1 (1.7 ) 0 1 (1.7 ) 0 

  Neutropenia 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Febrile neutropenia 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Lymphopenia 1 (1.7 ) 0 0 1 (1.7 ) 0 

Infections      

  -Total 35 (59.3) 9 (15.3) 12 (20.3) 13 (22.0) 1 (1.7 ) 

  Nasopharyngitis 8 (13.6) 7 (11.9) 1 (1.7 ) 0 0 

  Rhinitis 5 (8.5 ) 4 (6.8 ) 1 (1.7 ) 0 0 

  Upper respiratory tract infection 5 (8.5 ) 2 (3.4 ) 3 (5.1 ) 0 0 

  Herpes zoster 4 (6.8 ) 0 3 (5.1 ) 1 (1.7 ) 0 

  Gastroenteritis 3 (5.1 ) 3 (5.1 ) 0 0 0 

  Rash pustular 3 (5.1 ) 3 (5.1 ) 0 0 0 

  Bronchitis 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Device related infection 2 (3.4 ) 0 0 2 (3.4 ) 0 

  Enterovirus infection 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Oral herpes 2 (3.4 ) 0 2 (3.4 ) 0 0 

  Otitis externa 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Otitis media 2 (3.4 ) 2 (3.4 ) 0 0 0 

  Pneumonia 2 (3.4 ) 0 0 2 (3.4 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinusitis 2 (3.4 ) 0 1 (1.7 ) 1 (1.7 ) 0 

  Alternaria infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Aspergillus infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Atypical pneumonia 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Bacterial infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Body tinea 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Candida infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Catheter site infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Cellulitis 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Central nervous system infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Conjunctivitis 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Conjunctivitis viral 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Enterococcal infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Escherichia urinary tract infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Folliculitis 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Gastrointestinal infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Impetigo 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Influenza 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Laryngitis 1 (1.7 ) 1 (1.7 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Meningitis aseptic 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Molluscum contagiosum 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Mucosal infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Otitis media acute 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Parainfluenzae virus infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Paronychia 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Periorbital cellulitis 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Pharyngitis 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Pneumonia haemophilus 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Respiratory syncytial virus infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Rhinovirus infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Sepsis 1 (1.7 ) 0 0 0 1 (1.7 ) 

  Septic shock 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Skin infection 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Tinea pedis 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Tonsillitis 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Tooth infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Viral upper respiratory tract infection 1 (1.7 ) 0 1 (1.7 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 7 (11.9) 2 (3.4 ) 2 (3.4 ) 3 (5.1 ) 0 

  Hypogammaglobulinaemia 5 (8.5 ) 2 (3.4 ) 2 (3.4 ) 1 (1.7 ) 0 

  B-cell aplasia 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Immunoglobulins decreased 1 (1.7 ) 0 0 1 (1.7 ) 0 

Serious neurological adverse reactions      

  -Total 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 0 0 

  Agitation 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Confusional state 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Dysarthria 1 (1.7 ) 0 1 (1.7 ) 0 0 

  Lethargy 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Muscular weakness 1 (1.7 ) 1 (1.7 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t179_gd_b2001x.sas@@/main/5 25JUN21:17:50                                        Final 



  

  

5799 

 
  



  

  

5800 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179c 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=0 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179c 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=20 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (15.0) 2 (10.0) 1 (5.0 ) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 1 (5.0 ) 1 (5.0 ) 0 0 0 

  Lymphocyte count decreased 1 (5.0 ) 1 (5.0 ) 0 0 0 

Infections      

  -Total 2 (10.0) 1 (5.0 ) 1 (5.0 ) 0 0 

  Infection 1 (5.0 ) 0 1 (5.0 ) 0 0 

  Rhinitis 1 (5.0 ) 1 (5.0 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 
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patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179c 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 0 1 (100) 0 

Cytokine Release Syndrome      

  -Total 1 (100) 0 0 1 (100) 0 

  Cytokine release syndrome 1 (100) 0 0 1 (100) 0 

Infections      

  -Total 1 (100) 0 1 (100) 0 0 

  Paronychia 1 (100) 0 1 (100) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (100) 0 1 (100) 0 0 

  Immunoglobulins decreased 1 (100) 0 1 (100) 0 0 
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- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179c 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

65 (95.6) 4 (5.9 ) 10 (14.7) 23 (33.8) 28 (41.2) 

Cytokine Release Syndrome      

  -Total 46 (67.6) 12 (17.6) 13 (19.1) 8 (11.8) 13 (19.1) 

  Cytokine release syndrome 46 (67.6) 12 (17.6) 13 (19.1) 8 (11.8) 13 (19.1) 

  Haemophagocytic 
lymphohistiocytosis 

3 (4.4 ) 0 1 (1.5 ) 2 (2.9 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 38 (55.9) 3 (4.4 ) 4 (5.9 ) 14 (20.6) 17 (25.0) 

  Anaemia 14 (20.6) 4 (5.9 ) 3 (4.4 ) 7 (10.3) 0 

  White blood cell count decreased 14 (20.6) 1 (1.5 ) 2 (2.9 ) 4 (5.9 ) 7 (10.3) 

  Neutrophil count decreased 11 (16.2) 1 (1.5 ) 0 2 (2.9 ) 8 (11.8) 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutropenia 10 (14.7) 1 (1.5 ) 1 (1.5 ) 2 (2.9 ) 6 (8.8 ) 

  Platelet count decreased 10 (14.7) 1 (1.5 ) 2 (2.9 ) 2 (2.9 ) 5 (7.4 ) 

  Febrile neutropenia 6 (8.8 ) 1 (1.5 ) 1 (1.5 ) 4 (5.9 ) 0 

  Thrombocytopenia 6 (8.8 ) 0 2 (2.9 ) 3 (4.4 ) 1 (1.5 ) 

  Lymphocyte count decreased 5 (7.4 ) 1 (1.5 ) 0 4 (5.9 ) 0 

  Bone marrow failure 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Haemoglobin decreased 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Leukopenia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Lymphopenia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Monocyte count decreased 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Pancytopenia 1 (1.5 ) 0 0 1 (1.5 ) 0 

Infections      

  -Total 44 (64.7) 6 (8.8 ) 17 (25.0) 18 (26.5) 3 (4.4 ) 

  Nasopharyngitis 9 (13.2) 8 (11.8) 1 (1.5 ) 0 0 

  Upper respiratory tract infection 7 (10.3) 2 (2.9 ) 5 (7.4 ) 0 0 

  Herpes zoster 5 (7.4 ) 0 4 (5.9 ) 1 (1.5 ) 0 

  Rhinitis 5 (7.4 ) 4 (5.9 ) 1 (1.5 ) 0 0 

  Device related infection 4 (5.9 ) 0 2 (2.9 ) 2 (2.9 ) 0 

  Candida infection 3 (4.4 ) 1 (1.5 ) 0 2 (2.9 ) 0 



  

  

5807 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Gastroenteritis 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Pneumonia 3 (4.4 ) 0 0 3 (4.4 ) 0 

  Rash pustular 3 (4.4 ) 3 (4.4 ) 0 0 0 

  Sepsis 3 (4.4 ) 0 0 1 (1.5 ) 2 (2.9 ) 

  Sinusitis 3 (4.4 ) 0 1 (1.5 ) 2 (2.9 ) 0 

  Aspergillus infection 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Bacterial infection 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Bronchitis 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Cellulitis 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Enterovirus infection 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Infection 2 (2.9 ) 0 1 (1.5 ) 1 (1.5 ) 0 

  Influenza 2 (2.9 ) 1 (1.5 ) 0 1 (1.5 ) 0 

  Oral herpes 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Otitis externa 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Otitis media 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Respiratory syncytial virus infection 2 (2.9 ) 0 1 (1.5 ) 1 (1.5 ) 0 

  Vascular device infection 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Viral upper respiratory tract infection 2 (2.9 ) 0 2 (2.9 ) 0 0 

  Alternaria infection 1 (1.5 ) 0 0 1 (1.5 ) 0 



  

  

5808 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Atypical pneumonia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Body tinea 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Bronchopulmonary aspergillosis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Catheter site infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Cellulitis orbital 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Central nervous system infection 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Cerebral fungal infection 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Conjunctivitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Conjunctivitis viral 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Cystitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Enterococcal infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Escherichia urinary tract infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Eye infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Folliculitis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Gastrointestinal infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Helminthic infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Impetigo 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Laryngitis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Meningitis aseptic 1 (1.5 ) 0 0 1 (1.5 ) 0 



  

  

5809 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Molluscum contagiosum 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Mucosal infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Nail infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Oral fungal infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Otitis media acute 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Parainfluenzae virus infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Paronychia 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Parotitis 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Periorbital cellulitis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Pharyngitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Pneumonia haemophilus 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Pneumonia viral 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Pseudomembranous colitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Respiratory tract infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Rhinovirus infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Septic shock 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Skin infection 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Systemic infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Tinea pedis 1 (1.5 ) 0 1 (1.5 ) 0 0 



  

  

5810 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tonsillitis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Tooth infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Urinary tract infection viral 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Vulvitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 27 (39.7) 6 (8.8 ) 15 (22.1) 5 (7.4 ) 1 (1.5 ) 

  Hypogammaglobulinaemia 21 (30.9) 6 (8.8 ) 13 (19.1) 2 (2.9 ) 0 

  Immunoglobulins decreased 4 (5.9 ) 0 1 (1.5 ) 2 (2.9 ) 1 (1.5 ) 

  B-cell aplasia 2 (2.9 ) 0 1 (1.5 ) 1 (1.5 ) 0 

Serious neurological adverse reactions      

  -Total 18 (26.5) 5 (7.4 ) 6 (8.8 ) 6 (8.8 ) 1 (1.5 ) 

  Seizure 6 (8.8 ) 1 (1.5 ) 3 (4.4 ) 2 (2.9 ) 0 

  Tremor 4 (5.9 ) 3 (4.4 ) 1 (1.5 ) 0 0 

  Agitation 3 (4.4 ) 0 2 (2.9 ) 1 (1.5 ) 0 

  Confusional state 3 (4.4 ) 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 0 

  Muscular weakness 3 (4.4 ) 1 (1.5 ) 1 (1.5 ) 1 (1.5 ) 0 

  Delirium 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Disorientation 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 



  

  

5811 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Encephalopathy 2 (2.9 ) 0 0 1 (1.5 ) 1 (1.5 ) 

  Irritability 2 (2.9 ) 2 (2.9 ) 0 0 0 

  Lethargy 2 (2.9 ) 1 (1.5 ) 1 (1.5 ) 0 0 

  Somnolence 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Depressed level of consciousness 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Dysarthria 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Dyskinesia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Hallucination 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Restlessness 1 (1.5 ) 0 1 (1.5 ) 0 0 

Tumour Lysis Syndrome      

  -Total 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Tumour lysis syndrome 1 (1.5 ) 0 0 0 1 (1.5 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179d 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

43 (89.6) 6 (12.5) 7 (14.6) 12 (25.0) 18 (37.5) 

Cytokine Release Syndrome      

  -Total 31 (64.6) 6 (12.5) 9 (18.8) 6 (12.5) 10 (20.8) 

  Cytokine release syndrome 31 (64.6) 6 (12.5) 9 (18.8) 6 (12.5) 10 (20.8) 

  Haemophagocytic 
lymphohistiocytosis 

3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 21 (43.8) 1 (2.1 ) 2 (4.2 ) 9 (18.8) 9 (18.8) 

  Anaemia 6 (12.5) 4 (8.3 ) 1 (2.1 ) 1 (2.1 ) 0 

  White blood cell count decreased 6 (12.5) 0 2 (4.2 ) 2 (4.2 ) 2 (4.2 ) 

  Neutrophil count decreased 5 (10.4) 1 (2.1 ) 0 1 (2.1 ) 3 (6.3 ) 

  Platelet count decreased 5 (10.4) 1 (2.1 ) 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 



  

  

5814 

Timing: Within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutropenia 4 (8.3 ) 0 0 1 (2.1 ) 3 (6.3 ) 

  Febrile neutropenia 3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

  Bone marrow failure 2 (4.2 ) 0 0 2 (4.2 ) 0 

  Thrombocytopenia 2 (4.2 ) 0 0 1 (2.1 ) 1 (2.1 ) 

  Haemoglobin decreased 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Leukopenia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Pancytopenia 1 (2.1 ) 0 0 1 (2.1 ) 0 

Infections      

  -Total 17 (35.4) 1 (2.1 ) 10 (20.8) 5 (10.4) 1 (2.1 ) 

  Candida infection 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

  Device related infection 2 (4.2 ) 0 2 (4.2 ) 0 0 

  Upper respiratory tract infection 2 (4.2 ) 0 2 (4.2 ) 0 0 

  Aspergillus infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Cellulitis orbital 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Central nervous system infection 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Cerebral fungal infection 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Cystitis 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Eye infection 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Helminthic infection 1 (2.1 ) 1 (2.1 ) 0 0 0 



  

  

5815 

Timing: Within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Herpes zoster 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Paronychia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Pneumonia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Pneumonia viral 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Pseudomembranous colitis 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Respiratory tract infection 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Sinusitis 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Systemic infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Vascular device infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Vulvitis 1 (2.1 ) 0 1 (2.1 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 19 (39.6) 4 (8.3 ) 13 (27.1) 1 (2.1 ) 1 (2.1 ) 

  Hypogammaglobulinaemia 15 (31.3) 4 (8.3 ) 11 (22.9) 0 0 

  Immunoglobulins decreased 4 (8.3 ) 0 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

Serious neurological adverse reactions      

  -Total 11 (22.9) 3 (6.3 ) 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 

  Seizure 6 (12.5) 1 (2.1 ) 3 (6.3 ) 2 (4.2 ) 0 

  Disorientation 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 
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Timing: Within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Somnolence 2 (4.2 ) 0 0 2 (4.2 ) 0 

  Tremor 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Delirium 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Encephalopathy 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Hallucination 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Irritability 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Muscular weakness 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Restlessness 1 (2.1 ) 0 1 (2.1 ) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179d 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

17 (94.4) 0 4 (22.2) 7 (38.9) 6 (33.3) 

Cytokine Release Syndrome      

  -Total 12 (66.7) 6 (33.3) 2 (11.1) 3 (16.7) 1 (5.6 ) 

  Cytokine release syndrome 12 (66.7) 6 (33.3) 2 (11.1) 3 (16.7) 1 (5.6 ) 

Hematological disorders including 
cytopenias 

     

  -Total 13 (72.2) 2 (11.1) 1 (5.6 ) 4 (22.2) 6 (33.3) 

  Anaemia 7 (38.9) 1 (5.6 ) 1 (5.6 ) 5 (27.8) 0 

  Neutrophil count decreased 5 (27.8) 0 0 2 (11.1) 3 (16.7) 

  White blood cell count decreased 5 (27.8) 0 0 1 (5.6 ) 4 (22.2) 

  Platelet count decreased 4 (22.2) 0 0 2 (11.1) 2 (11.1) 

  Lymphocyte count decreased 3 (16.7) 0 0 3 (16.7) 0 

  Neutropenia 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 
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Timing: Within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Thrombocytopenia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Febrile neutropenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Monocyte count decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

Infections      

  -Total 7 (38.9) 0 2 (11.1) 4 (22.2) 1 (5.6 ) 

  Sepsis 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Bacterial infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Cellulitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Influenza 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Meningitis aseptic 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Nail infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Nasopharyngitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Rash pustular 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Respiratory syncytial virus infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Urinary tract infection viral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vascular device infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Viral upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Timing: Within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  B-cell aplasia 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hypogammaglobulinaemia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Serious neurological adverse reactions      

  -Total 6 (33.3) 1 (5.6 ) 2 (11.1) 3 (16.7) 0 

  Agitation 3 (16.7) 0 2 (11.1) 1 (5.6 ) 0 

  Confusional state 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Muscular weakness 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Tremor 2 (11.1) 2 (11.1) 0 0 0 

  Delirium 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Depressed level of consciousness 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Dyskinesia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Irritability 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lethargy 1 (5.6 ) 0 1 (5.6 ) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179d 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100) 0 0 0 3 (100) 

Cytokine Release Syndrome      

  -Total 3 (100) 0 1 (33.3) 0 2 (66.7) 

  Cytokine release syndrome 3 (100) 0 1 (33.3) 0 2 (66.7) 

Hematological disorders including 
cytopenias 

     

  -Total 2 (66.7) 0 0 0 2 (66.7) 

  Febrile neutropenia 1 (33.3) 0 0 1 (33.3) 0 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

  Neutrophil count decreased 1 (33.3) 0 0 0 1 (33.3) 

Infections      

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 0 0 
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Timing: Within 8 weeks post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bronchopulmonary aspergillosis 1 (33.3) 0 1 (33.3) 0 0 

  Parotitis 1 (33.3) 1 (33.3) 0 0 0 

Tumour Lysis Syndrome      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Tumour lysis syndrome 1 (33.3) 0 0 0 1 (33.3) 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179d 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

28 (65.1) 8 (18.6) 9 (20.9) 11 (25.6) 0 

Hematological disorders including 
cytopenias 

     

  -Total 8 (18.6) 3 (7.0 ) 2 (4.7 ) 3 (7.0 ) 0 

  Platelet count decreased 3 (7.0 ) 3 (7.0 ) 0 0 0 

  White blood cell count decreased 3 (7.0 ) 2 (4.7 ) 0 1 (2.3 ) 0 

  Anaemia 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Neutropenia 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Thrombocytopenia 2 (4.7 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Lymphocyte count decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Lymphopenia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Neutrophil count decreased 1 (2.3 ) 0 0 1 (2.3 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections      

  -Total 24 (55.8) 8 (18.6) 8 (18.6) 8 (18.6) 0 

  Nasopharyngitis 7 (16.3) 6 (14.0) 1 (2.3 ) 0 0 

  Herpes zoster 4 (9.3 ) 0 3 (7.0 ) 1 (2.3 ) 0 

  Gastroenteritis 3 (7.0 ) 3 (7.0 ) 0 0 0 

  Rhinitis 3 (7.0 ) 2 (4.7 ) 1 (2.3 ) 0 0 

  Bronchitis 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Otitis externa 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Otitis media 2 (4.7 ) 2 (4.7 ) 0 0 0 

  Central nervous system infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Device related infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Escherichia urinary tract infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gastrointestinal infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Impetigo 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Influenza 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Laryngitis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Molluscum contagiosum 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Oral herpes 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Otitis media acute 1 (2.3 ) 0 1 (2.3 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Pneumonia haemophilus 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Respiratory syncytial virus infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Septic shock 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Sinusitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Tinea pedis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Tonsillitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Tooth infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Upper respiratory tract infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 5 (11.6) 2 (4.7 ) 1 (2.3 ) 2 (4.7 ) 0 

  Hypogammaglobulinaemia 3 (7.0 ) 2 (4.7 ) 1 (2.3 ) 0 0 

  B-cell aplasia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Immunoglobulins decreased 1 (2.3 ) 0 0 1 (2.3 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179d 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

12 (80.0) 1 (6.7 ) 2 (13.3) 5 (33.3) 4 (26.7) 

Cytokine Release Syndrome      

  -Total 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Cytokine release syndrome 1 (6.7 ) 0 1 (6.7 ) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 8 (53.3) 0 1 (6.7 ) 4 (26.7) 3 (20.0) 

  Platelet count decreased 5 (33.3) 0 2 (13.3) 1 (6.7 ) 2 (13.3) 

  Anaemia 4 (26.7) 0 1 (6.7 ) 3 (20.0) 0 

  Neutrophil count decreased 4 (26.7) 0 0 2 (13.3) 2 (13.3) 

  White blood cell count decreased 4 (26.7) 0 0 2 (13.3) 2 (13.3) 

  Thrombocytopenia 2 (13.3) 0 1 (6.7 ) 1 (6.7 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Febrile neutropenia 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Lymphocyte count decreased 1 (6.7 ) 0 0 1 (6.7 ) 0 

Infections      

  -Total 9 (60.0) 1 (6.7 ) 2 (13.3) 5 (33.3) 1 (6.7 ) 

  Rash pustular 3 (20.0) 3 (20.0) 0 0 0 

  Enterovirus infection 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Upper respiratory tract infection 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Alternaria infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Aspergillus infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Atypical pneumonia 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Bacterial infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Body tinea 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Candida infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Catheter site infection 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Cellulitis 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Conjunctivitis 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Conjunctivitis viral 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Device related infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Enterococcal infection 1 (6.7 ) 0 0 1 (6.7 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Folliculitis 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Meningitis aseptic 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Mucosal infection 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Nasopharyngitis 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Oral herpes 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Parainfluenzae virus infection 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Periorbital cellulitis 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Pneumonia 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Rhinitis 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Rhinovirus infection 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Sepsis 1 (6.7 ) 0 0 0 1 (6.7 ) 

  Sinusitis 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Skin infection 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Viral upper respiratory tract infection 1 (6.7 ) 0 1 (6.7 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 2 (13.3) 0 1 (6.7 ) 1 (6.7 ) 0 

  Hypogammaglobulinaemia 2 (13.3) 0 1 (6.7 ) 1 (6.7 ) 0 

Serious neurological adverse reactions      
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (13.3) 1 (6.7 ) 1 (6.7 ) 0 0 

  Agitation 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Confusional state 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Dysarthria 1 (6.7 ) 0 1 (6.7 ) 0 0 

  Lethargy 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Muscular weakness 1 (6.7 ) 1 (6.7 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179d 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (100) 0 1 (50.0) 0 1 (50.0) 

Hematological disorders including 
cytopenias 

     

  -Total 1 (50.0) 0 0 0 1 (50.0) 

  Neutrophil count decreased 1 (50.0) 0 0 0 1 (50.0) 

Infections      

  -Total 2 (100) 0 2 (100) 0 0 

  Upper respiratory tract infection 2 (100) 0 2 (100) 0 0 

  Paronychia 1 (50.0) 0 1 (50.0) 0 0 

  Pharyngitis 1 (50.0) 0 1 (50.0) 0 0 

  Rhinitis 1 (50.0) 1 (50.0) 0 0 0 
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- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t179_gd_b2001x.sas@@/main/5 25JUN21:17:50                                        Final 

 
  



  

  

5834 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179d 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Region: Europe 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Lymphocyte count decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

Infections      

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Rhinitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179d 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Region: US 

 
All patients 

N=0 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179d 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179d 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

46 (95.8) 4 (8.3 ) 7 (14.6) 17 (35.4) 18 (37.5) 

Cytokine Release Syndrome      

  -Total 31 (64.6) 6 (12.5) 9 (18.8) 6 (12.5) 10 (20.8) 

  Cytokine release syndrome 31 (64.6) 6 (12.5) 9 (18.8) 6 (12.5) 10 (20.8) 

  Haemophagocytic 
lymphohistiocytosis 

3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 22 (45.8) 1 (2.1 ) 3 (6.3 ) 9 (18.8) 9 (18.8) 

  White blood cell count decreased 8 (16.7) 1 (2.1 ) 2 (4.2 ) 3 (6.3 ) 2 (4.2 ) 

  Anaemia 6 (12.5) 3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 0 

  Neutropenia 6 (12.5) 1 (2.1 ) 1 (2.1 ) 1 (2.1 ) 3 (6.3 ) 



  

  

5839 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 5 (10.4) 1 (2.1 ) 0 1 (2.1 ) 3 (6.3 ) 

  Platelet count decreased 5 (10.4) 1 (2.1 ) 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

  Febrile neutropenia 3 (6.3 ) 0 1 (2.1 ) 2 (4.2 ) 0 

  Thrombocytopenia 3 (6.3 ) 0 1 (2.1 ) 1 (2.1 ) 1 (2.1 ) 

  Bone marrow failure 2 (4.2 ) 0 0 2 (4.2 ) 0 

  Haemoglobin decreased 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Leukopenia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Lymphocyte count decreased 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Lymphopenia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Pancytopenia 1 (2.1 ) 0 0 1 (2.1 ) 0 

Infections      

  -Total 30 (62.5) 5 (10.4) 12 (25.0) 12 (25.0) 1 (2.1 ) 

  Nasopharyngitis 7 (14.6) 6 (12.5) 1 (2.1 ) 0 0 

  Herpes zoster 5 (10.4) 0 4 (8.3 ) 1 (2.1 ) 0 

  Device related infection 3 (6.3 ) 0 2 (4.2 ) 1 (2.1 ) 0 

  Gastroenteritis 3 (6.3 ) 3 (6.3 ) 0 0 0 

  Rhinitis 3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 0 0 

  Upper respiratory tract infection 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 0 0 
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bronchitis 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Candida infection 2 (4.2 ) 1 (2.1 ) 0 1 (2.1 ) 0 

  Otitis externa 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Otitis media 2 (4.2 ) 2 (4.2 ) 0 0 0 

  Pneumonia 2 (4.2 ) 0 0 2 (4.2 ) 0 

  Sinusitis 2 (4.2 ) 0 1 (2.1 ) 1 (2.1 ) 0 

  Aspergillus infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Cellulitis orbital 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Central nervous system infection 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Cerebral fungal infection 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Cystitis 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Escherichia urinary tract infection 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Eye infection 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Gastrointestinal infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Helminthic infection 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Impetigo 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Infection 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Influenza 1 (2.1 ) 0 0 1 (2.1 ) 0 
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Laryngitis 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Molluscum contagiosum 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Oral herpes 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Otitis media acute 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Paronychia 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Pneumonia haemophilus 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Pneumonia viral 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Pseudomembranous colitis 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Respiratory syncytial virus infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Respiratory tract infection 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Septic shock 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Systemic infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Tinea pedis 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Tonsillitis 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Tooth infection 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Vascular device infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Vulvitis 1 (2.1 ) 0 1 (2.1 ) 0 0 
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 24 (50.0) 6 (12.5) 14 (29.2) 3 (6.3 ) 1 (2.1 ) 

  Hypogammaglobulinaemia 18 (37.5) 6 (12.5) 12 (25.0) 0 0 

  Immunoglobulins decreased 5 (10.4) 0 2 (4.2 ) 2 (4.2 ) 1 (2.1 ) 

  B-cell aplasia 1 (2.1 ) 0 0 1 (2.1 ) 0 

Serious neurological adverse reactions      

  -Total 11 (22.9) 3 (6.3 ) 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 

  Seizure 6 (12.5) 1 (2.1 ) 3 (6.3 ) 2 (4.2 ) 0 

  Disorientation 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Somnolence 2 (4.2 ) 0 0 2 (4.2 ) 0 

  Tremor 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 0 0 

  Delirium 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Encephalopathy 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Hallucination 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Irritability 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Muscular weakness 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Restlessness 1 (2.1 ) 0 1 (2.1 ) 0 0 
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- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179d 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

17 (94.4) 0 3 (16.7) 7 (38.9) 7 (38.9) 

Cytokine Release Syndrome      

  -Total 13 (72.2) 6 (33.3) 3 (16.7) 3 (16.7) 1 (5.6 ) 

  Cytokine release syndrome 13 (72.2) 6 (33.3) 3 (16.7) 3 (16.7) 1 (5.6 ) 

Hematological disorders including 
cytopenias 

     

  -Total 14 (77.8) 2 (11.1) 1 (5.6 ) 5 (27.8) 6 (33.3) 

  Anaemia 8 (44.4) 1 (5.6 ) 1 (5.6 ) 6 (33.3) 0 

  White blood cell count decreased 6 (33.3) 0 0 1 (5.6 ) 5 (27.8) 

  Neutrophil count decreased 5 (27.8) 0 0 1 (5.6 ) 4 (22.2) 

  Platelet count decreased 5 (27.8) 0 0 1 (5.6 ) 4 (22.2) 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphocyte count decreased 4 (22.2) 0 0 4 (22.2) 0 

  Neutropenia 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Thrombocytopenia 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Febrile neutropenia 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Monocyte count decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

Infections      

  -Total 13 (72.2) 1 (5.6 ) 4 (22.2) 6 (33.3) 2 (11.1) 

  Rash pustular 3 (16.7) 3 (16.7) 0 0 0 

  Sepsis 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Bacterial infection 2 (11.1) 0 0 2 (11.1) 0 

  Cellulitis 2 (11.1) 0 2 (11.1) 0 0 

  Enterovirus infection 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Nasopharyngitis 2 (11.1) 2 (11.1) 0 0 0 

  Upper respiratory tract infection 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Viral upper respiratory tract infection 2 (11.1) 0 2 (11.1) 0 0 

  Alternaria infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Aspergillus infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Atypical pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Body tinea 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Candida infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Catheter site infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Conjunctivitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Conjunctivitis viral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Device related infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Enterococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Folliculitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Influenza 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Meningitis aseptic 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Mucosal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Nail infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Oral herpes 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Parainfluenzae virus infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Periorbital cellulitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 



  

  

5847 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory syncytial virus infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Rhinitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rhinovirus infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Sinusitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Skin infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Urinary tract infection viral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vascular device infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 4 (22.2) 0 2 (11.1) 2 (11.1) 0 

  Hypogammaglobulinaemia 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  B-cell aplasia 1 (5.6 ) 0 1 (5.6 ) 0 0 

Serious neurological adverse reactions      

  -Total 7 (38.9) 2 (11.1) 2 (11.1) 3 (16.7) 0 

  Agitation 3 (16.7) 0 2 (11.1) 1 (5.6 ) 0 

  Confusional state 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Lethargy 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Muscular weakness 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 



  

  

5848 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tremor 2 (11.1) 2 (11.1) 0 0 0 

  Delirium 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Depressed level of consciousness 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Dysarthria 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Dyskinesia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Irritability 1 (5.6 ) 1 (5.6 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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5849 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179d 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100) 0 0 0 3 (100) 

Cytokine Release Syndrome      

  -Total 3 (100) 0 1 (33.3) 0 2 (66.7) 

  Cytokine release syndrome 3 (100) 0 1 (33.3) 0 2 (66.7) 

Hematological disorders including 
cytopenias 

     

  -Total 2 (66.7) 0 0 0 2 (66.7) 

  Febrile neutropenia 1 (33.3) 0 0 1 (33.3) 0 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

  Neutrophil count decreased 1 (33.3) 0 0 0 1 (33.3) 

Infections      

  -Total 2 (66.7) 0 2 (66.7) 0 0 



  

  

5850 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Upper respiratory tract infection 2 (66.7) 0 2 (66.7) 0 0 

  Bronchopulmonary aspergillosis 1 (33.3) 0 1 (33.3) 0 0 

  Paronychia 1 (33.3) 0 1 (33.3) 0 0 

  Parotitis 1 (33.3) 1 (33.3) 0 0 0 

  Pharyngitis 1 (33.3) 0 1 (33.3) 0 0 

  Rhinitis 1 (33.3) 1 (33.3) 0 0 0 

Tumour Lysis Syndrome      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Tumour lysis syndrome 1 (33.3) 0 0 0 1 (33.3) 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179e 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

38 (90.5) 3 (7.1 ) 7 (16.7) 11 (26.2) 17 (40.5) 

Cytokine Release Syndrome      

  -Total 25 (59.5) 7 (16.7) 9 (21.4) 4 (9.5 ) 5 (11.9) 

  Cytokine release syndrome 25 (59.5) 7 (16.7) 9 (21.4) 4 (9.5 ) 5 (11.9) 

Hematological disorders including 
cytopenias 

     

  -Total 24 (57.1) 2 (4.8 ) 1 (2.4 ) 9 (21.4) 12 (28.6) 

  Anaemia 9 (21.4) 4 (9.5 ) 1 (2.4 ) 4 (9.5 ) 0 

  Neutrophil count decreased 9 (21.4) 1 (2.4 ) 0 2 (4.8 ) 6 (14.3) 

  White blood cell count decreased 8 (19.0) 0 2 (4.8 ) 1 (2.4 ) 5 (11.9) 

  Platelet count decreased 7 (16.7) 1 (2.4 ) 2 (4.8 ) 2 (4.8 ) 2 (4.8 ) 

  Neutropenia 4 (9.5 ) 0 0 1 (2.4 ) 3 (7.1 ) 

  Febrile neutropenia 2 (4.8 ) 0 0 2 (4.8 ) 0 



  

  

5852 

Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphocyte count decreased 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Thrombocytopenia 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Bone marrow failure 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Haemoglobin decreased 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Leukopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Monocyte count decreased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Pancytopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

Infections      

  -Total 14 (33.3) 2 (4.8 ) 7 (16.7) 4 (9.5 ) 1 (2.4 ) 

  Upper respiratory tract infection 2 (4.8 ) 0 2 (4.8 ) 0 0 

  Bacterial infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Candida infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Central nervous system infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Cerebral fungal infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Cystitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Device related infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Helminthic infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Herpes zoster 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Infection 1 (2.4 ) 0 0 1 (2.4 ) 0 



  

  

5853 

Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oral fungal infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Parotitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Pneumonia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pseudomembranous colitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Sepsis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Sinusitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Vulvitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 16 (38.1) 3 (7.1 ) 11 (26.2) 1 (2.4 ) 1 (2.4 ) 

  Hypogammaglobulinaemia 14 (33.3) 3 (7.1 ) 10 (23.8) 1 (2.4 ) 0 

  B-cell aplasia 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Immunoglobulins decreased 1 (2.4 ) 0 0 0 1 (2.4 ) 

Serious neurological adverse reactions      

  -Total 8 (19.0) 2 (4.8 ) 2 (4.8 ) 3 (7.1 ) 1 (2.4 ) 

  Seizure 4 (9.5 ) 1 (2.4 ) 1 (2.4 ) 2 (4.8 ) 0 

  Delirium 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Somnolence 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Agitation 1 (2.4 ) 0 1 (2.4 ) 0 0 



  

  

5854 

Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Disorientation 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Encephalopathy 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Muscular weakness 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Restlessness 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Tremor 1 (2.4 ) 1 (2.4 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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5856 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179e 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

25 (92.6) 3 (11.1) 4 (14.8) 8 (29.6) 10 (37.0) 

Cytokine Release Syndrome      

  -Total 21 (77.8) 5 (18.5) 3 (11.1) 5 (18.5) 8 (29.6) 

  Cytokine release syndrome 21 (77.8) 5 (18.5) 3 (11.1) 5 (18.5) 8 (29.6) 

  Haemophagocytic 
lymphohistiocytosis 

3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 12 (44.4) 1 (3.7 ) 2 (7.4 ) 4 (14.8) 5 (18.5) 

  Anaemia 4 (14.8) 1 (3.7 ) 1 (3.7 ) 2 (7.4 ) 0 

  Neutropenia 4 (14.8) 0 0 1 (3.7 ) 3 (11.1) 

  Febrile neutropenia 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  White blood cell count decreased 3 (11.1) 0 0 2 (7.4 ) 1 (3.7 ) 



  

  

5857 

Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Platelet count decreased 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Thrombocytopenia 2 (7.4 ) 0 1 (3.7 ) 0 1 (3.7 ) 

  Bone marrow failure 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Lymphocyte count decreased 1 (3.7 ) 0 0 1 (3.7 ) 0 

Infections      

  -Total 12 (44.4) 0 6 (22.2) 5 (18.5) 1 (3.7 ) 

  Vascular device infection 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Aspergillus infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Bronchopulmonary aspergillosis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Candida infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Cellulitis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Cellulitis orbital 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Device related infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Eye infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Influenza 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Meningitis aseptic 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Nail infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Nasopharyngitis 1 (3.7 ) 1 (3.7 ) 0 0 0 



  

  

5858 

Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Paronychia 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Pneumonia viral 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Rash pustular 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Respiratory syncytial virus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Respiratory tract infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Sepsis 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Systemic infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Urinary tract infection viral 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Viral upper respiratory tract infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 5 (18.5) 1 (3.7 ) 3 (11.1) 1 (3.7 ) 0 

  Immunoglobulins decreased 3 (11.1) 0 2 (7.4 ) 1 (3.7 ) 0 

  Hypogammaglobulinaemia 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

Serious neurological adverse reactions      

  -Total 9 (33.3) 2 (7.4 ) 4 (14.8) 3 (11.1) 0 

  Tremor 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Agitation 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Confusional state 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 



  

  

5859 

Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Irritability 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Muscular weakness 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Seizure 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Depressed level of consciousness 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Disorientation 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Dyskinesia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Encephalopathy 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Hallucination 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Lethargy 1 (3.7 ) 0 1 (3.7 ) 0 0 

Tumour Lysis Syndrome      

  -Total 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Tumour lysis syndrome 1 (3.7 ) 0 0 0 1 (3.7 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179e 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

31 (81.6) 7 (18.4) 11 (28.9) 9 (23.7) 4 (10.5) 

Cytokine Release Syndrome      

  -Total 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Cytokine release syndrome 1 (2.6 ) 0 1 (2.6 ) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 13 (34.2) 2 (5.3 ) 3 (7.9 ) 4 (10.5) 4 (10.5) 

  Platelet count decreased 7 (18.4) 2 (5.3 ) 2 (5.3 ) 1 (2.6 ) 2 (5.3 ) 

  Anaemia 5 (13.2) 1 (2.6 ) 1 (2.6 ) 3 (7.9 ) 0 

  Neutrophil count decreased 5 (13.2) 0 0 2 (5.3 ) 3 (7.9 ) 

  White blood cell count decreased 5 (13.2) 1 (2.6 ) 0 2 (5.3 ) 2 (5.3 ) 

  Lymphocyte count decreased 2 (5.3 ) 1 (2.6 ) 0 1 (2.6 ) 0 



  

  

5862 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Thrombocytopenia 2 (5.3 ) 0 2 (5.3 ) 0 0 

  Febrile neutropenia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Lymphopenia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Neutropenia 1 (2.6 ) 0 1 (2.6 ) 0 0 

Infections      

  -Total 25 (65.8) 7 (18.4) 11 (28.9) 7 (18.4) 0 

  Nasopharyngitis 6 (15.8) 5 (13.2) 1 (2.6 ) 0 0 

  Rhinitis 5 (13.2) 4 (10.5) 1 (2.6 ) 0 0 

  Upper respiratory tract infection 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 

  Bronchitis 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Gastroenteritis 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Herpes zoster 2 (5.3 ) 0 2 (5.3 ) 0 0 

  Oral herpes 2 (5.3 ) 0 2 (5.3 ) 0 0 

  Otitis externa 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 0 0 

  Otitis media 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Rash pustular 2 (5.3 ) 2 (5.3 ) 0 0 0 

  Atypical pneumonia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Cellulitis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Central nervous system infection 1 (2.6 ) 0 1 (2.6 ) 0 0 



  

  

5863 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Conjunctivitis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Conjunctivitis viral 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Device related infection 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Enterovirus infection 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Escherichia urinary tract infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Folliculitis 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Gastrointestinal infection 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Impetigo 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Laryngitis 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Molluscum contagiosum 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Otitis media acute 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Periorbital cellulitis 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Pneumonia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Pneumonia haemophilus 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Respiratory syncytial virus infection 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Skin infection 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Tinea pedis 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Tooth infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Viral upper respiratory tract infection 1 (2.6 ) 0 1 (2.6 ) 0 0 



  

  

5864 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 5 (13.2) 2 (5.3 ) 1 (2.6 ) 2 (5.3 ) 0 

  Hypogammaglobulinaemia 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 0 0 

  B-cell aplasia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Immunoglobulins decreased 1 (2.6 ) 0 0 1 (2.6 ) 0 

Serious neurological adverse reactions      

  -Total 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Confusional state 1 (2.6 ) 1 (2.6 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179e 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

11 (50.0) 2 (9.1 ) 1 (4.5 ) 7 (31.8) 1 (4.5 ) 

Hematological disorders including 
cytopenias 

     

  -Total 4 (18.2) 1 (4.5 ) 0 3 (13.6) 0 

  Thrombocytopenia 2 (9.1 ) 0 0 2 (9.1 ) 0 

  White blood cell count decreased 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Anaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Neutropenia 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Neutrophil count decreased 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Platelet count decreased 1 (4.5 ) 1 (4.5 ) 0 0 0 

Infections      

  -Total 10 (45.5) 2 (9.1 ) 1 (4.5 ) 6 (27.3) 1 (4.5 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Herpes zoster 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Nasopharyngitis 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Sinusitis 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Upper respiratory tract infection 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Alternaria infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Aspergillus infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Bacterial infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Body tinea 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Candida infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Catheter site infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Device related infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterococcal infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterovirus infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Gastroenteritis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Influenza 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Meningitis aseptic 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Mucosal infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Parainfluenzae virus infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Paronychia 1 (4.5 ) 0 1 (4.5 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pharyngitis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pneumonia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Rash pustular 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rhinovirus infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Sepsis 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Septic shock 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Tonsillitis 1 (4.5 ) 0 0 1 (4.5 ) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Hypogammaglobulinaemia 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

Serious neurological adverse reactions      

  -Total 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Agitation 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Dysarthria 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Lethargy 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Muscular weakness 1 (4.5 ) 1 (4.5 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179e 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=16 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (18.8) 2 (12.5) 1 (6.3 ) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 1 (6.3 ) 1 (6.3 ) 0 0 0 

  Lymphocyte count decreased 1 (6.3 ) 1 (6.3 ) 0 0 0 

Infections      

  -Total 2 (12.5) 1 (6.3 ) 1 (6.3 ) 0 0 

  Infection 1 (6.3 ) 0 1 (6.3 ) 0 0 

  Rhinitis 1 (6.3 ) 1 (6.3 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 
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patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179e 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=4 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179e 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

41 (97.6) 2 (4.8 ) 8 (19.0) 14 (33.3) 17 (40.5) 

Cytokine Release Syndrome      

  -Total 26 (61.9) 7 (16.7) 10 (23.8) 4 (9.5 ) 5 (11.9) 

  Cytokine release syndrome 26 (61.9) 7 (16.7) 10 (23.8) 4 (9.5 ) 5 (11.9) 

Hematological disorders including 
cytopenias 

     

  -Total 26 (61.9) 2 (4.8 ) 3 (7.1 ) 9 (21.4) 12 (28.6) 

  White blood cell count decreased 11 (26.2) 1 (2.4 ) 2 (4.8 ) 2 (4.8 ) 6 (14.3) 

  Anaemia 10 (23.8) 3 (7.1 ) 2 (4.8 ) 5 (11.9) 0 

  Neutrophil count decreased 9 (21.4) 1 (2.4 ) 0 1 (2.4 ) 7 (16.7) 

  Platelet count decreased 8 (19.0) 1 (2.4 ) 2 (4.8 ) 1 (2.4 ) 4 (9.5 ) 

  Neutropenia 5 (11.9) 0 1 (2.4 ) 1 (2.4 ) 3 (7.1 ) 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphocyte count decreased 4 (9.5 ) 1 (2.4 ) 0 3 (7.1 ) 0 

  Thrombocytopenia 4 (9.5 ) 0 2 (4.8 ) 2 (4.8 ) 0 

  Febrile neutropenia 3 (7.1 ) 1 (2.4 ) 0 2 (4.8 ) 0 

  Bone marrow failure 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Haemoglobin decreased 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Leukopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Lymphopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Monocyte count decreased 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Pancytopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

Infections      

  -Total 30 (71.4) 6 (14.3) 13 (31.0) 10 (23.8) 1 (2.4 ) 

  Nasopharyngitis 6 (14.3) 5 (11.9) 1 (2.4 ) 0 0 

  Rhinitis 5 (11.9) 4 (9.5 ) 1 (2.4 ) 0 0 

  Upper respiratory tract infection 5 (11.9) 2 (4.8 ) 3 (7.1 ) 0 0 

  Herpes zoster 3 (7.1 ) 0 3 (7.1 ) 0 0 

  Bronchitis 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Device related infection 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Gastroenteritis 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Infection 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oral herpes 2 (4.8 ) 0 2 (4.8 ) 0 0 

  Otitis externa 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Otitis media 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Pneumonia 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Rash pustular 2 (4.8 ) 2 (4.8 ) 0 0 0 

  Atypical pneumonia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Bacterial infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Candida infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Cellulitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Central nervous system infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Cerebral fungal infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Conjunctivitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Conjunctivitis viral 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Cystitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Enterovirus infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Escherichia urinary tract infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Folliculitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Gastrointestinal infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Helminthic infection 1 (2.4 ) 1 (2.4 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Impetigo 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Laryngitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Molluscum contagiosum 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Oral fungal infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Otitis media acute 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Parotitis 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Periorbital cellulitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pneumonia haemophilus 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pseudomembranous colitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Respiratory syncytial virus infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Sepsis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Sinusitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Skin infection 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Tinea pedis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Tooth infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Viral upper respiratory tract infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Vulvitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 21 (50.0) 5 (11.9) 12 (28.6) 3 (7.1 ) 1 (2.4 ) 

  Hypogammaglobulinaemia 17 (40.5) 5 (11.9) 11 (26.2) 1 (2.4 ) 0 

  B-cell aplasia 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Immunoglobulins decreased 2 (4.8 ) 0 0 1 (2.4 ) 1 (2.4 ) 

Serious neurological adverse reactions      

  -Total 9 (21.4) 3 (7.1 ) 2 (4.8 ) 3 (7.1 ) 1 (2.4 ) 

  Seizure 4 (9.5 ) 1 (2.4 ) 1 (2.4 ) 2 (4.8 ) 0 

  Delirium 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 0 0 

  Somnolence 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Agitation 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Confusional state 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Disorientation 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Encephalopathy 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Muscular weakness 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Restlessness 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Tremor 1 (2.4 ) 1 (2.4 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179e 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

25 (92.6) 2 (7.4 ) 2 (7.4 ) 10 (37.0) 11 (40.7) 

Cytokine Release Syndrome      

  -Total 21 (77.8) 5 (18.5) 3 (11.1) 5 (18.5) 8 (29.6) 

  Cytokine release syndrome 21 (77.8) 5 (18.5) 3 (11.1) 5 (18.5) 8 (29.6) 

  Haemophagocytic 
lymphohistiocytosis 

3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 12 (44.4) 1 (3.7 ) 1 (3.7 ) 5 (18.5) 5 (18.5) 

  Neutropenia 5 (18.5) 1 (3.7 ) 0 1 (3.7 ) 3 (11.1) 

  Anaemia 4 (14.8) 1 (3.7 ) 1 (3.7 ) 2 (7.4 ) 0 

  Febrile neutropenia 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 3 (11.1) 0 0 2 (7.4 ) 1 (3.7 ) 

  Neutrophil count decreased 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Platelet count decreased 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Thrombocytopenia 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Bone marrow failure 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Lymphocyte count decreased 1 (3.7 ) 0 0 1 (3.7 ) 0 

Infections      

  -Total 15 (55.6) 0 5 (18.5) 8 (29.6) 2 (7.4 ) 

  Nasopharyngitis 3 (11.1) 3 (11.1) 0 0 0 

  Aspergillus infection 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Candida infection 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Device related infection 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Herpes zoster 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Influenza 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Paronychia 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Sepsis 2 (7.4 ) 0 0 0 2 (7.4 ) 

  Sinusitis 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Upper respiratory tract infection 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Vascular device infection 2 (7.4 ) 0 0 2 (7.4 ) 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alternaria infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Bacterial infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Body tinea 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Bronchopulmonary aspergillosis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Catheter site infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Cellulitis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Cellulitis orbital 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Enterococcal infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Enterovirus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Eye infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Gastroenteritis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Meningitis aseptic 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Mucosal infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Nail infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Parainfluenzae virus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Pharyngitis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Pneumonia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Pneumonia viral 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Rash pustular 1 (3.7 ) 1 (3.7 ) 0 0 0 



  

  

5881 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory syncytial virus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Respiratory tract infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rhinovirus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Septic shock 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Systemic infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Tonsillitis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Urinary tract infection viral 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Viral upper respiratory tract infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 7 (25.9) 1 (3.7 ) 4 (14.8) 2 (7.4 ) 0 

  Hypogammaglobulinaemia 4 (14.8) 1 (3.7 ) 2 (7.4 ) 1 (3.7 ) 0 

  Immunoglobulins decreased 3 (11.1) 0 2 (7.4 ) 1 (3.7 ) 0 

Serious neurological adverse reactions      

  -Total 9 (33.3) 2 (7.4 ) 4 (14.8) 3 (11.1) 0 

  Tremor 3 (11.1) 2 (7.4 ) 1 (3.7 ) 0 0 

  Agitation 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Confusional state 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Irritability 2 (7.4 ) 2 (7.4 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lethargy 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Muscular weakness 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Seizure 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Depressed level of consciousness 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Disorientation 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Dysarthria 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Dyskinesia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Encephalopathy 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Hallucination 1 (3.7 ) 0 1 (3.7 ) 0 0 

Tumour Lysis Syndrome      

  -Total 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Tumour lysis syndrome 1 (3.7 ) 0 0 0 1 (3.7 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179f 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

24 (92.3) 3 (11.5) 6 (23.1) 6 (23.1) 9 (34.6) 

Cytokine Release Syndrome      

  -Total 15 (57.7) 3 (11.5) 6 (23.1) 2 (7.7 ) 4 (15.4) 

  Cytokine release syndrome 15 (57.7) 3 (11.5) 6 (23.1) 2 (7.7 ) 4 (15.4) 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.8 ) 0 0 1 (3.8 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 13 (50.0) 0 2 (7.7 ) 6 (23.1) 5 (19.2) 

  Anaemia 5 (19.2) 2 (7.7 ) 2 (7.7 ) 1 (3.8 ) 0 

  Neutrophil count decreased 5 (19.2) 1 (3.8 ) 0 2 (7.7 ) 2 (7.7 ) 

  Platelet count decreased 5 (19.2) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 2 (7.7 ) 

  Febrile neutropenia 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 



  

  

5885 

Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 3 (11.5) 0 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 

  Bone marrow failure 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Haemoglobin decreased 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Neutropenia 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Pancytopenia 1 (3.8 ) 0 0 1 (3.8 ) 0 

Infections      

  -Total 9 (34.6) 1 (3.8 ) 7 (26.9) 1 (3.8 ) 0 

  Device related infection 2 (7.7 ) 0 2 (7.7 ) 0 0 

  Eye infection 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Herpes zoster 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Influenza 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Meningitis aseptic 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Nail infection 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Oral fungal infection 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Parotitis 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Respiratory tract infection 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Upper respiratory tract infection 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Vulvitis 1 (3.8 ) 0 1 (3.8 ) 0 0 
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Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 10 (38.5) 3 (11.5) 6 (23.1) 0 1 (3.8 ) 

  Hypogammaglobulinaemia 8 (30.8) 3 (11.5) 5 (19.2) 0 0 

  Immunoglobulins decreased 2 (7.7 ) 0 1 (3.8 ) 0 1 (3.8 ) 

Serious neurological adverse reactions      

  -Total 6 (23.1) 2 (7.7 ) 2 (7.7 ) 2 (7.7 ) 0 

  Seizure 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

  Delirium 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Agitation 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Irritability 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Tremor 1 (3.8 ) 1 (3.8 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179f 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

37 (92.5) 3 (7.5 ) 5 (12.5) 13 (32.5) 16 (40.0) 

Cytokine Release Syndrome      

  -Total 29 (72.5) 8 (20.0) 6 (15.0) 7 (17.5) 8 (20.0) 

  Cytokine release syndrome 29 (72.5) 8 (20.0) 6 (15.0) 7 (17.5) 8 (20.0) 

  Haemophagocytic 
lymphohistiocytosis 

2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 22 (55.0) 3 (7.5 ) 1 (2.5 ) 7 (17.5) 11 (27.5) 

  Anaemia 8 (20.0) 3 (7.5 ) 0 5 (12.5) 0 

  White blood cell count decreased 7 (17.5) 0 1 (2.5 ) 2 (5.0 ) 4 (10.0) 

  Neutropenia 6 (15.0) 0 0 1 (2.5 ) 5 (12.5) 

  Neutrophil count decreased 6 (15.0) 0 0 1 (2.5 ) 5 (12.5) 



  

  

5890 

Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Thrombocytopenia 4 (10.0) 0 1 (2.5 ) 2 (5.0 ) 1 (2.5 ) 

  Lymphocyte count decreased 3 (7.5 ) 0 0 3 (7.5 ) 0 

  Platelet count decreased 3 (7.5 ) 0 1 (2.5 ) 1 (2.5 ) 1 (2.5 ) 

  Febrile neutropenia 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Bone marrow failure 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Leukopenia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Monocyte count decreased 1 (2.5 ) 1 (2.5 ) 0 0 0 

Infections      

  -Total 16 (40.0) 1 (2.5 ) 5 (12.5) 8 (20.0) 2 (5.0 ) 

  Candida infection 2 (5.0 ) 1 (2.5 ) 0 1 (2.5 ) 0 

  Sepsis 2 (5.0 ) 0 0 1 (2.5 ) 1 (2.5 ) 

  Vascular device infection 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Aspergillus infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Bacterial infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Bronchopulmonary aspergillosis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Cellulitis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Cellulitis orbital 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Central nervous system infection 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Cerebral fungal infection 1 (2.5 ) 0 0 0 1 (2.5 ) 
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Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Helminthic infection 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Nasopharyngitis 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Paronychia 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Pneumonia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Pneumonia viral 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Rash pustular 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Respiratory syncytial virus infection 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Sinusitis 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Systemic infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Upper respiratory tract infection 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Urinary tract infection viral 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Viral upper respiratory tract infection 1 (2.5 ) 0 1 (2.5 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 11 (27.5) 1 (2.5 ) 8 (20.0) 2 (5.0 ) 0 

  Hypogammaglobulinaemia 8 (20.0) 1 (2.5 ) 6 (15.0) 1 (2.5 ) 0 

  Immunoglobulins decreased 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  B-cell aplasia 1 (2.5 ) 0 1 (2.5 ) 0 0 



  

  

5892 

Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Serious neurological adverse reactions      

  -Total 10 (25.0) 2 (5.0 ) 4 (10.0) 4 (10.0) 0 

  Muscular weakness 3 (7.5 ) 1 (2.5 ) 1 (2.5 ) 1 (2.5 ) 0 

  Seizure 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 0 0 

  Tremor 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Agitation 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Confusional state 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Disorientation 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Depressed level of consciousness 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Dyskinesia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Encephalopathy 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Hallucination 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Irritability 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Lethargy 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Somnolence 1 (2.5 ) 0 0 1 (2.5 ) 0 

Tumour Lysis Syndrome      

  -Total 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Tumour lysis syndrome 1 (2.5 ) 0 0 0 1 (2.5 ) 

 



  

  

5893 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179f 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (66.7) 0 0 0 2 (66.7) 

Cytokine Release Syndrome      

  -Total 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Cytokine release syndrome 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

Hematological disorders including 
cytopenias 

     

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

  Platelet count decreased 1 (33.3) 0 0 1 (33.3) 0 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Infections      

  -Total 1 (33.3) 0 1 (33.3) 0 0 



  

  

5895 

Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cystitis 1 (33.3) 0 1 (33.3) 0 0 

  Pseudomembranous colitis 1 (33.3) 0 1 (33.3) 0 0 

Serious neurological adverse reactions      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Encephalopathy 1 (33.3) 0 0 0 1 (33.3) 

  Restlessness 1 (33.3) 0 1 (33.3) 0 0 

  Somnolence 1 (33.3) 0 0 1 (33.3) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179f 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

18 (75.0) 5 (20.8) 2 (8.3 ) 9 (37.5) 2 (8.3 ) 

Hematological disorders including 
cytopenias 

     

  -Total 8 (33.3) 2 (8.3 ) 2 (8.3 ) 2 (8.3 ) 2 (8.3 ) 

  Platelet count decreased 5 (20.8) 3 (12.5) 2 (8.3 ) 0 0 

  White blood cell count decreased 4 (16.7) 2 (8.3 ) 0 1 (4.2 ) 1 (4.2 ) 

  Neutrophil count decreased 3 (12.5) 0 0 1 (4.2 ) 2 (8.3 ) 

  Anaemia 2 (8.3 ) 0 1 (4.2 ) 1 (4.2 ) 0 

  Lymphocyte count decreased 2 (8.3 ) 1 (4.2 ) 0 1 (4.2 ) 0 

  Neutropenia 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Thrombocytopenia 1 (4.2 ) 0 1 (4.2 ) 0 0 

Infections      
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 14 (58.3) 3 (12.5) 3 (12.5) 8 (33.3) 0 

  Herpes zoster 3 (12.5) 0 2 (8.3 ) 1 (4.2 ) 0 

  Upper respiratory tract infection 3 (12.5) 1 (4.2 ) 2 (8.3 ) 0 0 

  Device related infection 2 (8.3 ) 0 0 2 (8.3 ) 0 

  Gastroenteritis 2 (8.3 ) 2 (8.3 ) 0 0 0 

  Nasopharyngitis 2 (8.3 ) 2 (8.3 ) 0 0 0 

  Body tinea 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Bronchitis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Cellulitis 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Influenza 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Laryngitis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Meningitis aseptic 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Otitis externa 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Otitis media 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Otitis media acute 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Parainfluenzae virus infection 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Pneumonia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Pneumonia haemophilus 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Rash pustular 1 (4.2 ) 1 (4.2 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Respiratory syncytial virus infection 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Rhinitis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Skin infection 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Tinea pedis 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Tonsillitis 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Tooth infection 1 (4.2 ) 0 1 (4.2 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 4 (16.7) 1 (4.2 ) 1 (4.2 ) 2 (8.3 ) 0 

  Hypogammaglobulinaemia 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  B-cell aplasia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Immunoglobulins decreased 1 (4.2 ) 0 0 1 (4.2 ) 0 

Serious neurological adverse reactions      

  -Total 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Confusional state 1 (4.2 ) 1 (4.2 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179f 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

21 (63.6) 4 (12.1) 9 (27.3) 6 (18.2) 2 (6.1 ) 

Cytokine Release Syndrome      

  -Total 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Cytokine release syndrome 1 (3.0 ) 0 1 (3.0 ) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 8 (24.2) 1 (3.0 ) 1 (3.0 ) 5 (15.2) 1 (3.0 ) 

  Anaemia 3 (9.1 ) 1 (3.0 ) 1 (3.0 ) 1 (3.0 ) 0 

  Neutrophil count decreased 3 (9.1 ) 0 0 2 (6.1 ) 1 (3.0 ) 

  Thrombocytopenia 3 (9.1 ) 0 1 (3.0 ) 2 (6.1 ) 0 

  White blood cell count decreased 3 (9.1 ) 0 0 2 (6.1 ) 1 (3.0 ) 

  Platelet count decreased 2 (6.1 ) 0 0 1 (3.0 ) 1 (3.0 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphopenia 1 (3.0 ) 0 0 1 (3.0 ) 0 

Infections      

  -Total 18 (54.5) 5 (15.2) 8 (24.2) 4 (12.1) 1 (3.0 ) 

  Nasopharyngitis 5 (15.2) 4 (12.1) 1 (3.0 ) 0 0 

  Rhinitis 4 (12.1) 3 (9.1 ) 1 (3.0 ) 0 0 

  Enterovirus infection 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Oral herpes 2 (6.1 ) 0 2 (6.1 ) 0 0 

  Rash pustular 2 (6.1 ) 2 (6.1 ) 0 0 0 

  Sinusitis 2 (6.1 ) 0 1 (3.0 ) 1 (3.0 ) 0 

  Upper respiratory tract infection 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 0 0 

  Alternaria infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Aspergillus infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Atypical pneumonia 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Bacterial infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Bronchitis 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Candida infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Catheter site infection 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Central nervous system infection 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Conjunctivitis 1 (3.0 ) 0 1 (3.0 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Conjunctivitis viral 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Enterococcal infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Folliculitis 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Gastroenteritis 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Herpes zoster 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Impetigo 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Mucosal infection 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Otitis externa 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Otitis media 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Paronychia 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Periorbital cellulitis 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Pharyngitis 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Pneumonia 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Rhinovirus infection 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Sepsis 1 (3.0 ) 0 0 0 1 (3.0 ) 

  Septic shock 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Viral upper respiratory tract infection 1 (3.0 ) 0 1 (3.0 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (9.1 ) 1 (3.0 ) 1 (3.0 ) 1 (3.0 ) 0 

  Hypogammaglobulinaemia 3 (9.1 ) 1 (3.0 ) 1 (3.0 ) 1 (3.0 ) 0 

Serious neurological adverse reactions      

  -Total 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Agitation 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Dysarthria 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Lethargy 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Muscular weakness 1 (3.0 ) 1 (3.0 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179f 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100) 0 1 (33.3) 1 (33.3) 1 (33.3) 

Hematological disorders including 
cytopenias 

     

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Anaemia 1 (33.3) 0 0 1 (33.3) 0 

  Febrile neutropenia 1 (33.3) 1 (33.3) 0 0 0 

  Platelet count decreased 1 (33.3) 0 0 0 1 (33.3) 

Infections      

  -Total 3 (100) 1 (33.3) 1 (33.3) 1 (33.3) 0 

  Escherichia urinary tract infection 1 (33.3) 0 1 (33.3) 0 0 

  Gastrointestinal infection 1 (33.3) 0 0 1 (33.3) 0 

  Molluscum contagiosum 1 (33.3) 1 (33.3) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Nasopharyngitis 1 (33.3) 1 (33.3) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179f 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=7 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (14.3) 1 (14.3) 0 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 1 (14.3) 1 (14.3) 0 0 0 

  Lymphocyte count decreased 1 (14.3) 1 (14.3) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179f 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=12 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

Infections      

  -Total 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Rhinitis 1 (8.3 ) 1 (8.3 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179f 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=1 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179f 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

25 (96.2) 2 (7.7 ) 4 (15.4) 10 (38.5) 9 (34.6) 

Cytokine Release Syndrome      

  -Total 15 (57.7) 3 (11.5) 6 (23.1) 2 (7.7 ) 4 (15.4) 

  Cytokine release syndrome 15 (57.7) 3 (11.5) 6 (23.1) 2 (7.7 ) 4 (15.4) 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.8 ) 0 0 1 (3.8 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 14 (53.8) 0 3 (11.5) 6 (23.1) 5 (19.2) 

  Anaemia 5 (19.2) 1 (3.8 ) 3 (11.5) 1 (3.8 ) 0 

  Neutrophil count decreased 5 (19.2) 1 (3.8 ) 0 1 (3.8 ) 3 (11.5) 

  Platelet count decreased 5 (19.2) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 2 (7.7 ) 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 5 (19.2) 1 (3.8 ) 1 (3.8 ) 2 (7.7 ) 1 (3.8 ) 

  Febrile neutropenia 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

  Neutropenia 3 (11.5) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 0 

  Lymphocyte count decreased 2 (7.7 ) 1 (3.8 ) 0 1 (3.8 ) 0 

  Bone marrow failure 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Haemoglobin decreased 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Pancytopenia 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Thrombocytopenia 1 (3.8 ) 0 1 (3.8 ) 0 0 

Infections      

  -Total 15 (57.7) 1 (3.8 ) 6 (23.1) 8 (30.8) 0 

  Device related infection 4 (15.4) 0 2 (7.7 ) 2 (7.7 ) 0 

  Herpes zoster 4 (15.4) 0 3 (11.5) 1 (3.8 ) 0 

  Upper respiratory tract infection 4 (15.4) 1 (3.8 ) 3 (11.5) 0 0 

  Gastroenteritis 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Influenza 2 (7.7 ) 1 (3.8 ) 0 1 (3.8 ) 0 

  Nasopharyngitis 2 (7.7 ) 2 (7.7 ) 0 0 0 

  Body tinea 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Bronchitis 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Cellulitis 1 (3.8 ) 0 1 (3.8 ) 0 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Eye infection 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Laryngitis 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Meningitis aseptic 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Nail infection 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Oral fungal infection 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Otitis externa 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Otitis media 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Otitis media acute 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Parainfluenzae virus infection 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Parotitis 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Pneumonia 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Pneumonia haemophilus 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Rash pustular 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Respiratory syncytial virus infection 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Respiratory tract infection 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Rhinitis 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Skin infection 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Tinea pedis 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Tonsillitis 1 (3.8 ) 0 0 1 (3.8 ) 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tooth infection 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Vulvitis 1 (3.8 ) 0 1 (3.8 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 14 (53.8) 4 (15.4) 7 (26.9) 2 (7.7 ) 1 (3.8 ) 

  Hypogammaglobulinaemia 10 (38.5) 4 (15.4) 6 (23.1) 0 0 

  Immunoglobulins decreased 3 (11.5) 0 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 

  B-cell aplasia 1 (3.8 ) 0 0 1 (3.8 ) 0 

Serious neurological adverse reactions      

  -Total 7 (26.9) 3 (11.5) 2 (7.7 ) 2 (7.7 ) 0 

  Seizure 3 (11.5) 0 1 (3.8 ) 2 (7.7 ) 0 

  Delirium 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 0 0 

  Agitation 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Confusional state 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Irritability 1 (3.8 ) 1 (3.8 ) 0 0 0 

  Tremor 1 (3.8 ) 1 (3.8 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179f 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

38 (95.0) 2 (5.0 ) 6 (15.0) 13 (32.5) 17 (42.5) 

Cytokine Release Syndrome      

  -Total 30 (75.0) 8 (20.0) 7 (17.5) 7 (17.5) 8 (20.0) 

  Cytokine release syndrome 30 (75.0) 8 (20.0) 7 (17.5) 7 (17.5) 8 (20.0) 

  Haemophagocytic 
lymphohistiocytosis 

2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 23 (57.5) 3 (7.5 ) 1 (2.5 ) 8 (20.0) 11 (27.5) 

  Anaemia 8 (20.0) 3 (7.5 ) 0 5 (12.5) 0 

  White blood cell count decreased 8 (20.0) 0 1 (2.5 ) 2 (5.0 ) 5 (12.5) 

  Neutropenia 6 (15.0) 0 0 1 (2.5 ) 5 (12.5) 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 6 (15.0) 0 0 1 (2.5 ) 5 (12.5) 

  Thrombocytopenia 5 (12.5) 0 1 (2.5 ) 3 (7.5 ) 1 (2.5 ) 

  Platelet count decreased 4 (10.0) 0 1 (2.5 ) 1 (2.5 ) 2 (5.0 ) 

  Lymphocyte count decreased 3 (7.5 ) 0 0 3 (7.5 ) 0 

  Febrile neutropenia 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Bone marrow failure 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Leukopenia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Lymphopenia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Monocyte count decreased 1 (2.5 ) 1 (2.5 ) 0 0 0 

Infections      

  -Total 27 (67.5) 4 (10.0) 11 (27.5) 9 (22.5) 3 (7.5 ) 

  Nasopharyngitis 6 (15.0) 5 (12.5) 1 (2.5 ) 0 0 

  Rhinitis 4 (10.0) 3 (7.5 ) 1 (2.5 ) 0 0 

  Candida infection 3 (7.5 ) 1 (2.5 ) 0 2 (5.0 ) 0 

  Sepsis 3 (7.5 ) 0 0 1 (2.5 ) 2 (5.0 ) 

  Sinusitis 3 (7.5 ) 0 1 (2.5 ) 2 (5.0 ) 0 

  Upper respiratory tract infection 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 0 0 

  Aspergillus infection 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Bacterial infection 2 (5.0 ) 0 0 2 (5.0 ) 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Enterovirus infection 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Infection 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Oral herpes 2 (5.0 ) 0 2 (5.0 ) 0 0 

  Paronychia 2 (5.0 ) 0 2 (5.0 ) 0 0 

  Pneumonia 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Rash pustular 2 (5.0 ) 2 (5.0 ) 0 0 0 

  Vascular device infection 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Viral upper respiratory tract infection 2 (5.0 ) 0 2 (5.0 ) 0 0 

  Alternaria infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Atypical pneumonia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Bronchitis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Bronchopulmonary aspergillosis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Catheter site infection 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Cellulitis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Cellulitis orbital 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Central nervous system infection 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Cerebral fungal infection 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Conjunctivitis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Conjunctivitis viral 1 (2.5 ) 0 1 (2.5 ) 0 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Enterococcal infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Folliculitis 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Gastroenteritis 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Helminthic infection 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Herpes zoster 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Impetigo 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Mucosal infection 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Otitis externa 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Otitis media 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Periorbital cellulitis 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Pharyngitis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Pneumonia viral 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Respiratory syncytial virus infection 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Rhinovirus infection 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Septic shock 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Systemic infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Urinary tract infection viral 1 (2.5 ) 0 1 (2.5 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 14 (35.0) 2 (5.0 ) 9 (22.5) 3 (7.5 ) 0 

  Hypogammaglobulinaemia 11 (27.5) 2 (5.0 ) 7 (17.5) 2 (5.0 ) 0 

  Immunoglobulins decreased 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  B-cell aplasia 1 (2.5 ) 0 1 (2.5 ) 0 0 

Serious neurological adverse reactions      

  -Total 10 (25.0) 2 (5.0 ) 4 (10.0) 4 (10.0) 0 

  Muscular weakness 3 (7.5 ) 1 (2.5 ) 1 (2.5 ) 1 (2.5 ) 0 

  Seizure 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 0 0 

  Tremor 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 0 0 

  Agitation 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Confusional state 2 (5.0 ) 0 1 (2.5 ) 1 (2.5 ) 0 

  Disorientation 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Lethargy 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 0 0 

  Depressed level of consciousness 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Dysarthria 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Dyskinesia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Encephalopathy 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Hallucination 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Irritability 1 (2.5 ) 1 (2.5 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Somnolence 1 (2.5 ) 0 0 1 (2.5 ) 0 

Tumour Lysis Syndrome      

  -Total 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Tumour lysis syndrome 1 (2.5 ) 0 0 0 1 (2.5 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179f 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100) 0 0 1 (33.3) 2 (66.7) 

Cytokine Release Syndrome      

  -Total 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Cytokine release syndrome 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

Hematological disorders including 
cytopenias 

     

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Anaemia 1 (33.3) 0 0 1 (33.3) 0 

  Febrile neutropenia 1 (33.3) 1 (33.3) 0 0 0 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

  Platelet count decreased 1 (33.3) 0 0 0 1 (33.3) 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections      

  -Total 3 (100) 1 (33.3) 1 (33.3) 1 (33.3) 0 

  Cystitis 1 (33.3) 0 1 (33.3) 0 0 

  Escherichia urinary tract infection 1 (33.3) 0 1 (33.3) 0 0 

  Gastrointestinal infection 1 (33.3) 0 0 1 (33.3) 0 

  Molluscum contagiosum 1 (33.3) 1 (33.3) 0 0 0 

  Nasopharyngitis 1 (33.3) 1 (33.3) 0 0 0 

  Pseudomembranous colitis 1 (33.3) 0 1 (33.3) 0 0 

Serious neurological adverse reactions      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Encephalopathy 1 (33.3) 0 0 0 1 (33.3) 

  Restlessness 1 (33.3) 0 1 (33.3) 0 0 

  Somnolence 1 (33.3) 0 0 1 (33.3) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179g 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

6 (100) 0 0 4 (66.7) 2 (33.3) 

Cytokine Release Syndrome      

  -Total 5 (83.3) 1 (16.7) 2 (33.3) 1 (16.7) 1 (16.7) 

  Cytokine release syndrome 5 (83.3) 1 (16.7) 2 (33.3) 1 (16.7) 1 (16.7) 

  Haemophagocytic 
lymphohistiocytosis 

1 (16.7) 0 1 (16.7) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 4 (66.7) 0 0 3 (50.0) 1 (16.7) 

  Neutropenia 2 (33.3) 0 0 1 (16.7) 1 (16.7) 

  Anaemia 1 (16.7) 0 0 1 (16.7) 0 

  Febrile neutropenia 1 (16.7) 0 0 1 (16.7) 0 

  Haemoglobin decreased 1 (16.7) 0 0 1 (16.7) 0 
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Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphocyte count decreased 1 (16.7) 0 0 1 (16.7) 0 

  Neutrophil count decreased 1 (16.7) 0 0 1 (16.7) 0 

  White blood cell count decreased 1 (16.7) 0 0 1 (16.7) 0 

Infections      

  -Total 4 (66.7) 0 1 (16.7) 3 (50.0) 0 

  Paronychia 1 (16.7) 0 1 (16.7) 0 0 

  Pneumonia 1 (16.7) 0 0 1 (16.7) 0 

  Rash pustular 1 (16.7) 1 (16.7) 0 0 0 

  Systemic infection 1 (16.7) 0 0 1 (16.7) 0 

  Vascular device infection 1 (16.7) 0 0 1 (16.7) 0 

  Viral upper respiratory tract infection 1 (16.7) 0 1 (16.7) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 2 (33.3) 0 1 (16.7) 1 (16.7) 0 

  Immunoglobulins decreased 2 (33.3) 0 1 (16.7) 1 (16.7) 0 

Serious neurological adverse reactions      

  -Total 3 (50.0) 0 1 (16.7) 2 (33.3) 0 

  Agitation 1 (16.7) 0 1 (16.7) 0 0 

  Muscular weakness 1 (16.7) 0 0 1 (16.7) 0 



  

  

5927 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Seizure 1 (16.7) 0 0 1 (16.7) 0 

  Tremor 1 (16.7) 0 1 (16.7) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179g 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

26 (86.7) 4 (13.3) 3 (10.0) 11 (36.7) 8 (26.7) 

Cytokine Release Syndrome      

  -Total 16 (53.3) 5 (16.7) 2 (6.7 ) 6 (20.0) 3 (10.0) 

  Cytokine release syndrome 16 (53.3) 5 (16.7) 2 (6.7 ) 6 (20.0) 3 (10.0) 

Hematological disorders including 
cytopenias 

     

  -Total 13 (43.3) 2 (6.7 ) 0 6 (20.0) 5 (16.7) 

  Anaemia 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

  Platelet count decreased 3 (10.0) 0 0 1 (3.3 ) 2 (6.7 ) 

  White blood cell count decreased 3 (10.0) 0 0 1 (3.3 ) 2 (6.7 ) 

  Bone marrow failure 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Neutrophil count decreased 2 (6.7 ) 0 0 0 2 (6.7 ) 

  Thrombocytopenia 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 



  

  

5930 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Febrile neutropenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Lymphocyte count decreased 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Monocyte count decreased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Neutropenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pancytopenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

Infections      

  -Total 9 (30.0) 0 4 (13.3) 5 (16.7) 0 

  Aspergillus infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Bacterial infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Candida infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Cellulitis orbital 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Herpes zoster 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Influenza 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Meningitis aseptic 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Nail infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Nasopharyngitis 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Pneumonia viral 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Respiratory syncytial virus infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Sepsis 1 (3.3 ) 0 0 1 (3.3 ) 0 



  

  

5931 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinusitis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Vascular device infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Vulvitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 7 (23.3) 2 (6.7 ) 4 (13.3) 0 1 (3.3 ) 

  Hypogammaglobulinaemia 5 (16.7) 2 (6.7 ) 3 (10.0) 0 0 

  B-cell aplasia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Immunoglobulins decreased 1 (3.3 ) 0 0 0 1 (3.3 ) 

Serious neurological adverse reactions      

  -Total 7 (23.3) 2 (6.7 ) 3 (10.0) 2 (6.7 ) 0 

  Irritability 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Tremor 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Agitation 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Confusional state 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Delirium 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Dyskinesia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Seizure 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Somnolence 1 (3.3 ) 0 0 1 (3.3 ) 0 



  

  

5932 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179g 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

20 (95.2) 2 (9.5 ) 3 (14.3) 3 (14.3) 12 (57.1) 

Cytokine Release Syndrome      

  -Total 16 (76.2) 5 (23.8) 2 (9.5 ) 2 (9.5 ) 7 (33.3) 

  Cytokine release syndrome 16 (76.2) 5 (23.8) 2 (9.5 ) 2 (9.5 ) 7 (33.3) 

  Haemophagocytic 
lymphohistiocytosis 

1 (4.8 ) 0 0 1 (4.8 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 11 (52.4) 0 1 (4.8 ) 2 (9.5 ) 8 (38.1) 

  Anaemia 4 (19.0) 0 2 (9.5 ) 2 (9.5 ) 0 

  Neutropenia 4 (19.0) 0 0 0 4 (19.0) 

  Neutrophil count decreased 4 (19.0) 0 0 1 (4.8 ) 3 (14.3) 



  

  

5934 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 4 (19.0) 0 0 1 (4.8 ) 3 (14.3) 

  Platelet count decreased 3 (14.3) 0 0 2 (9.5 ) 1 (4.8 ) 

  Febrile neutropenia 2 (9.5 ) 0 1 (4.8 ) 1 (4.8 ) 0 

  Lymphocyte count decreased 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Thrombocytopenia 1 (4.8 ) 0 0 1 (4.8 ) 0 

Infections      

  -Total 8 (38.1) 2 (9.5 ) 3 (14.3) 1 (4.8 ) 2 (9.5 ) 

  Bronchopulmonary aspergillosis 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Candida infection 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Cellulitis 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Central nervous system infection 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Cerebral fungal infection 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Device related infection 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Helminthic infection 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Infection 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Parotitis 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Respiratory tract infection 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Sepsis 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Upper respiratory tract infection 1 (4.8 ) 0 1 (4.8 ) 0 0 



  

  

5935 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Urinary tract infection viral 1 (4.8 ) 0 1 (4.8 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 6 (28.6) 2 (9.5 ) 3 (14.3) 1 (4.8 ) 0 

  Hypogammaglobulinaemia 5 (23.8) 2 (9.5 ) 2 (9.5 ) 1 (4.8 ) 0 

  Immunoglobulins decreased 1 (4.8 ) 0 1 (4.8 ) 0 0 

Serious neurological adverse reactions      

  -Total 6 (28.6) 2 (9.5 ) 2 (9.5 ) 2 (9.5 ) 0 

  Seizure 4 (19.0) 1 (4.8 ) 2 (9.5 ) 1 (4.8 ) 0 

  Disorientation 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Muscular weakness 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Agitation 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Confusional state 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Delirium 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Depressed level of consciousness 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Encephalopathy 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Hallucination 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Lethargy 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Tremor 1 (4.8 ) 1 (4.8 ) 0 0 0 
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Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Tumour Lysis Syndrome      

  -Total 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Tumour lysis syndrome 1 (4.8 ) 0 0 0 1 (4.8 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179g 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

11 (91.7) 0 5 (41.7) 1 (8.3 ) 5 (41.7) 

Cytokine Release Syndrome      

  -Total 9 (75.0) 1 (8.3 ) 6 (50.0) 0 2 (16.7) 

  Cytokine release syndrome 9 (75.0) 1 (8.3 ) 6 (50.0) 0 2 (16.7) 

  Haemophagocytic 
lymphohistiocytosis 

1 (8.3 ) 0 0 1 (8.3 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 8 (66.7) 1 (8.3 ) 2 (16.7) 2 (16.7) 3 (25.0) 

  Anaemia 5 (41.7) 4 (33.3) 0 1 (8.3 ) 0 

  Neutrophil count decreased 4 (33.3) 1 (8.3 ) 0 1 (8.3 ) 2 (16.7) 

  Platelet count decreased 3 (25.0) 1 (8.3 ) 2 (16.7) 0 0 



  

  

5938 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  White blood cell count decreased 3 (25.0) 0 2 (16.7) 0 1 (8.3 ) 

  Febrile neutropenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Leukopenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Neutropenia 1 (8.3 ) 0 0 0 1 (8.3 ) 

  Thrombocytopenia 1 (8.3 ) 0 1 (8.3 ) 0 0 

Infections      

  -Total 5 (41.7) 0 5 (41.7) 0 0 

  Cystitis 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Device related infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Eye infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Oral fungal infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pseudomembranous colitis 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Upper respiratory tract infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 6 (50.0) 0 6 (50.0) 0 0 

  Hypogammaglobulinaemia 6 (50.0) 0 6 (50.0) 0 0 

Serious neurological adverse reactions      

  -Total 1 (8.3 ) 0 0 0 1 (8.3 ) 
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Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Encephalopathy 1 (8.3 ) 0 0 0 1 (8.3 ) 

  Restlessness 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Somnolence 1 (8.3 ) 0 0 1 (8.3 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179g 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (40.0) 1 (20.0) 0 1 (20.0) 0 

Hematological disorders including 
cytopenias 

     

  -Total 1 (20.0) 0 0 1 (20.0) 0 

  Anaemia 1 (20.0) 0 1 (20.0) 0 0 

  Neutrophil count decreased 1 (20.0) 0 0 1 (20.0) 0 

  White blood cell count decreased 1 (20.0) 0 0 1 (20.0) 0 

Infections      

  -Total 2 (40.0) 1 (20.0) 0 1 (20.0) 0 

  Alternaria infection 1 (20.0) 0 0 1 (20.0) 0 

  Aspergillus infection 1 (20.0) 0 0 1 (20.0) 0 

  Bacterial infection 1 (20.0) 0 0 1 (20.0) 0 



  

  

5941 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Candida infection 1 (20.0) 0 0 1 (20.0) 0 

  Catheter site infection 1 (20.0) 0 1 (20.0) 0 0 

  Enterococcal infection 1 (20.0) 0 0 1 (20.0) 0 

  Enterovirus infection 1 (20.0) 0 1 (20.0) 0 0 

  Mucosal infection 1 (20.0) 0 1 (20.0) 0 0 

  Nasopharyngitis 1 (20.0) 1 (20.0) 0 0 0 

  Pneumonia 1 (20.0) 0 0 1 (20.0) 0 

  Rash pustular 1 (20.0) 1 (20.0) 0 0 0 

  Rhinovirus infection 1 (20.0) 0 1 (20.0) 0 0 

  Sinusitis 1 (20.0) 0 0 1 (20.0) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (20.0) 0 0 1 (20.0) 0 

  Hypogammaglobulinaemia 1 (20.0) 0 0 1 (20.0) 0 

Serious neurological adverse reactions      

  -Total 1 (20.0) 0 1 (20.0) 0 0 

  Agitation 1 (20.0) 0 1 (20.0) 0 0 

  Dysarthria 1 (20.0) 0 1 (20.0) 0 0 

  Lethargy 1 (20.0) 1 (20.0) 0 0 0 



  

  

5942 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Muscular weakness 1 (20.0) 1 (20.0) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179g 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

15 (62.5) 2 (8.3 ) 4 (16.7) 9 (37.5) 0 

Cytokine Release Syndrome      

  -Total 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Cytokine release syndrome 1 (4.2 ) 0 1 (4.2 ) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 7 (29.2) 1 (4.2 ) 2 (8.3 ) 4 (16.7) 0 

  Thrombocytopenia 3 (12.5) 0 2 (8.3 ) 1 (4.2 ) 0 

  Anaemia 2 (8.3 ) 0 0 2 (8.3 ) 0 

  Platelet count decreased 2 (8.3 ) 0 1 (4.2 ) 1 (4.2 ) 0 

  White blood cell count decreased 2 (8.3 ) 1 (4.2 ) 0 1 (4.2 ) 0 

  Lymphocyte count decreased 1 (4.2 ) 1 (4.2 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphopenia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Neutropenia 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Neutrophil count decreased 1 (4.2 ) 0 0 1 (4.2 ) 0 

Infections      

  -Total 13 (54.2) 3 (12.5) 3 (12.5) 7 (29.2) 0 

  Nasopharyngitis 3 (12.5) 3 (12.5) 0 0 0 

  Device related infection 2 (8.3 ) 0 0 2 (8.3 ) 0 

  Rhinitis 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 0 0 

  Atypical pneumonia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Body tinea 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Cellulitis 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Conjunctivitis 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Enterovirus infection 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Folliculitis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Gastroenteritis 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Gastrointestinal infection 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Herpes zoster 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Meningitis aseptic 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Molluscum contagiosum 1 (4.2 ) 1 (4.2 ) 0 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oral herpes 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Otitis externa 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Otitis media 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Parainfluenzae virus infection 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Rash pustular 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Respiratory syncytial virus infection 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Septic shock 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Sinusitis 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Skin infection 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Upper respiratory tract infection 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Viral upper respiratory tract infection 1 (4.2 ) 0 1 (4.2 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 3 (12.5) 1 (4.2 ) 2 (8.3 ) 0 0 

  Hypogammaglobulinaemia 3 (12.5) 1 (4.2 ) 2 (8.3 ) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 179g 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

15 (78.9) 5 (26.3) 3 (15.8) 3 (15.8) 4 (21.1) 

Hematological disorders including 
cytopenias 

     

  -Total 5 (26.3) 1 (5.3 ) 0 0 4 (21.1) 

  Platelet count decreased 4 (21.1) 1 (5.3 ) 1 (5.3 ) 0 2 (10.5) 

  Neutrophil count decreased 3 (15.8) 0 0 0 3 (15.8) 

  White blood cell count decreased 3 (15.8) 1 (5.3 ) 0 0 2 (10.5) 

  Anaemia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Febrile neutropenia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Lymphocyte count decreased 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Neutropenia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Infections      
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 12 (63.2) 5 (26.3) 4 (21.1) 3 (15.8) 0 

  Nasopharyngitis 3 (15.8) 2 (10.5) 1 (5.3 ) 0 0 

  Rhinitis 3 (15.8) 3 (15.8) 0 0 0 

  Upper respiratory tract infection 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Central nervous system infection 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Conjunctivitis viral 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Gastroenteritis 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Herpes zoster 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Influenza 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Laryngitis 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Paronychia 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Periorbital cellulitis 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Pharyngitis 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Pneumonia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Rash pustular 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Tonsillitis 1 (5.3 ) 0 0 1 (5.3 ) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 2 (10.5) 1 (5.3 ) 0 1 (5.3 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hypogammaglobulinaemia 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Immunoglobulins decreased 1 (5.3 ) 0 0 1 (5.3 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179g 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

10 (83.3) 1 (8.3 ) 5 (41.7) 3 (25.0) 1 (8.3 ) 

Hematological disorders including 
cytopenias 

     

  -Total 4 (33.3) 1 (8.3 ) 1 (8.3 ) 2 (16.7) 0 

  Anaemia 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Platelet count decreased 2 (16.7) 2 (16.7) 0 0 0 

  Neutrophil count decreased 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Thrombocytopenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

  White blood cell count decreased 1 (8.3 ) 0 0 1 (8.3 ) 0 

Infections      

  -Total 8 (66.7) 0 5 (41.7) 2 (16.7) 1 (8.3 ) 

  Bronchitis 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Herpes zoster 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 0 

  Escherichia urinary tract infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Gastroenteritis 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Impetigo 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Nasopharyngitis 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Oral herpes 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Otitis externa 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Otitis media 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Otitis media acute 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pneumonia haemophilus 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Sepsis 1 (8.3 ) 0 0 0 1 (8.3 ) 

  Tinea pedis 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Tooth infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Upper respiratory tract infection 1 (8.3 ) 1 (8.3 ) 0 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (8.3 ) 0 0 1 (8.3 ) 0 

  B-cell aplasia 1 (8.3 ) 0 0 1 (8.3 ) 0 

Serious neurological adverse reactions      
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Confusional state 1 (8.3 ) 1 (8.3 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179g 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=2 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179g 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=8 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (25.0) 1 (12.5) 1 (12.5) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 1 (12.5) 1 (12.5) 0 0 0 

  Lymphocyte count decreased 1 (12.5) 1 (12.5) 0 0 0 

Infections      

  -Total 1 (12.5) 0 1 (12.5) 0 0 

  Infection 1 (12.5) 0 1 (12.5) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179g 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=5 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (20.0) 1 (20.0) 0 0 0 

Infections      

  -Total 1 (20.0) 1 (20.0) 0 0 0 

  Rhinitis 1 (20.0) 1 (20.0) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179g 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=5 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179g 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

6 (100) 0 0 4 (66.7) 2 (33.3) 

Cytokine Release Syndrome      

  -Total 5 (83.3) 1 (16.7) 2 (33.3) 1 (16.7) 1 (16.7) 

  Cytokine release syndrome 5 (83.3) 1 (16.7) 2 (33.3) 1 (16.7) 1 (16.7) 

  Haemophagocytic 
lymphohistiocytosis 

1 (16.7) 0 1 (16.7) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 4 (66.7) 0 0 3 (50.0) 1 (16.7) 

  Neutropenia 2 (33.3) 0 0 1 (16.7) 1 (16.7) 

  Anaemia 1 (16.7) 0 0 1 (16.7) 0 

  Febrile neutropenia 1 (16.7) 0 0 1 (16.7) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Haemoglobin decreased 1 (16.7) 0 0 1 (16.7) 0 

  Lymphocyte count decreased 1 (16.7) 0 0 1 (16.7) 0 

  Neutrophil count decreased 1 (16.7) 0 0 1 (16.7) 0 

  White blood cell count decreased 1 (16.7) 0 0 1 (16.7) 0 

Infections      

  -Total 4 (66.7) 0 1 (16.7) 3 (50.0) 0 

  Pneumonia 2 (33.3) 0 0 2 (33.3) 0 

  Alternaria infection 1 (16.7) 0 0 1 (16.7) 0 

  Aspergillus infection 1 (16.7) 0 0 1 (16.7) 0 

  Bacterial infection 1 (16.7) 0 0 1 (16.7) 0 

  Candida infection 1 (16.7) 0 0 1 (16.7) 0 

  Catheter site infection 1 (16.7) 0 1 (16.7) 0 0 

  Enterococcal infection 1 (16.7) 0 0 1 (16.7) 0 

  Enterovirus infection 1 (16.7) 0 1 (16.7) 0 0 

  Mucosal infection 1 (16.7) 0 1 (16.7) 0 0 

  Nasopharyngitis 1 (16.7) 1 (16.7) 0 0 0 

  Paronychia 1 (16.7) 0 1 (16.7) 0 0 

  Rash pustular 1 (16.7) 1 (16.7) 0 0 0 

  Rhinovirus infection 1 (16.7) 0 1 (16.7) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sinusitis 1 (16.7) 0 0 1 (16.7) 0 

  Systemic infection 1 (16.7) 0 0 1 (16.7) 0 

  Vascular device infection 1 (16.7) 0 0 1 (16.7) 0 

  Viral upper respiratory tract infection 1 (16.7) 0 1 (16.7) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 3 (50.0) 0 1 (16.7) 2 (33.3) 0 

  Immunoglobulins decreased 2 (33.3) 0 1 (16.7) 1 (16.7) 0 

  Hypogammaglobulinaemia 1 (16.7) 0 0 1 (16.7) 0 

Serious neurological adverse reactions      

  -Total 3 (50.0) 0 1 (16.7) 2 (33.3) 0 

  Agitation 1 (16.7) 0 1 (16.7) 0 0 

  Dysarthria 1 (16.7) 0 1 (16.7) 0 0 

  Lethargy 1 (16.7) 1 (16.7) 0 0 0 

  Muscular weakness 1 (16.7) 0 0 1 (16.7) 0 

  Seizure 1 (16.7) 0 0 1 (16.7) 0 

  Tremor 1 (16.7) 0 1 (16.7) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179g 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

27 (90.0) 2 (6.7 ) 4 (13.3) 13 (43.3) 8 (26.7) 

Cytokine Release Syndrome      

  -Total 17 (56.7) 5 (16.7) 3 (10.0) 6 (20.0) 3 (10.0) 

  Cytokine release syndrome 17 (56.7) 5 (16.7) 3 (10.0) 6 (20.0) 3 (10.0) 

Hematological disorders including 
cytopenias 

     

  -Total 15 (50.0) 2 (6.7 ) 2 (6.7 ) 6 (20.0) 5 (16.7) 

  Thrombocytopenia 4 (13.3) 0 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  White blood cell count decreased 4 (13.3) 1 (3.3 ) 0 1 (3.3 ) 2 (6.7 ) 

  Anaemia 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

  Platelet count decreased 3 (10.0) 0 0 1 (3.3 ) 2 (6.7 ) 

  Bone marrow failure 2 (6.7 ) 0 0 2 (6.7 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphocyte count decreased 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Neutropenia 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Neutrophil count decreased 2 (6.7 ) 0 0 0 2 (6.7 ) 

  Febrile neutropenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Lymphopenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Monocyte count decreased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Pancytopenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

Infections      

  -Total 17 (56.7) 2 (6.7 ) 6 (20.0) 9 (30.0) 0 

  Nasopharyngitis 4 (13.3) 4 (13.3) 0 0 0 

  Device related infection 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Herpes zoster 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Respiratory syncytial virus infection 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Rhinitis 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Sinusitis 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Aspergillus infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Atypical pneumonia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Bacterial infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Body tinea 1 (3.3 ) 0 1 (3.3 ) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Candida infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Cellulitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Cellulitis orbital 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Conjunctivitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Enterovirus infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Folliculitis 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Gastroenteritis 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Gastrointestinal infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Influenza 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Meningitis aseptic 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Molluscum contagiosum 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Nail infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Oral herpes 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Otitis externa 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Otitis media 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Parainfluenzae virus infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Pneumonia viral 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Rash pustular 1 (3.3 ) 1 (3.3 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sepsis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Septic shock 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Skin infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Upper respiratory tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Vascular device infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Viral upper respiratory tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Vulvitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 10 (33.3) 3 (10.0) 6 (20.0) 0 1 (3.3 ) 

  Hypogammaglobulinaemia 8 (26.7) 3 (10.0) 5 (16.7) 0 0 

  B-cell aplasia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Immunoglobulins decreased 1 (3.3 ) 0 0 0 1 (3.3 ) 

Serious neurological adverse reactions      

  -Total 7 (23.3) 2 (6.7 ) 3 (10.0) 2 (6.7 ) 0 

  Irritability 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Tremor 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Agitation 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Confusional state 1 (3.3 ) 0 1 (3.3 ) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Delirium 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Dyskinesia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Seizure 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Somnolence 1 (3.3 ) 0 0 1 (3.3 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179g 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

21 (100) 2 (9.5 ) 2 (9.5 ) 5 (23.8) 12 (57.1) 

Cytokine Release Syndrome      

  -Total 16 (76.2) 5 (23.8) 2 (9.5 ) 2 (9.5 ) 7 (33.3) 

  Cytokine release syndrome 16 (76.2) 5 (23.8) 2 (9.5 ) 2 (9.5 ) 7 (33.3) 

  Haemophagocytic 
lymphohistiocytosis 

1 (4.8 ) 0 0 1 (4.8 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 11 (52.4) 0 1 (4.8 ) 2 (9.5 ) 8 (38.1) 

  Anaemia 5 (23.8) 0 2 (9.5 ) 3 (14.3) 0 

  Neutropenia 5 (23.8) 1 (4.8 ) 0 0 4 (19.0) 

  White blood cell count decreased 5 (23.8) 0 0 1 (4.8 ) 4 (19.0) 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutrophil count decreased 4 (19.0) 0 0 0 4 (19.0) 

  Platelet count decreased 4 (19.0) 0 0 1 (4.8 ) 3 (14.3) 

  Febrile neutropenia 3 (14.3) 1 (4.8 ) 1 (4.8 ) 1 (4.8 ) 0 

  Lymphocyte count decreased 2 (9.5 ) 0 0 2 (9.5 ) 0 

  Thrombocytopenia 1 (4.8 ) 0 0 1 (4.8 ) 0 

Infections      

  -Total 14 (66.7) 4 (19.0) 4 (19.0) 4 (19.0) 2 (9.5 ) 

  Upper respiratory tract infection 4 (19.0) 1 (4.8 ) 3 (14.3) 0 0 

  Nasopharyngitis 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 0 

  Rhinitis 3 (14.3) 3 (14.3) 0 0 0 

  Bronchopulmonary aspergillosis 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Candida infection 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Cellulitis 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Central nervous system infection 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Cerebral fungal infection 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Conjunctivitis viral 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Device related infection 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Gastroenteritis 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Helminthic infection 1 (4.8 ) 1 (4.8 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Herpes zoster 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Infection 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Influenza 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Laryngitis 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Paronychia 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Parotitis 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Periorbital cellulitis 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Pharyngitis 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Pneumonia 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Rash pustular 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Respiratory tract infection 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Sepsis 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Tonsillitis 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Urinary tract infection viral 1 (4.8 ) 0 1 (4.8 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 8 (38.1) 3 (14.3) 3 (14.3) 2 (9.5 ) 0 

  Hypogammaglobulinaemia 6 (28.6) 3 (14.3) 2 (9.5 ) 1 (4.8 ) 0 

  Immunoglobulins decreased 2 (9.5 ) 0 1 (4.8 ) 1 (4.8 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Serious neurological adverse reactions      

  -Total 6 (28.6) 2 (9.5 ) 2 (9.5 ) 2 (9.5 ) 0 

  Seizure 4 (19.0) 1 (4.8 ) 2 (9.5 ) 1 (4.8 ) 0 

  Disorientation 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Muscular weakness 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 0 0 

  Agitation 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Confusional state 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Delirium 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Depressed level of consciousness 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Encephalopathy 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Hallucination 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Lethargy 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Tremor 1 (4.8 ) 1 (4.8 ) 0 0 0 

Tumour Lysis Syndrome      

  -Total 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Tumour lysis syndrome 1 (4.8 ) 0 0 0 1 (4.8 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 179g 

Adverse events of special interest (AESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

12 (100) 0 4 (33.3) 2 (16.7) 6 (50.0) 

Cytokine Release Syndrome      

  -Total 9 (75.0) 1 (8.3 ) 6 (50.0) 0 2 (16.7) 

  Cytokine release syndrome 9 (75.0) 1 (8.3 ) 6 (50.0) 0 2 (16.7) 

  Haemophagocytic 
lymphohistiocytosis 

1 (8.3 ) 0 0 1 (8.3 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 8 (66.7) 1 (8.3 ) 1 (8.3 ) 3 (25.0) 3 (25.0) 

  Anaemia 5 (41.7) 3 (25.0) 1 (8.3 ) 1 (8.3 ) 0 

  Neutrophil count decreased 4 (33.3) 1 (8.3 ) 0 1 (8.3 ) 2 (16.7) 

  White blood cell count decreased 4 (33.3) 0 2 (16.7) 1 (8.3 ) 1 (8.3 ) 



  

  

5973 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Platelet count decreased 3 (25.0) 1 (8.3 ) 2 (16.7) 0 0 

  Febrile neutropenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Leukopenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Neutropenia 1 (8.3 ) 0 0 0 1 (8.3 ) 

  Thrombocytopenia 1 (8.3 ) 0 0 1 (8.3 ) 0 

Infections      

  -Total 10 (83.3) 0 7 (58.3) 2 (16.7) 1 (8.3 ) 

  Bronchitis 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Herpes zoster 2 (16.7) 0 1 (8.3 ) 1 (8.3 ) 0 

  Upper respiratory tract infection 2 (16.7) 1 (8.3 ) 1 (8.3 ) 0 0 

  Cystitis 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Device related infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Escherichia urinary tract infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Eye infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Gastroenteritis 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Impetigo 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Nasopharyngitis 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Oral fungal infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Oral herpes 1 (8.3 ) 0 1 (8.3 ) 0 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Otitis externa 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Otitis media 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Otitis media acute 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pneumonia haemophilus 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Pseudomembranous colitis 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Sepsis 1 (8.3 ) 0 0 0 1 (8.3 ) 

  Tinea pedis 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Tooth infection 1 (8.3 ) 0 1 (8.3 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 7 (58.3) 0 6 (50.0) 1 (8.3 ) 0 

  Hypogammaglobulinaemia 6 (50.0) 0 6 (50.0) 0 0 

  B-cell aplasia 1 (8.3 ) 0 0 1 (8.3 ) 0 

Serious neurological adverse reactions      

  -Total 2 (16.7) 1 (8.3 ) 0 0 1 (8.3 ) 

  Confusional state 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Encephalopathy 1 (8.3 ) 0 0 0 1 (8.3 ) 

  Restlessness 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Somnolence 1 (8.3 ) 0 0 1 (8.3 ) 0 
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- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 180a => Adverse events of special i nteres t (AESI) before study tr eatment based on i dentifi ed risk, by group ter m, pr eferr ed term, maxi mum CTC  grade and Age (Enrolled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                         
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 180a 

Adverse events of special interest (AESI) before study treatment based on identified risk, by group term, preferred 

term, maximum CTC grade and Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

29 (78.4) 2 (5.4 ) 3 (8.1 ) 10 (27.0) 14 (37.8) 

Cytokine Release Syndrome      

  -Total 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.7 ) 0 0 1 (2.7 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 22 (59.5) 1 (2.7 ) 0 8 (21.6) 13 (35.1) 

  Anaemia 11 (29.7) 1 (2.7 ) 2 (5.4 ) 8 (21.6) 0 

  Febrile neutropenia 9 (24.3) 0 0 9 (24.3) 0 

  Neutrophil count decreased 8 (21.6) 2 (5.4 ) 0 1 (2.7 ) 5 (13.5) 

  Platelet count decreased 8 (21.6) 0 0 1 (2.7 ) 7 (18.9) 
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Age: <10 years 

 
All patients 

N=37 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  White blood cell count decreased 7 (18.9) 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 4 (10.8) 

  Neutropenia 5 (13.5) 0 0 2 (5.4 ) 3 (8.1 ) 

  Thrombocytopenia 5 (13.5) 0 2 (5.4 ) 0 3 (8.1 ) 

  Bone marrow failure 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Febrile bone marrow aplasia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Leukopenia 1 (2.7 ) 0 0 0 1 (2.7 ) 

Infections      

  -Total 18 (48.6) 2 (5.4 ) 4 (10.8) 9 (24.3) 3 (8.1 ) 

  Clostridium difficile infection 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Oral candidiasis 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Pneumonia 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Staphylococcal infection 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Urinary tract infection 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Anal fistula infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Bacterial infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Bacterial pyelonephritis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Bronchopulmonary aspergillosis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Cellulitis 1 (2.7 ) 0 0 1 (2.7 ) 0 
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Age: <10 years 

 
All patients 

N=37 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Central nervous system infection 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Croup infectious 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Device related infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Enterococcal sepsis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Escherichia bacteraemia 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Oral infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Otitis externa 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Otitis media 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Parvovirus b19 infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Pneumonia fungal 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Rotavirus infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Sepsis 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Upper respiratory tract infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Urinary tract infection viral 1 (2.7 ) 1 (2.7 ) 0 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Hypogammaglobulinaemia 2 (5.4 ) 0 2 (5.4 ) 0 0 
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Age: <10 years 

 
All patients 

N=37 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Serious neurological adverse reactions      

  -Total 5 (13.5) 2 (5.4 ) 1 (2.7 ) 2 (5.4 ) 0 

  Seizure 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Agitation 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Dyskinesia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.7 ) 0 0 1 (2.7 ) 0 

  Somnolence 1 (2.7 ) 1 (2.7 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and 

CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 180a 

Adverse events of special interest (AESI) before study treatment based on identified risk, by group term, preferred 

term, maximum CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

15 (78.9) 0 2 (10.5) 6 (31.6) 7 (36.8) 

Hematological disorders including 
cytopenias 

     

  -Total 11 (57.9) 1 (5.3 ) 1 (5.3 ) 5 (26.3) 4 (21.1) 

  Anaemia 4 (21.1) 1 (5.3 ) 0 3 (15.8) 0 

  Febrile neutropenia 4 (21.1) 0 1 (5.3 ) 3 (15.8) 0 

  Neutropenia 4 (21.1) 1 (5.3 ) 0 2 (10.5) 1 (5.3 ) 

  Leukopenia 3 (15.8) 0 0 1 (5.3 ) 2 (10.5) 

  Thrombocytopenia 3 (15.8) 0 0 1 (5.3 ) 2 (10.5) 

  Bone marrow failure 2 (10.5) 0 1 (5.3 ) 1 (5.3 ) 0 

  Platelet count decreased 2 (10.5) 1 (5.3 ) 0 0 1 (5.3 ) 

  Lymphopenia 1 (5.3 ) 0 0 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Neutropenic infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

Infections      

  -Total 8 (42.1) 1 (5.3 ) 1 (5.3 ) 3 (15.8) 3 (15.8) 

  Septic shock 2 (10.5) 0 0 0 2 (10.5) 

  Bronchopulmonary aspergillosis 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Device related infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Herpes zoster 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Neutropenic infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Periorbital cellulitis 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Rash pustular 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Rhinitis 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Rhinovirus infection 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Sepsis 1 (5.3 ) 0 0 0 1 (5.3 ) 

  Varicella 1 (5.3 ) 0 0 1 (5.3 ) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Immunoglobulins decreased 1 (5.3 ) 0 1 (5.3 ) 0 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Serious neurological adverse reactions      

  -Total 3 (15.8) 2 (10.5) 0 1 (5.3 ) 0 

  Abnormal behaviour 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Agitation 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Confusional state 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Depressed level of consciousness 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Encephalopathy 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Lethargy 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Leukoencephalopathy 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Muscular weakness 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Seizure 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Speech disorder 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Tremor 1 (5.3 ) 1 (5.3 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and 

CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 180a 

Adverse events of special interest (AESI) before study treatment based on identified risk, by group term, preferred 

term, maximum CTC grade and Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

15 (83.3) 0 2 (11.1) 7 (38.9) 6 (33.3) 

Cytokine Release Syndrome      

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 0 0 1 (5.6 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 11 (61.1) 0 0 6 (33.3) 5 (27.8) 

  Anaemia 5 (27.8) 1 (5.6 ) 2 (11.1) 2 (11.1) 0 

  White blood cell count decreased 5 (27.8) 0 0 3 (16.7) 2 (11.1) 

  Febrile neutropenia 4 (22.2) 0 0 3 (16.7) 1 (5.6 ) 

  Neutropenia 2 (11.1) 0 0 2 (11.1) 0 
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Age: >=18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Neutropenic infection 2 (11.1) 0 0 2 (11.1) 0 

  Neutrophil count decreased 2 (11.1) 0 0 0 2 (11.1) 

  Platelet count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Thrombocytopenia 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections      

  -Total 12 (66.7) 1 (5.6 ) 4 (22.2) 5 (27.8) 2 (11.1) 

  Pneumonia 3 (16.7) 0 0 2 (11.1) 1 (5.6 ) 

  Neutropenic infection 2 (11.1) 0 0 2 (11.1) 0 

  Oral herpes 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Bacterial infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Cellulitis orbital 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Device related infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Enterovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Escherichia sepsis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Herpes simplex 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Human herpesvirus 6 infection 1 (5.6 ) 0 0 1 (5.6 ) 0 
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Age: >=18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Listeria sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Post procedural infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pseudomonas infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Rhinovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sepsis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Staphylococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

Serious neurological adverse reactions      

  -Total 5 (27.8) 2 (11.1) 1 (5.6 ) 2 (11.1) 0 

  Somnolence 3 (16.7) 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 0 

  Dyskinesia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Partial seizures 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Seizure 1 (5.6 ) 0 0 1 (5.6 ) 0 

Tumour Lysis Syndrome      

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Tumour lysis syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 
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- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and 

CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 180b 

Adverse events of special interest (AESI) before study treatment based on identified risk, by group term, preferred 

term, maximum CTC grade and Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

36 (81.8) 1 (2.3 ) 3 (6.8 ) 15 (34.1) 17 (38.6) 

Cytokine Release Syndrome      

  -Total 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.3 ) 0 0 1 (2.3 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 31 (70.5) 1 (2.3 ) 1 (2.3 ) 14 (31.8) 15 (34.1) 

  Anaemia 14 (31.8) 2 (4.5 ) 4 (9.1 ) 8 (18.2) 0 

  Febrile neutropenia 12 (27.3) 0 1 (2.3 ) 10 (22.7) 1 (2.3 ) 

  Neutropenia 8 (18.2) 1 (2.3 ) 0 5 (11.4) 2 (4.5 ) 

  Platelet count decreased 8 (18.2) 0 0 1 (2.3 ) 7 (15.9) 



  

  

5990 

Gender: Male 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  White blood cell count decreased 8 (18.2) 1 (2.3 ) 1 (2.3 ) 4 (9.1 ) 2 (4.5 ) 

  Thrombocytopenia 7 (15.9) 0 1 (2.3 ) 2 (4.5 ) 4 (9.1 ) 

  Neutrophil count decreased 6 (13.6) 2 (4.5 ) 0 0 4 (9.1 ) 

  Leukopenia 4 (9.1 ) 0 0 1 (2.3 ) 3 (6.8 ) 

  Bone marrow failure 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Neutropenic infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Lymphopenia 1 (2.3 ) 0 0 1 (2.3 ) 0 

Infections      

  -Total 19 (43.2) 4 (9.1 ) 4 (9.1 ) 7 (15.9) 4 (9.1 ) 

  Pneumonia 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Bacterial infection 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Neutropenic infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Oral herpes 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Rhinovirus infection 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Anal fistula infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Bacterial pyelonephritis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Croup infectious 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Device related infection 1 (2.3 ) 0 1 (2.3 ) 0 0 



  

  

5991 

Gender: Male 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Enterococcal sepsis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Enterovirus infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Escherichia bacteraemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Escherichia sepsis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Herpes simplex 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Human herpesvirus 6 infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Listeria sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Oral infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Otitis media 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Periorbital cellulitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Rash pustular 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Septic shock 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Staphylococcal infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Urinary tract infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (2.3 ) 0 1 (2.3 ) 0 0 



  

  

5992 

Gender: Male 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Immunoglobulins decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

Serious neurological adverse reactions      

  -Total 10 (22.7) 5 (11.4) 2 (4.5 ) 3 (6.8 ) 0 

  Seizure 3 (6.8 ) 1 (2.3 ) 1 (2.3 ) 1 (2.3 ) 0 

  Somnolence 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Agitation 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Abnormal behaviour 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Confusional state 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Depressed level of consciousness 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Dyskinesia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Encephalopathy 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Lethargy 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Leukoencephalopathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Muscular weakness 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Partial seizures 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.3 ) 0 0 1 (2.3 ) 0 

  Speech disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 



  

  

5993 

Gender: Male 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Tremor 1 (2.3 ) 1 (2.3 ) 0 0 0 

Tumour Lysis Syndrome      

  -Total 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Tumour lysis syndrome 1 (2.3 ) 0 0 1 (2.3 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and 

CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 180b 

Adverse events of special interest (AESI) before study treatment based on identified risk, by group term, preferred 

term, maximum CTC grade and Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

23 (76.7) 1 (3.3 ) 4 (13.3) 8 (26.7) 10 (33.3) 

Cytokine Release Syndrome      

  -Total 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.3 ) 0 0 1 (3.3 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 13 (43.3) 1 (3.3 ) 0 5 (16.7) 7 (23.3) 

  Anaemia 6 (20.0) 1 (3.3 ) 0 5 (16.7) 0 

  Febrile neutropenia 5 (16.7) 0 0 5 (16.7) 0 

  Neutrophil count decreased 4 (13.3) 0 0 1 (3.3 ) 3 (10.0) 

  Platelet count decreased 4 (13.3) 1 (3.3 ) 0 1 (3.3 ) 2 (6.7 ) 



  

  

5996 

Gender: Female 

 
All patients 

N=30 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  White blood cell count decreased 4 (13.3) 0 0 0 4 (13.3) 

  Neutropenia 3 (10.0) 0 0 1 (3.3 ) 2 (6.7 ) 

  Thrombocytopenia 3 (10.0) 0 1 (3.3 ) 0 2 (6.7 ) 

  Bone marrow failure 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Febrile bone marrow aplasia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Neutropenic infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

Infections      

  -Total 19 (63.3) 0 5 (16.7) 10 (33.3) 4 (13.3) 

  Bronchopulmonary aspergillosis 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Clostridium difficile infection 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Device related infection 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Oral candidiasis 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Pneumonia 2 (6.7 ) 1 (3.3 ) 0 0 1 (3.3 ) 

  Sepsis 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

  Staphylococcal infection 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Cellulitis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Cellulitis orbital 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Central nervous system infection 1 (3.3 ) 0 0 0 1 (3.3 ) 



  

  

5997 

Gender: Female 

 
All patients 

N=30 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Fungal infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Herpes zoster 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Neutropenic infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Otitis externa 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Parvovirus b19 infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pneumonia fungal 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Post procedural infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pseudomonas infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Rhinitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Rotavirus infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Septic shock 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Upper respiratory tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Urinary tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Urinary tract infection viral 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Varicella 1 (3.3 ) 0 0 1 (3.3 ) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 2 (6.7 ) 0 2 (6.7 ) 0 0 



  

  

5998 

Gender: Female 

 
All patients 

N=30 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Hypogammaglobulinaemia 2 (6.7 ) 0 2 (6.7 ) 0 0 

Serious neurological adverse reactions      

  -Total 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

  Dyskinesia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Seizure 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Somnolence 1 (3.3 ) 0 0 1 (3.3 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and 

CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 180c 

Adverse events of special interest (AESI) before study treatment based on identified risk, by group term, preferred 

term, maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 0 1 (100) 0 

Hematological disorders including 
cytopenias 

     

  -Total 1 (100) 0 0 1 (100) 0 

  Febrile neutropenia 1 (100) 0 0 1 (100) 0 

  Neutropenia 1 (100) 0 0 1 (100) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (100) 0 1 (100) 0 0 

  Immunoglobulins decreased 1 (100) 0 1 (100) 0 0 

Serious neurological adverse reactions      

  -Total 1 (100) 1 (100) 0 0 0 



  

  

6000 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Leukoencephalopathy 1 (100) 1 (100) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and 

CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 180c 

Adverse events of special interest (AESI) before study treatment based on identified risk, by group term, preferred 

term, maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

58 (79.5) 2 (2.7 ) 7 (9.6 ) 22 (30.1) 27 (37.0) 

Cytokine Release Syndrome      

  -Total 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (2.7 ) 0 0 2 (2.7 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 43 (58.9) 2 (2.7 ) 1 (1.4 ) 18 (24.7) 22 (30.1) 

  Anaemia 20 (27.4) 3 (4.1 ) 4 (5.5 ) 13 (17.8) 0 

  Febrile neutropenia 16 (21.9) 0 1 (1.4 ) 14 (19.2) 1 (1.4 ) 

  Platelet count decreased 12 (16.4) 1 (1.4 ) 0 2 (2.7 ) 9 (12.3) 

  White blood cell count decreased 12 (16.4) 1 (1.4 ) 1 (1.4 ) 4 (5.5 ) 6 (8.2 ) 



  

  

6003 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutropenia 10 (13.7) 1 (1.4 ) 0 5 (6.8 ) 4 (5.5 ) 

  Neutrophil count decreased 10 (13.7) 2 (2.7 ) 0 1 (1.4 ) 7 (9.6 ) 

  Thrombocytopenia 10 (13.7) 0 2 (2.7 ) 2 (2.7 ) 6 (8.2 ) 

  Bone marrow failure 4 (5.5 ) 0 1 (1.4 ) 3 (4.1 ) 0 

  Leukopenia 4 (5.5 ) 0 0 1 (1.4 ) 3 (4.1 ) 

  Neutropenic infection 3 (4.1 ) 0 0 3 (4.1 ) 0 

  Febrile bone marrow aplasia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Lymphopenia 1 (1.4 ) 0 0 1 (1.4 ) 0 

Infections      

  -Total 38 (52.1) 4 (5.5 ) 9 (12.3) 17 (23.3) 8 (11.0) 

  Pneumonia 5 (6.8 ) 1 (1.4 ) 1 (1.4 ) 2 (2.7 ) 1 (1.4 ) 

  Device related infection 3 (4.1 ) 0 1 (1.4 ) 2 (2.7 ) 0 

  Neutropenic infection 3 (4.1 ) 0 0 3 (4.1 ) 0 

  Sepsis 3 (4.1 ) 0 0 1 (1.4 ) 2 (2.7 ) 

  Staphylococcal infection 3 (4.1 ) 0 1 (1.4 ) 2 (2.7 ) 0 

  Bacterial infection 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Bronchopulmonary aspergillosis 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Clostridium difficile infection 2 (2.7 ) 0 2 (2.7 ) 0 0 



  

  

6004 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Oral candidiasis 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Oral herpes 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Rhinovirus infection 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Septic shock 2 (2.7 ) 0 0 0 2 (2.7 ) 

  Urinary tract infection 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Anal fistula infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Bacterial pyelonephritis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Cellulitis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Cellulitis orbital 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Central nervous system infection 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Croup infectious 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Enterococcal sepsis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Enterovirus infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Escherichia bacteraemia 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Escherichia sepsis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Fungal infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Herpes simplex 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Herpes zoster 1 (1.4 ) 0 1 (1.4 ) 0 0 



  

  

6005 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Human herpesvirus 6 infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Listeria sepsis 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Oral infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Otitis externa 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Otitis media 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Parvovirus b19 infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Periorbital cellulitis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Pneumonia fungal 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Post procedural infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Pseudomonas infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Rash pustular 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Rhinitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Rotavirus infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Upper respiratory tract infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Urinary tract infection viral 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Varicella 1 (1.4 ) 0 0 1 (1.4 ) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     



  

  

6006 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Hypogammaglobulinaemia 2 (2.7 ) 0 2 (2.7 ) 0 0 

Serious neurological adverse reactions      

  -Total 12 (16.4) 5 (6.8 ) 2 (2.7 ) 5 (6.8 ) 0 

  Seizure 4 (5.5 ) 1 (1.4 ) 1 (1.4 ) 2 (2.7 ) 0 

  Somnolence 4 (5.5 ) 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 

  Agitation 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Dyskinesia 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Abnormal behaviour 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Confusional state 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Depressed level of consciousness 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Encephalopathy 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Lethargy 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Muscular weakness 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Partial seizures 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (1.4 ) 0 0 1 (1.4 ) 0 

  Speech disorder 1 (1.4 ) 0 1 (1.4 ) 0 0 



  

  

6007 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tremor 1 (1.4 ) 1 (1.4 ) 0 0 0 

Tumour Lysis Syndrome      

  -Total 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Tumour lysis syndrome 1 (1.4 ) 0 0 1 (1.4 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and 

CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 180d 

Adverse events of special interest (AESI) before study treatment based on identified risk, by group term, preferred 

term, maximum CTC grade and Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

38 (71.7) 1 (1.9 ) 6 (11.3) 20 (37.7) 11 (20.8) 

Cytokine Release Syndrome      

  -Total 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (1.9 ) 0 0 1 (1.9 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 25 (47.2) 2 (3.8 ) 1 (1.9 ) 16 (30.2) 6 (11.3) 

  Febrile neutropenia 9 (17.0) 0 0 9 (17.0) 0 

  Neutropenia 7 (13.2) 1 (1.9 ) 0 5 (9.4 ) 1 (1.9 ) 

  Anaemia 6 (11.3) 2 (3.8 ) 2 (3.8 ) 2 (3.8 ) 0 

  White blood cell count decreased 6 (11.3) 1 (1.9 ) 1 (1.9 ) 2 (3.8 ) 2 (3.8 ) 



  

  

6009 

Region: Europe 

 
All patients 

N=53 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Platelet count decreased 5 (9.4 ) 1 (1.9 ) 0 2 (3.8 ) 2 (3.8 ) 

  Neutrophil count decreased 4 (7.5 ) 2 (3.8 ) 0 0 2 (3.8 ) 

  Bone marrow failure 3 (5.7 ) 0 1 (1.9 ) 2 (3.8 ) 0 

  Leukopenia 3 (5.7 ) 0 0 1 (1.9 ) 2 (3.8 ) 

  Neutropenic infection 3 (5.7 ) 0 0 3 (5.7 ) 0 

  Thrombocytopenia 2 (3.8 ) 0 1 (1.9 ) 0 1 (1.9 ) 

  Febrile bone marrow aplasia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Lymphopenia 1 (1.9 ) 0 0 1 (1.9 ) 0 

Infections      

  -Total 23 (43.4) 1 (1.9 ) 6 (11.3) 10 (18.9) 6 (11.3) 

  Neutropenic infection 3 (5.7 ) 0 0 3 (5.7 ) 0 

  Sepsis 3 (5.7 ) 0 0 1 (1.9 ) 2 (3.8 ) 

  Bronchopulmonary aspergillosis 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Device related infection 2 (3.8 ) 0 0 2 (3.8 ) 0 

  Pneumonia 2 (3.8 ) 0 1 (1.9 ) 0 1 (1.9 ) 

  Septic shock 2 (3.8 ) 0 0 0 2 (3.8 ) 

  Staphylococcal infection 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Urinary tract infection 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 



  

  

6010 

Region: Europe 

 
All patients 

N=53 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Cellulitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Cellulitis orbital 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Central nervous system infection 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Clostridium difficile infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Escherichia sepsis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Herpes zoster 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Human herpesvirus 6 infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Oral herpes 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Parvovirus b19 infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Post procedural infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Pseudomonas infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Rhinitis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Rotavirus infection 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Urinary tract infection viral 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Varicella 1 (1.9 ) 0 0 1 (1.9 ) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 2 (3.8 ) 0 2 (3.8 ) 0 0 



  

  

6011 

Region: Europe 

 
All patients 

N=53 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Hypogammaglobulinaemia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Immunoglobulins decreased 1 (1.9 ) 0 1 (1.9 ) 0 0 

Serious neurological adverse reactions      

  -Total 6 (11.3) 2 (3.8 ) 0 4 (7.5 ) 0 

  Seizure 4 (7.5 ) 1 (1.9 ) 1 (1.9 ) 2 (3.8 ) 0 

  Leukoencephalopathy 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (1.9 ) 0 0 1 (1.9 ) 0 

  Somnolence 1 (1.9 ) 0 0 1 (1.9 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and 

CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 180d 

Adverse events of special interest (AESI) before study treatment based on identified risk, by group term, preferred 

term, maximum CTC grade and Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

18 (100) 1 (5.6 ) 1 (5.6 ) 2 (11.1) 14 (77.8) 

Cytokine Release Syndrome      

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 0 0 1 (5.6 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 16 (88.9) 0 0 2 (11.1) 14 (77.8) 

  Anaemia 12 (66.7) 1 (5.6 ) 2 (11.1) 9 (50.0) 0 

  Thrombocytopenia 8 (44.4) 0 1 (5.6 ) 2 (11.1) 5 (27.8) 

  Febrile neutropenia 6 (33.3) 0 1 (5.6 ) 4 (22.2) 1 (5.6 ) 

  Platelet count decreased 5 (27.8) 0 0 0 5 (27.8) 



  

  

6015 

Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  White blood cell count decreased 5 (27.8) 0 0 2 (11.1) 3 (16.7) 

  Neutropenia 4 (22.2) 0 0 1 (5.6 ) 3 (16.7) 

  Neutrophil count decreased 3 (16.7) 0 0 0 3 (16.7) 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Leukopenia 1 (5.6 ) 0 0 0 1 (5.6 ) 

Infections      

  -Total 13 (72.2) 3 (16.7) 3 (16.7) 5 (27.8) 2 (11.1) 

  Pneumonia 3 (16.7) 1 (5.6 ) 0 2 (11.1) 0 

  Bacterial infection 2 (11.1) 0 2 (11.1) 0 0 

  Oral candidiasis 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Rhinovirus infection 2 (11.1) 2 (11.1) 0 0 0 

  Anal fistula infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Bacterial pyelonephritis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Clostridium difficile infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Device related infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Enterococcal sepsis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Enterovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Escherichia bacteraemia 1 (5.6 ) 0 0 0 1 (5.6 ) 



  

  

6016 

Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Herpes simplex 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Listeria sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Oral herpes 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Otitis media 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Periorbital cellulitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pneumonia fungal 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Rash pustular 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Staphylococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

Serious neurological adverse reactions      

  -Total 7 (38.9) 4 (22.2) 2 (11.1) 1 (5.6 ) 0 

  Somnolence 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Agitation 2 (11.1) 0 2 (11.1) 0 0 

  Dyskinesia 2 (11.1) 2 (11.1) 0 0 0 

  Abnormal behaviour 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Confusional state 1 (5.6 ) 0 0 1 (5.6 ) 0 



  

  

6017 

Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Depressed level of consciousness 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Lethargy 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Muscular weakness 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Partial seizures 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Speech disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Tremor 1 (5.6 ) 1 (5.6 ) 0 0 0 

Tumour Lysis Syndrome      

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Tumour lysis syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and 

CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 180d 

Adverse events of special interest (AESI) before study treatment based on identified risk, by group term, preferred 

term, maximum CTC grade and Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

3 (100) 0 0 1 (33.3) 2 (66.7) 

Hematological disorders including 
cytopenias 

     

  -Total 3 (100) 0 0 1 (33.3) 2 (66.7) 

  Neutrophil count decreased 3 (100) 0 0 1 (33.3) 2 (66.7) 

  Anaemia 2 (66.7) 0 0 2 (66.7) 0 

  Febrile neutropenia 2 (66.7) 0 0 2 (66.7) 0 

  Platelet count decreased 2 (66.7) 0 0 0 2 (66.7) 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Infections      

  -Total 2 (66.7) 0 0 2 (66.7) 0 



  

  

6020 

Region: Rest of World 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Croup infectious 1 (33.3) 0 0 1 (33.3) 0 

  Otitis externa 1 (33.3) 0 0 1 (33.3) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypogammaglobulinaemia 1 (33.3) 0 1 (33.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and 

CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 180e 

Adverse events of special interest (AESI) before study treatment based on identified risk, by group term, preferred 

term, maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

34 (75.6) 0 3 (6.7 ) 14 (31.1) 17 (37.8) 

Hematological disorders including 
cytopenias 

     

  -Total 25 (55.6) 1 (2.2 ) 0 11 (24.4) 13 (28.9) 

  Anaemia 12 (26.7) 2 (4.4 ) 3 (6.7 ) 7 (15.6) 0 

  Febrile neutropenia 8 (17.8) 0 0 7 (15.6) 1 (2.2 ) 

  Neutropenia 8 (17.8) 1 (2.2 ) 0 5 (11.1) 2 (4.4 ) 

  Platelet count decreased 8 (17.8) 1 (2.2 ) 0 2 (4.4 ) 5 (11.1) 

  Neutrophil count decreased 7 (15.6) 2 (4.4 ) 0 1 (2.2 ) 4 (8.9 ) 

  White blood cell count decreased 7 (15.6) 0 1 (2.2 ) 3 (6.7 ) 3 (6.7 ) 

  Thrombocytopenia 6 (13.3) 0 2 (4.4 ) 0 4 (8.9 ) 

  Leukopenia 2 (4.4 ) 0 0 1 (2.2 ) 1 (2.2 ) 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Neutropenic infection 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Bone marrow failure 1 (2.2 ) 0 0 1 (2.2 ) 0 

Infections      

  -Total 24 (53.3) 2 (4.4 ) 4 (8.9 ) 12 (26.7) 6 (13.3) 

  Pneumonia 4 (8.9 ) 1 (2.2 ) 1 (2.2 ) 2 (4.4 ) 0 

  Sepsis 3 (6.7 ) 0 0 1 (2.2 ) 2 (4.4 ) 

  Bronchopulmonary aspergillosis 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Device related infection 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Neutropenic infection 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Septic shock 2 (4.4 ) 0 0 0 2 (4.4 ) 

  Urinary tract infection 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Bacterial infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Bacterial pyelonephritis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Cellulitis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Central nervous system infection 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Clostridium difficile infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Enterococcal sepsis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Enterovirus infection 1 (2.2 ) 1 (2.2 ) 0 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Escherichia sepsis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Fungal infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Herpes simplex 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Listeria sepsis 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Oral candidiasis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Otitis externa 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Otitis media 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Periorbital cellulitis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Pneumonia fungal 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Rash pustular 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Rhinovirus infection 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Staphylococcal infection 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Varicella 1 (2.2 ) 0 0 1 (2.2 ) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Hypogammaglobulinaemia 1 (2.2 ) 0 1 (2.2 ) 0 0 

Serious neurological adverse reactions      
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 6 (13.3) 2 (4.4 ) 1 (2.2 ) 3 (6.7 ) 0 

  Somnolence 4 (8.9 ) 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 

  Abnormal behaviour 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Agitation 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Confusional state 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Depressed level of consciousness 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Encephalopathy 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Lethargy 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Muscular weakness 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Partial seizures 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Seizure 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Speech disorder 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Tremor 1 (2.2 ) 1 (2.2 ) 0 0 0 

Tumour Lysis Syndrome      

  -Total 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Tumour lysis syndrome 1 (2.2 ) 0 0 1 (2.2 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 
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accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and 

CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 180e 

Adverse events of special interest (AESI) before study treatment based on identified risk, by group term, preferred 

term, maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

25 (86.2) 2 (6.9 ) 4 (13.8) 9 (31.0) 10 (34.5) 

Cytokine Release Syndrome      

  -Total 2 (6.9 ) 0 0 2 (6.9 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (6.9 ) 0 0 2 (6.9 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 19 (65.5) 1 (3.4 ) 1 (3.4 ) 8 (27.6) 9 (31.0) 

  Febrile neutropenia 9 (31.0) 0 1 (3.4 ) 8 (27.6) 0 

  Anaemia 8 (27.6) 1 (3.4 ) 1 (3.4 ) 6 (20.7) 0 

  White blood cell count decreased 5 (17.2) 1 (3.4 ) 0 1 (3.4 ) 3 (10.3) 

  Platelet count decreased 4 (13.8) 0 0 0 4 (13.8) 
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Prior SCT therapy: No 

 
All patients 

N=29 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Thrombocytopenia 4 (13.8) 0 0 2 (6.9 ) 2 (6.9 ) 

  Bone marrow failure 3 (10.3) 0 1 (3.4 ) 2 (6.9 ) 0 

  Neutropenia 3 (10.3) 0 0 1 (3.4 ) 2 (6.9 ) 

  Neutrophil count decreased 3 (10.3) 0 0 0 3 (10.3) 

  Leukopenia 2 (6.9 ) 0 0 0 2 (6.9 ) 

  Febrile bone marrow aplasia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Lymphopenia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Neutropenic infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

Infections      

  -Total 14 (48.3) 2 (6.9 ) 5 (17.2) 5 (17.2) 2 (6.9 ) 

  Oral herpes 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Staphylococcal infection 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Anal fistula infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Bacterial infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cellulitis orbital 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Clostridium difficile infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Croup infectious 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Device related infection 1 (3.4 ) 0 1 (3.4 ) 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Escherichia bacteraemia 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Herpes zoster 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Human herpesvirus 6 infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Neutropenic infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Oral candidiasis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Oral infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Parvovirus b19 infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Pneumonia 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Post procedural infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Pseudomonas infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Rhinitis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Rhinovirus infection 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Rotavirus infection 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Upper respiratory tract infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Urinary tract infection viral 1 (3.4 ) 1 (3.4 ) 0 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 2 (6.9 ) 0 2 (6.9 ) 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Hypogammaglobulinaemia 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Immunoglobulins decreased 1 (3.4 ) 0 1 (3.4 ) 0 0 

Serious neurological adverse reactions      

  -Total 7 (24.1) 4 (13.8) 1 (3.4 ) 2 (6.9 ) 0 

  Seizure 3 (10.3) 1 (3.4 ) 1 (3.4 ) 1 (3.4 ) 0 

  Dyskinesia 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Agitation 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Leukoencephalopathy 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (3.4 ) 0 0 1 (3.4 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and 

CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 180f 

Adverse events of special interest (AESI) before study treatment based on identified risk, by group term, preferred 

term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

19 (70.4) 2 (7.4 ) 2 (7.4 ) 9 (33.3) 6 (22.2) 

Hematological disorders including 
cytopenias 

     

  -Total 14 (51.9) 2 (7.4 ) 0 7 (25.9) 5 (18.5) 

  Anaemia 6 (22.2) 1 (3.7 ) 1 (3.7 ) 4 (14.8) 0 

  Febrile neutropenia 6 (22.2) 0 0 6 (22.2) 0 

  White blood cell count decreased 5 (18.5) 1 (3.7 ) 0 3 (11.1) 1 (3.7 ) 

  Platelet count decreased 4 (14.8) 1 (3.7 ) 0 1 (3.7 ) 2 (7.4 ) 

  Neutropenia 3 (11.1) 0 0 2 (7.4 ) 1 (3.7 ) 

  Neutrophil count decreased 3 (11.1) 1 (3.7 ) 0 1 (3.7 ) 1 (3.7 ) 

  Thrombocytopenia 3 (11.1) 0 1 (3.7 ) 0 2 (7.4 ) 

  Bone marrow failure 1 (3.7 ) 0 0 1 (3.7 ) 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Leukopenia 1 (3.7 ) 0 0 0 1 (3.7 ) 

Infections      

  -Total 9 (33.3) 1 (3.7 ) 3 (11.1) 4 (14.8) 1 (3.7 ) 

  Pneumonia 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Sepsis 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Device related infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Escherichia sepsis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Oral herpes 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Otitis externa 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Otitis media 1 (3.7 ) 1 (3.7 ) 0 0 0 

Serious neurological adverse reactions      

  -Total 5 (18.5) 2 (7.4 ) 1 (3.7 ) 2 (7.4 ) 0 

  Somnolence 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

  Abnormal behaviour 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Agitation 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Confusional state 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Depressed level of consciousness 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Dyskinesia 1 (3.7 ) 1 (3.7 ) 0 0 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Encephalopathy 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Lethargy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Muscular weakness 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Speech disorder 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Tremor 1 (3.7 ) 1 (3.7 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and 

CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 180f 

Adverse events of special interest (AESI) before study treatment based on identified risk, by group term, preferred 

term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

39 (88.6) 0 5 (11.4) 14 (31.8) 20 (45.5) 

Cytokine Release Syndrome      

  -Total 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

2 (4.5 ) 0 0 2 (4.5 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 29 (65.9) 0 1 (2.3 ) 12 (27.3) 16 (36.4) 

  Anaemia 14 (31.8) 2 (4.5 ) 3 (6.8 ) 9 (20.5) 0 

  Febrile neutropenia 11 (25.0) 0 1 (2.3 ) 9 (20.5) 1 (2.3 ) 

  Platelet count decreased 8 (18.2) 0 0 1 (2.3 ) 7 (15.9) 

  Neutropenia 7 (15.9) 1 (2.3 ) 0 4 (9.1 ) 2 (4.5 ) 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Neutrophil count decreased 7 (15.9) 1 (2.3 ) 0 0 6 (13.6) 

  Thrombocytopenia 6 (13.6) 0 0 2 (4.5 ) 4 (9.1 ) 

  White blood cell count decreased 6 (13.6) 0 1 (2.3 ) 1 (2.3 ) 4 (9.1 ) 

  Bone marrow failure 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Leukopenia 3 (6.8 ) 0 0 1 (2.3 ) 2 (4.5 ) 

  Neutropenic infection 3 (6.8 ) 0 0 3 (6.8 ) 0 

  Febrile bone marrow aplasia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Lymphopenia 1 (2.3 ) 0 0 1 (2.3 ) 0 

Infections      

  -Total 28 (63.6) 3 (6.8 ) 6 (13.6) 12 (27.3) 7 (15.9) 

  Neutropenic infection 3 (6.8 ) 0 0 3 (6.8 ) 0 

  Bacterial infection 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Bronchopulmonary aspergillosis 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Clostridium difficile infection 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Device related infection 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Pneumonia 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

  Rhinovirus infection 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Septic shock 2 (4.5 ) 0 0 0 2 (4.5 ) 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Staphylococcal infection 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Urinary tract infection 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Anal fistula infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Bacterial pyelonephritis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Cellulitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Cellulitis orbital 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Central nervous system infection 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Croup infectious 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Enterococcal sepsis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Enterovirus infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Escherichia bacteraemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Fungal infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Herpes simplex 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Herpes zoster 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Human herpesvirus 6 infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Listeria sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Oral candidiasis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Oral herpes 1 (2.3 ) 1 (2.3 ) 0 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Oral infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Parvovirus b19 infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Periorbital cellulitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Post procedural infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Pseudomonas infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Rash pustular 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Rhinitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Rotavirus infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Upper respiratory tract infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Urinary tract infection viral 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Varicella 1 (2.3 ) 0 0 1 (2.3 ) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 3 (6.8 ) 0 3 (6.8 ) 0 0 

  Hypogammaglobulinaemia 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Immunoglobulins decreased 1 (2.3 ) 0 1 (2.3 ) 0 0 

Serious neurological adverse reactions      
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 8 (18.2) 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 0 

  Seizure 4 (9.1 ) 1 (2.3 ) 1 (2.3 ) 2 (4.5 ) 0 

  Agitation 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Dyskinesia 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Leukoencephalopathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Partial seizures 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.3 ) 0 0 1 (2.3 ) 0 

  Somnolence 1 (2.3 ) 1 (2.3 ) 0 0 0 

Tumour Lysis Syndrome      

  -Total 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Tumour lysis syndrome 1 (2.3 ) 0 0 1 (2.3 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and 

CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 
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patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 180f 

Adverse events of special interest (AESI) before study treatment based on identified risk, by group term, preferred 

term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (33.3) 0 0 0 1 (33.3) 

Hematological disorders including 
cytopenias 

     

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

  Thrombocytopenia 1 (33.3) 0 1 (33.3) 0 0 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Infections      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Oral candidiasis 1 (33.3) 0 1 (33.3) 0 0 

  Pneumonia 1 (33.3) 1 (33.3) 0 0 0 
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Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia fungal 1 (33.3) 0 0 1 (33.3) 0 

  Staphylococcal infection 1 (33.3) 0 0 1 (33.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and 

CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 180g 

Adverse events of special interest (AESI) before study treatment based on identified risk, by group term, preferred 

term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

6 (85.7) 0 1 (14.3) 2 (28.6) 3 (42.9) 

Cytokine Release Syndrome      

  -Total 1 (14.3) 0 0 1 (14.3) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (14.3) 0 0 1 (14.3) 0 

Hematological disorders including 
cytopenias 

     

  -Total 5 (71.4) 0 1 (14.3) 2 (28.6) 2 (28.6) 

  Febrile neutropenia 2 (28.6) 0 0 2 (28.6) 0 

  Neutropenia 2 (28.6) 0 0 2 (28.6) 0 

  Thrombocytopenia 2 (28.6) 0 1 (14.3) 0 1 (14.3) 

  Bone marrow failure 1 (14.3) 0 1 (14.3) 0 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Leukopenia 1 (14.3) 0 0 0 1 (14.3) 

  Lymphopenia 1 (14.3) 0 0 1 (14.3) 0 

Infections      

  -Total 2 (28.6) 0 0 1 (14.3) 1 (14.3) 

  Central nervous system infection 1 (14.3) 0 0 0 1 (14.3) 

  Oral candidiasis 1 (14.3) 0 0 1 (14.3) 0 

  Upper respiratory tract infection 1 (14.3) 0 1 (14.3) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (14.3) 0 1 (14.3) 0 0 

  Immunoglobulins decreased 1 (14.3) 0 1 (14.3) 0 0 

Serious neurological adverse reactions      

  -Total 3 (42.9) 2 (28.6) 0 1 (14.3) 0 

  Seizure 2 (28.6) 1 (14.3) 0 1 (14.3) 0 

  Leukoencephalopathy 1 (14.3) 1 (14.3) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and 
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CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 180g 

Adverse events of special interest (AESI) before study treatment based on identified risk, by group term, preferred 

term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

24 (75.0) 1 (3.1 ) 4 (12.5) 9 (28.1) 10 (31.3) 

Cytokine Release Syndrome      

  -Total 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.1 ) 0 0 1 (3.1 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 13 (40.6) 1 (3.1 ) 0 5 (15.6) 7 (21.9) 

  Anaemia 8 (25.0) 2 (6.3 ) 1 (3.1 ) 5 (15.6) 0 

  Febrile neutropenia 6 (18.8) 0 0 6 (18.8) 0 

  Platelet count decreased 4 (12.5) 1 (3.1 ) 0 0 3 (9.4 ) 

  White blood cell count decreased 4 (12.5) 0 0 1 (3.1 ) 3 (9.4 ) 
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Number of previous relapses: 1 

 
All patients 

N=32 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Thrombocytopenia 3 (9.4 ) 0 0 1 (3.1 ) 2 (6.3 ) 

  Neutropenia 2 (6.3 ) 0 0 2 (6.3 ) 0 

  Neutrophil count decreased 2 (6.3 ) 0 0 0 2 (6.3 ) 

  Bone marrow failure 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Febrile bone marrow aplasia 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Leukopenia 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Neutropenic infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

Infections      

  -Total 19 (59.4) 2 (6.3 ) 5 (15.6) 9 (28.1) 3 (9.4 ) 

  Device related infection 3 (9.4 ) 0 1 (3.1 ) 2 (6.3 ) 0 

  Bacterial infection 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Sepsis 2 (6.3 ) 0 0 1 (3.1 ) 1 (3.1 ) 

  Staphylococcal infection 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Bacterial pyelonephritis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Bronchopulmonary aspergillosis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Cellulitis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Cellulitis orbital 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Clostridium difficile infection 1 (3.1 ) 0 1 (3.1 ) 0 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Enterococcal sepsis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Escherichia sepsis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Fungal infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Human herpesvirus 6 infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Neutropenic infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Oral herpes 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Otitis media 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Parvovirus b19 infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Periorbital cellulitis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Pneumonia 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Post procedural infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Pseudomonas infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Rash pustular 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Rotavirus infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Septic shock 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Urinary tract infection viral 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Varicella 1 (3.1 ) 0 0 1 (3.1 ) 0 

Serious neurological adverse reactions      
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Number of previous relapses: 1 

 
All patients 

N=32 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  -Total 7 (21.9) 3 (9.4 ) 1 (3.1 ) 3 (9.4 ) 0 

  Dyskinesia 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Seizure 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Somnolence 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Agitation 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (3.1 ) 0 0 1 (3.1 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and 

CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 180g 

Adverse events of special interest (AESI) before study treatment based on identified risk, by group term, preferred 

term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

19 (86.4) 1 (4.5 ) 2 (9.1 ) 7 (31.8) 9 (40.9) 

Hematological disorders including 
cytopenias 

     

  -Total 16 (72.7) 1 (4.5 ) 0 7 (31.8) 8 (36.4) 

  Anaemia 7 (31.8) 0 1 (4.5 ) 6 (27.3) 0 

  Febrile neutropenia 6 (27.3) 0 0 5 (22.7) 1 (4.5 ) 

  Neutropenia 5 (22.7) 1 (4.5 ) 0 1 (4.5 ) 3 (13.6) 

  Platelet count decreased 5 (22.7) 0 0 0 5 (22.7) 

  Neutrophil count decreased 4 (18.2) 0 0 1 (4.5 ) 3 (13.6) 

  White blood cell count decreased 3 (13.6) 1 (4.5 ) 0 0 2 (9.1 ) 

  Neutropenic infection 2 (9.1 ) 0 0 2 (9.1 ) 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Thrombocytopenia 2 (9.1 ) 0 1 (4.5 ) 0 1 (4.5 ) 

  Bone marrow failure 1 (4.5 ) 0 0 1 (4.5 ) 0 

Infections      

  -Total 14 (63.6) 1 (4.5 ) 4 (18.2) 6 (27.3) 3 (13.6) 

  Pneumonia 3 (13.6) 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 0 

  Neutropenic infection 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Urinary tract infection 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Anal fistula infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Bronchopulmonary aspergillosis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Clostridium difficile infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Croup infectious 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterovirus infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Escherichia bacteraemia 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Herpes simplex 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Herpes zoster 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Listeria sepsis 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Oral candidiasis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oral herpes 1 (4.5 ) 0 1 (4.5 ) 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Oral infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Otitis externa 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Pneumonia fungal 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Rhinitis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Rhinovirus infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Septic shock 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Staphylococcal infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hypogammaglobulinaemia 1 (4.5 ) 0 1 (4.5 ) 0 0 

Serious neurological adverse reactions      

  -Total 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Abnormal behaviour 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Agitation 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Confusional state 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Depressed level of consciousness 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Encephalopathy 1 (4.5 ) 0 0 1 (4.5 ) 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Lethargy 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Muscular weakness 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Partial seizures 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Somnolence 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Speech disorder 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Tremor 1 (4.5 ) 1 (4.5 ) 0 0 0 

Tumour Lysis Syndrome      

  -Total 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Tumour lysis syndrome 1 (4.5 ) 0 0 1 (4.5 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and 

CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 180g 

Adverse events of special interest (AESI) before study treatment based on identified risk, by group term, preferred 

term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

10 (76.9) 0 0 5 (38.5) 5 (38.5) 

Hematological disorders including 
cytopenias 

     

  -Total 10 (76.9) 0 0 5 (38.5) 5 (38.5) 

  Anaemia 5 (38.5) 1 (7.7 ) 2 (15.4) 2 (15.4) 0 

  White blood cell count decreased 5 (38.5) 0 1 (7.7 ) 3 (23.1) 1 (7.7 ) 

  Neutrophil count decreased 4 (30.8) 2 (15.4) 0 0 2 (15.4) 

  Febrile neutropenia 3 (23.1) 0 1 (7.7 ) 2 (15.4) 0 

  Platelet count decreased 3 (23.1) 0 0 2 (15.4) 1 (7.7 ) 

  Thrombocytopenia 3 (23.1) 0 0 1 (7.7 ) 2 (15.4) 

  Leukopenia 2 (15.4) 0 0 1 (7.7 ) 1 (7.7 ) 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Neutropenia 2 (15.4) 0 0 1 (7.7 ) 1 (7.7 ) 

  Bone marrow failure 1 (7.7 ) 0 0 1 (7.7 ) 0 

Infections      

  -Total 3 (23.1) 1 (7.7 ) 0 1 (7.7 ) 1 (7.7 ) 

  Pneumonia 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Rhinovirus infection 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Sepsis 1 (7.7 ) 0 0 0 1 (7.7 ) 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Hypogammaglobulinaemia 1 (7.7 ) 0 1 (7.7 ) 0 0 

Serious neurological adverse reactions      

  -Total 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Somnolence 1 (7.7 ) 0 1 (7.7 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and 

CTL019 infusion, are summarized. 
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- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 181a 

Adverse events of special interest (AESI) during the lymphodepleting period based on identified risks, regardless of relationship to 

lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: <10 years 

 
All patients 

N=33 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

18 (54.5) 3 (9.1 ) 2 (6.1 ) 6 (18.2) 7 (21.2) 

Cytokine Release Syndrome      

  -Total 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.0 ) 0 1 (3.0 ) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 12 (36.4) 0 1 (3.0 ) 4 (12.1) 7 (21.2) 

  Neutrophil count decreased 6 (18.2) 0 0 1 (3.0 ) 5 (15.2) 

  Anaemia 5 (15.2) 0 1 (3.0 ) 4 (12.1) 0 

  White blood cell count decreased 5 (15.2) 0 0 0 5 (15.2) 

  Febrile neutropenia 2 (6.1 ) 0 0 2 (6.1 ) 0 
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Age: <10 years 

 
All patients 

N=33 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Platelet count decreased 2 (6.1 ) 0 1 (3.0 ) 0 1 (3.0 ) 

  Neutropenia 1 (3.0 ) 0 0 0 1 (3.0 ) 

  Thrombocytopenia 1 (3.0 ) 0 0 1 (3.0 ) 0 

Infections      

  -Total 7 (21.2) 2 (6.1 ) 1 (3.0 ) 4 (12.1) 0 

  Bacteraemia 2 (6.1 ) 0 0 2 (6.1 ) 0 

  Cytomegalovirus infection 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Device related infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Enterococcal bacteraemia 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Paronychia 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Rhinovirus infection 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Staphylococcal bacteraemia 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Streptococcal bacteraemia 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Tooth abscess 1 (3.0 ) 0 0 1 (3.0 ) 0 

Serious neurological adverse reactions      

  -Total 1 (3.0 ) 1 (3.0 ) 0 0 0 

  Muscular weakness 1 (3.0 ) 1 (3.0 ) 0 0 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 181a 

Adverse events of special interest (AESI) during the lymphodepleting period based on identified risks, regardless of relationship to 

lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=10 years to <18 years 

 
All patients 

N=16 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

5 (31.3) 0 0 2 (12.5) 3 (18.8) 

Hematological disorders including 
cytopenias 

     

  -Total 5 (31.3) 0 0 2 (12.5) 3 (18.8) 

  Anaemia 2 (12.5) 0 0 2 (12.5) 0 

  Neutrophil count decreased 2 (12.5) 0 0 0 2 (12.5) 

  Bone marrow failure 1 (6.3 ) 0 0 1 (6.3 ) 0 

  Febrile neutropenia 1 (6.3 ) 0 0 1 (6.3 ) 0 

  Leukopenia 1 (6.3 ) 0 0 0 1 (6.3 ) 

  Lymphocyte count decreased 1 (6.3 ) 0 0 0 1 (6.3 ) 

  Neutropenia 1 (6.3 ) 0 0 0 1 (6.3 ) 

  Platelet count decreased 1 (6.3 ) 0 0 1 (6.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=16 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  White blood cell count decreased 1 (6.3 ) 0 0 0 1 (6.3 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 181a 

Adverse events of special interest (AESI) during the lymphodepleting period based on identified risks, regardless of relationship to 

lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=18 years 

 
All patients 

N=14 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

6 (42.9) 0 1 (7.1 ) 1 (7.1 ) 4 (28.6) 

Hematological disorders including 
cytopenias 

     

  -Total 4 (28.6) 0 0 0 4 (28.6) 

  White blood cell count decreased 3 (21.4) 0 0 1 (7.1 ) 2 (14.3) 

  Lymphocyte count decreased 2 (14.3) 0 0 1 (7.1 ) 1 (7.1 ) 

  Neutrophil count decreased 2 (14.3) 0 0 0 2 (14.3) 

  Anaemia 1 (7.1 ) 0 1 (7.1 ) 0 0 

Infections      

  -Total 2 (14.3) 0 1 (7.1 ) 1 (7.1 ) 0 

  Bacterial infection 1 (7.1 ) 0 1 (7.1 ) 0 0 
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Age: >=18 years 

 
All patients 

N=14 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Parotitis 1 (7.1 ) 0 0 1 (7.1 ) 0 

Tumour Lysis Syndrome      

  -Total 1 (7.1 ) 1 (7.1 ) 0 0 0 

  Tumour lysis syndrome 1 (7.1 ) 1 (7.1 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 181b 

Adverse events of special interest (AESI) during the lymphodepleting period based on identified risks, regardless of relationship to 

lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Male 

 
All patients 

N=36 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

14 (38.9) 1 (2.8 ) 1 (2.8 ) 4 (11.1) 8 (22.2) 

Cytokine Release Syndrome      

  -Total 1 (2.8 ) 0 1 (2.8 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.8 ) 0 1 (2.8 ) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 13 (36.1) 0 1 (2.8 ) 4 (11.1) 8 (22.2) 

  Anaemia 5 (13.9) 0 2 (5.6 ) 3 (8.3 ) 0 

  Neutrophil count decreased 5 (13.9) 0 0 1 (2.8 ) 4 (11.1) 

  White blood cell count decreased 5 (13.9) 0 0 1 (2.8 ) 4 (11.1) 

  Lymphocyte count decreased 3 (8.3 ) 0 0 1 (2.8 ) 2 (5.6 ) 



  

  

6069 

Gender: Male 

 
All patients 

N=36 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Febrile neutropenia 1 (2.8 ) 0 0 1 (2.8 ) 0 

  Leukopenia 1 (2.8 ) 0 0 0 1 (2.8 ) 

  Neutropenia 1 (2.8 ) 0 0 0 1 (2.8 ) 

  Platelet count decreased 1 (2.8 ) 0 1 (2.8 ) 0 0 

Infections      

  -Total 3 (8.3 ) 1 (2.8 ) 0 2 (5.6 ) 0 

  Bacteraemia 1 (2.8 ) 0 0 1 (2.8 ) 0 

  Device related infection 1 (2.8 ) 0 0 1 (2.8 ) 0 

  Enterococcal bacteraemia 1 (2.8 ) 0 0 1 (2.8 ) 0 

  Paronychia 1 (2.8 ) 1 (2.8 ) 0 0 0 

  Staphylococcal bacteraemia 1 (2.8 ) 0 0 1 (2.8 ) 0 

  Streptococcal bacteraemia 1 (2.8 ) 0 0 1 (2.8 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 
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All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 181b 

Adverse events of special interest (AESI) during the lymphodepleting period based on identified risks, regardless of relationship to 

lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Female 

 
All patients 

N=27 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

15 (55.6) 2 (7.4 ) 2 (7.4 ) 5 (18.5) 6 (22.2) 

Hematological disorders including 
cytopenias 

     

  -Total 8 (29.6) 0 0 2 (7.4 ) 6 (22.2) 

  Neutrophil count decreased 5 (18.5) 0 0 0 5 (18.5) 

  White blood cell count decreased 4 (14.8) 0 0 0 4 (14.8) 

  Anaemia 3 (11.1) 0 0 3 (11.1) 0 

  Febrile neutropenia 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Platelet count decreased 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Bone marrow failure 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Neutropenia 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Thrombocytopenia 1 (3.7 ) 0 0 1 (3.7 ) 0 
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Gender: Female 

 
All patients 

N=27 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Infections      

  -Total 6 (22.2) 1 (3.7 ) 2 (7.4 ) 3 (11.1) 0 

  Bacteraemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Bacterial infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Cytomegalovirus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Parotitis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Rhinovirus infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Tooth abscess 1 (3.7 ) 0 0 1 (3.7 ) 0 

Serious neurological adverse reactions      

  -Total 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Muscular weakness 1 (3.7 ) 1 (3.7 ) 0 0 0 

Tumour Lysis Syndrome      

  -Total 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Tumour lysis syndrome 1 (3.7 ) 1 (3.7 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 
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- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 181c 

Adverse events of special interest (AESI) during the lymphodepleting period based on identified risks, regardless of relationship to 

lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Primary refractory 

 
All patients 

N=0 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 181c 

Adverse events of special interest (AESI) during the lymphodepleting period based on identified risks, regardless of relationship to 

lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

29 (46.0) 3 (4.8 ) 3 (4.8 ) 9 (14.3) 14 (22.2) 

Cytokine Release Syndrome      

  -Total 1 (1.6 ) 0 1 (1.6 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (1.6 ) 0 1 (1.6 ) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 21 (33.3) 0 1 (1.6 ) 6 (9.5 ) 14 (22.2) 

  Neutrophil count decreased 10 (15.9) 0 0 1 (1.6 ) 9 (14.3) 

  White blood cell count decreased 9 (14.3) 0 0 1 (1.6 ) 8 (12.7) 

  Anaemia 8 (12.7) 0 2 (3.2 ) 6 (9.5 ) 0 

  Febrile neutropenia 3 (4.8 ) 0 0 3 (4.8 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lymphocyte count decreased 3 (4.8 ) 0 0 1 (1.6 ) 2 (3.2 ) 

  Platelet count decreased 3 (4.8 ) 0 1 (1.6 ) 1 (1.6 ) 1 (1.6 ) 

  Neutropenia 2 (3.2 ) 0 0 0 2 (3.2 ) 

  Bone marrow failure 1 (1.6 ) 0 0 1 (1.6 ) 0 

  Leukopenia 1 (1.6 ) 0 0 0 1 (1.6 ) 

  Thrombocytopenia 1 (1.6 ) 0 0 1 (1.6 ) 0 

Infections      

  -Total 9 (14.3) 2 (3.2 ) 2 (3.2 ) 5 (7.9 ) 0 

  Bacteraemia 2 (3.2 ) 0 0 2 (3.2 ) 0 

  Bacterial infection 1 (1.6 ) 0 1 (1.6 ) 0 0 

  Cytomegalovirus infection 1 (1.6 ) 0 1 (1.6 ) 0 0 

  Device related infection 1 (1.6 ) 0 0 1 (1.6 ) 0 

  Enterococcal bacteraemia 1 (1.6 ) 0 0 1 (1.6 ) 0 

  Paronychia 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Parotitis 1 (1.6 ) 0 0 1 (1.6 ) 0 

  Rhinovirus infection 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Staphylococcal bacteraemia 1 (1.6 ) 0 0 1 (1.6 ) 0 

  Streptococcal bacteraemia 1 (1.6 ) 0 0 1 (1.6 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tooth abscess 1 (1.6 ) 0 0 1 (1.6 ) 0 

Serious neurological adverse reactions      

  -Total 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Muscular weakness 1 (1.6 ) 1 (1.6 ) 0 0 0 

Tumour Lysis Syndrome      

  -Total 1 (1.6 ) 1 (1.6 ) 0 0 0 

  Tumour lysis syndrome 1 (1.6 ) 1 (1.6 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 181d 

Adverse events of special interest (AESI) during the lymphodepleting period based on identified risks, regardless of relationship to 

lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Europe 

 
All patients 

N=42 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

14 (33.3) 0 3 (7.1 ) 4 (9.5 ) 7 (16.7) 

Hematological disorders including 
cytopenias 

     

  -Total 9 (21.4) 0 1 (2.4 ) 1 (2.4 ) 7 (16.7) 

  White blood cell count decreased 6 (14.3) 0 0 0 6 (14.3) 

  Neutrophil count decreased 5 (11.9) 0 0 0 5 (11.9) 

  Anaemia 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Platelet count decreased 2 (4.8 ) 0 1 (2.4 ) 1 (2.4 ) 0 

  Bone marrow failure 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Febrile neutropenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Leukopenia 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Neutropenia 1 (2.4 ) 0 0 0 1 (2.4 ) 
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Region: Europe 

 
All patients 

N=42 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Infections      

  -Total 6 (14.3) 0 2 (4.8 ) 4 (9.5 ) 0 

  Bacteraemia 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Bacterial infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Cytomegalovirus infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Enterococcal bacteraemia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Parotitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Staphylococcal bacteraemia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Streptococcal bacteraemia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Tooth abscess 1 (2.4 ) 0 0 1 (2.4 ) 0 

Tumour Lysis Syndrome      

  -Total 1 (2.4 ) 1 (2.4 ) 0 0 0 

  Tumour lysis syndrome 1 (2.4 ) 1 (2.4 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 181d 

Adverse events of special interest (AESI) during the lymphodepleting period based on identified risks, regardless of relationship to 

lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

12 (66.7) 3 (16.7) 0 4 (22.2) 5 (27.8) 

Cytokine Release Syndrome      

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 0 1 (5.6 ) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 9 (50.0) 0 0 4 (22.2) 5 (27.8) 

  Anaemia 5 (27.8) 0 1 (5.6 ) 4 (22.2) 0 

  Lymphocyte count decreased 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Neutrophil count decreased 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  White blood cell count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 
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Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Neutropenia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Thrombocytopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections      

  -Total 3 (16.7) 2 (11.1) 0 1 (5.6 ) 0 

  Device related infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Paronychia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Rhinovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

Serious neurological adverse reactions      

  -Total 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Muscular weakness 1 (5.6 ) 1 (5.6 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 181d 

Adverse events of special interest (AESI) during the lymphodepleting period based on identified risks, regardless of relationship to 

lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Rest of World 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

3 (100) 0 0 1 (33.3) 2 (66.7) 

Hematological disorders including 
cytopenias 

     

  -Total 3 (100) 0 0 1 (33.3) 2 (66.7) 

  Febrile neutropenia 2 (66.7) 0 0 2 (66.7) 0 

  Neutrophil count decreased 2 (66.7) 0 0 0 2 (66.7) 

  Anaemia 1 (33.3) 0 0 1 (33.3) 0 

  Platelet count decreased 1 (33.3) 0 0 0 1 (33.3) 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 
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- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 181e 

Adverse events of special interest (AESI) during the lymphodepleting period based on identified risks, regardless of relationship to 

lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: Yes 

 
All patients 

N=39 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

17 (43.6) 2 (5.1 ) 3 (7.7 ) 3 (7.7 ) 9 (23.1) 

Cytokine Release Syndrome      

  -Total 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.6 ) 0 1 (2.6 ) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 12 (30.8) 0 1 (2.6 ) 2 (5.1 ) 9 (23.1) 

  Neutrophil count decreased 7 (17.9) 0 0 1 (2.6 ) 6 (15.4) 

  White blood cell count decreased 6 (15.4) 0 0 0 6 (15.4) 

  Anaemia 4 (10.3) 0 1 (2.6 ) 3 (7.7 ) 0 

  Febrile neutropenia 2 (5.1 ) 0 0 2 (5.1 ) 0 
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Prior SCT therapy: Yes 

 
All patients 

N=39 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Platelet count decreased 2 (5.1 ) 0 1 (2.6 ) 1 (2.6 ) 0 

  Leukopenia 1 (2.6 ) 0 0 0 1 (2.6 ) 

  Lymphocyte count decreased 1 (2.6 ) 0 0 0 1 (2.6 ) 

  Neutropenia 1 (2.6 ) 0 0 0 1 (2.6 ) 

Infections      

  -Total 4 (10.3) 1 (2.6 ) 2 (5.1 ) 1 (2.6 ) 0 

  Bacterial infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Cytomegalovirus infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Paronychia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Tooth abscess 1 (2.6 ) 0 0 1 (2.6 ) 0 

Serious neurological adverse reactions      

  -Total 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Muscular weakness 1 (2.6 ) 1 (2.6 ) 0 0 0 

Tumour Lysis Syndrome      

  -Total 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Tumour lysis syndrome 1 (2.6 ) 1 (2.6 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 
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accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 181e 

Adverse events of special interest (AESI) during the lymphodepleting period based on identified risks, regardless of relationship to 

lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: No 

 
All patients 

N=24 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

12 (50.0) 1 (4.2 ) 0 6 (25.0) 5 (20.8) 

Hematological disorders including 
cytopenias 

     

  -Total 9 (37.5) 0 0 4 (16.7) 5 (20.8) 

  Anaemia 4 (16.7) 0 1 (4.2 ) 3 (12.5) 0 

  Neutrophil count decreased 3 (12.5) 0 0 0 3 (12.5) 

  White blood cell count decreased 3 (12.5) 0 0 1 (4.2 ) 2 (8.3 ) 

  Lymphocyte count decreased 2 (8.3 ) 0 0 1 (4.2 ) 1 (4.2 ) 

  Bone marrow failure 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Febrile neutropenia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Neutropenia 1 (4.2 ) 0 0 0 1 (4.2 ) 

  Platelet count decreased 1 (4.2 ) 0 0 0 1 (4.2 ) 
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Prior SCT therapy: No 

 
All patients 

N=24 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Thrombocytopenia 1 (4.2 ) 0 0 1 (4.2 ) 0 

Infections      

  -Total 5 (20.8) 1 (4.2 ) 0 4 (16.7) 0 

  Bacteraemia 2 (8.3 ) 0 0 2 (8.3 ) 0 

  Device related infection 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Enterococcal bacteraemia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Parotitis 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Rhinovirus infection 1 (4.2 ) 1 (4.2 ) 0 0 0 

  Staphylococcal bacteraemia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Streptococcal bacteraemia 1 (4.2 ) 0 0 1 (4.2 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 181f 

Adverse events of special interest (AESI) during the lymphodepleting period based on identified risks, regardless of relationship to 

lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

10 (45.5) 1 (4.5 ) 0 2 (9.1 ) 7 (31.8) 

Hematological disorders including 
cytopenias 

     

  -Total 8 (36.4) 0 0 1 (4.5 ) 7 (31.8) 

  Neutrophil count decreased 6 (27.3) 0 0 0 6 (27.3) 

  White blood cell count decreased 5 (22.7) 0 0 0 5 (22.7) 

  Anaemia 3 (13.6) 0 1 (4.5 ) 2 (9.1 ) 0 

  Febrile neutropenia 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Lymphocyte count decreased 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Platelet count decreased 1 (4.5 ) 0 0 1 (4.5 ) 0 

Infections      

  -Total 3 (13.6) 1 (4.5 ) 0 2 (9.1 ) 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Rhinovirus infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Staphylococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Streptococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Tooth abscess 1 (4.5 ) 0 0 1 (4.5 ) 0 

Tumour Lysis Syndrome      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Tumour lysis syndrome 1 (4.5 ) 1 (4.5 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 181f 

Adverse events of special interest (AESI) during the lymphodepleting period based on identified risks, regardless of relationship to 

lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

19 (50.0) 2 (5.3 ) 3 (7.9 ) 7 (18.4) 7 (18.4) 

Cytokine Release Syndrome      

  -Total 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.6 ) 0 1 (2.6 ) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 13 (34.2) 0 1 (2.6 ) 5 (13.2) 7 (18.4) 

  Anaemia 5 (13.2) 0 1 (2.6 ) 4 (10.5) 0 

  Neutrophil count decreased 4 (10.5) 0 0 1 (2.6 ) 3 (7.9 ) 

  White blood cell count decreased 4 (10.5) 0 0 1 (2.6 ) 3 (7.9 ) 

  Lymphocyte count decreased 2 (5.3 ) 0 0 1 (2.6 ) 1 (2.6 ) 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Neutropenia 2 (5.3 ) 0 0 0 2 (5.3 ) 

  Platelet count decreased 2 (5.3 ) 0 1 (2.6 ) 0 1 (2.6 ) 

  Bone marrow failure 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Febrile neutropenia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Leukopenia 1 (2.6 ) 0 0 0 1 (2.6 ) 

  Thrombocytopenia 1 (2.6 ) 0 0 1 (2.6 ) 0 

Infections      

  -Total 6 (15.8) 1 (2.6 ) 2 (5.3 ) 3 (7.9 ) 0 

  Bacteraemia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Bacterial infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Cytomegalovirus infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Device related infection 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Paronychia 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Parotitis 1 (2.6 ) 0 0 1 (2.6 ) 0 

Serious neurological adverse reactions      

  -Total 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Muscular weakness 1 (2.6 ) 1 (2.6 ) 0 0 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 181f 

Adverse events of special interest (AESI) during the lymphodepleting period based on identified risks, regardless of relationship to 

lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=0 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 181g => Adverse events of special i nteres t (AESI) during the l ymphodepleting period based on i denti fied risks, regar dless of r elati onshi p to l ymphodepl eti ng chemotherapy, by group term, preferred ter m, maxi mum CTC grade and N umber of previ ous r elapses (Enroll ed set - Pati ents who recei ved l ymphodepl eti ng chemother apy ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                    
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 181g 

Adverse events of special interest (AESI) during the lymphodepleting period based on identified risks, regardless of relationship to 

lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 0 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

2 (66.7) 0 1 (33.3) 0 1 (33.3) 

Hematological disorders including 
cytopenias 

     

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

  Thrombocytopenia 1 (33.3) 0 0 1 (33.3) 0 

Infections      

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Cytomegalovirus infection 1 (33.3) 0 1 (33.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 
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- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 181g 

Adverse events of special interest (AESI) during the lymphodepleting period based on identified risks, regardless of relationship to 

lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 1 

 
All patients 

N=28 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

10 (35.7) 2 (7.1 ) 1 (3.6 ) 4 (14.3) 3 (10.7) 

Hematological disorders including 
cytopenias 

     

  -Total 5 (17.9) 0 0 2 (7.1 ) 3 (10.7) 

  Anaemia 4 (14.3) 0 1 (3.6 ) 3 (10.7) 0 

  Lymphocyte count decreased 2 (7.1 ) 0 0 1 (3.6 ) 1 (3.6 ) 

  Neutrophil count decreased 2 (7.1 ) 0 0 0 2 (7.1 ) 

  White blood cell count decreased 2 (7.1 ) 0 0 1 (3.6 ) 1 (3.6 ) 

  Febrile neutropenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Platelet count decreased 1 (3.6 ) 0 0 1 (3.6 ) 0 

Infections      

  -Total 5 (17.9) 2 (7.1 ) 1 (3.6 ) 2 (7.1 ) 0 
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Number of previous relapses: 1 

 
All patients 

N=28 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Bacteraemia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Bacterial infection 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Paronychia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Parotitis 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Rhinovirus infection 1 (3.6 ) 1 (3.6 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 181g 

Adverse events of special interest (AESI) during the lymphodepleting period based on identified risks, regardless of relationship to 

lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 2 

 
All patients 

N=20 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

10 (50.0) 1 (5.0 ) 0 5 (25.0) 4 (20.0) 

Cytokine Release Syndrome      

  -Total 1 (5.0 ) 0 1 (5.0 ) 0 0 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.0 ) 0 1 (5.0 ) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 8 (40.0) 0 0 4 (20.0) 4 (20.0) 

  Neutrophil count decreased 5 (25.0) 0 0 1 (5.0 ) 4 (20.0) 

  Anaemia 3 (15.0) 0 0 3 (15.0) 0 

  Febrile neutropenia 2 (10.0) 0 0 2 (10.0) 0 

  White blood cell count decreased 2 (10.0) 0 0 0 2 (10.0) 
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Number of previous relapses: 2 

 
All patients 

N=20 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Bone marrow failure 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Lymphocyte count decreased 1 (5.0 ) 0 0 0 1 (5.0 ) 

  Platelet count decreased 1 (5.0 ) 0 0 0 1 (5.0 ) 

Infections      

  -Total 3 (15.0) 0 0 3 (15.0) 0 

  Bacteraemia 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Device related infection 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Enterococcal bacteraemia 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Staphylococcal bacteraemia 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Streptococcal bacteraemia 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Tooth abscess 1 (5.0 ) 0 0 1 (5.0 ) 0 

Serious neurological adverse reactions      

  -Total 1 (5.0 ) 1 (5.0 ) 0 0 0 

  Muscular weakness 1 (5.0 ) 1 (5.0 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 
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- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 181g 

Adverse events of special interest (AESI) during the lymphodepleting period based on identified risks, regardless of relationship to 

lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: >=3 

 
All patients 

N=12 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

7 (58.3) 0 1 (8.3 ) 0 6 (50.0) 

Hematological disorders including 
cytopenias 

     

  -Total 7 (58.3) 0 1 (8.3 ) 0 6 (50.0) 

  White blood cell count decreased 5 (41.7) 0 0 0 5 (41.7) 

  Neutrophil count decreased 3 (25.0) 0 0 0 3 (25.0) 

  Anaemia 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Leukopenia 1 (8.3 ) 0 0 0 1 (8.3 ) 

  Neutropenia 1 (8.3 ) 0 0 0 1 (8.3 ) 

  Platelet count decreased 1 (8.3 ) 0 1 (8.3 ) 0 0 

Tumour Lysis Syndrome      
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Number of previous relapses: >=3 

 
All patients 

N=12 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 1 (8.3 ) 1 (8.3 ) 0 0 0 

  Tumour lysis syndrome 1 (8.3 ) 1 (8.3 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion 

(for patients who were infused) are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 182a => Adverse events of special i nteres t (AESI) at anyti me during the study based on identifi ed risks by group term, preferred ter m, maxi mum CTC grade and Age ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                    
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 182a 

Adverse events of special interest (AESI) at anytime during the study based on identified risks by group term, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

35 (94.6) 1 (2.7 ) 1 (2.7 ) 10 (27.0) 23 (62.2) 

Cytokine Release Syndrome      

  -Total 25 (67.6) 5 (13.5) 7 (18.9) 5 (13.5) 8 (21.6) 

  Cytokine release syndrome 25 (67.6) 7 (18.9) 6 (16.2) 4 (10.8) 8 (21.6) 

  Haemophagocytic 
lymphohistiocytosis 

2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 24 (64.9) 0 0 5 (13.5) 19 (51.4) 

  Anaemia 16 (43.2) 2 (5.4 ) 2 (5.4 ) 12 (32.4) 0 

  White blood cell count decreased 13 (35.1) 0 0 1 (2.7 ) 12 (32.4) 

  Neutrophil count decreased 12 (32.4) 0 0 1 (2.7 ) 11 (29.7) 
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Age: <10 years 

 
All patients 

N=37 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Platelet count decreased 12 (32.4) 1 (2.7 ) 0 1 (2.7 ) 10 (27.0) 

  Febrile neutropenia 11 (29.7) 1 (2.7 ) 0 10 (27.0) 0 

  Neutropenia 11 (29.7) 1 (2.7 ) 0 4 (10.8) 6 (16.2) 

  Thrombocytopenia 5 (13.5) 0 2 (5.4 ) 0 3 (8.1 ) 

  Lymphocyte count decreased 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Bone marrow failure 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Febrile bone marrow aplasia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Haemoglobin decreased 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Leukopenia 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Lymphopenia 1 (2.7 ) 0 0 1 (2.7 ) 0 

Infections      

  -Total 26 (70.3) 1 (2.7 ) 6 (16.2) 16 (43.2) 3 (8.1 ) 

  Upper respiratory tract infection 7 (18.9) 2 (5.4 ) 5 (13.5) 0 0 

  Device related infection 4 (10.8) 0 1 (2.7 ) 3 (8.1 ) 0 

  Nasopharyngitis 4 (10.8) 3 (8.1 ) 1 (2.7 ) 0 0 

  Pneumonia 4 (10.8) 1 (2.7 ) 1 (2.7 ) 2 (5.4 ) 0 

  Cellulitis 3 (8.1 ) 0 2 (5.4 ) 1 (2.7 ) 0 

  Gastroenteritis 3 (8.1 ) 3 (8.1 ) 0 0 0 
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Age: <10 years 

 
All patients 

N=37 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Rash pustular 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Bacteraemia 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Bacterial infection 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Bronchopulmonary aspergillosis 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Candida infection 2 (5.4 ) 1 (2.7 ) 0 1 (2.7 ) 0 

  Clostridium difficile infection 2 (5.4 ) 0 2 (5.4 ) 0 0 

  Oral candidiasis 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Otitis externa 2 (5.4 ) 1 (2.7 ) 0 1 (2.7 ) 0 

  Otitis media 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Paronychia 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Rhinitis 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Rhinovirus infection 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Sepsis 2 (5.4 ) 0 0 0 2 (5.4 ) 

  Sinusitis 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Staphylococcal infection 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Urinary tract infection 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Urinary tract infection viral 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Alternaria infection 1 (2.7 ) 0 0 1 (2.7 ) 0 
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Age: <10 years 

 
All patients 

N=37 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Anal fistula infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Aspergillus infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Bacterial pyelonephritis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Body tinea 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Bronchitis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Catheter site infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Central nervous system infection 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Conjunctivitis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Conjunctivitis viral 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Croup infectious 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Cytomegalovirus infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Enterococcal bacteraemia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Enterococcal infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Enterococcal sepsis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Enterovirus infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Escherichia bacteraemia 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Folliculitis 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Gastrointestinal infection 1 (2.7 ) 0 0 1 (2.7 ) 0 
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Age: <10 years 

 
All patients 

N=37 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Helminthic infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Herpes zoster 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Impetigo 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Influenza 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Laryngitis 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Meningitis aseptic 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Molluscum contagiosum 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Mucosal infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Nail infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Oral herpes 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Oral infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Otitis media acute 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Parainfluenzae virus infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Parotitis 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Parvovirus b19 infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Periorbital cellulitis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Pharyngitis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Pneumonia fungal 1 (2.7 ) 0 0 1 (2.7 ) 0 



  

  

6119 

Age: <10 years 

 
All patients 

N=37 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Pneumonia viral 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Respiratory tract infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Rotavirus infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Skin infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Staphylococcal bacteraemia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Streptococcal bacteraemia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Tinea pedis 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Tooth abscess 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Vascular device infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Viral upper respiratory tract infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 16 (43.2) 4 (10.8) 10 (27.0) 2 (5.4 ) 0 

  Hypogammaglobulinaemia 16 (43.2) 4 (10.8) 10 (27.0) 2 (5.4 ) 0 

Serious neurological adverse reactions      

  -Total 13 (35.1) 4 (10.8) 3 (8.1 ) 6 (16.2) 0 

  Seizure 5 (13.5) 0 2 (5.4 ) 3 (8.1 ) 0 

  Agitation 4 (10.8) 0 3 (8.1 ) 1 (2.7 ) 0 
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Age: <10 years 

 
All patients 

N=37 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Muscular weakness 3 (8.1 ) 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 0 

  Tremor 3 (8.1 ) 3 (8.1 ) 0 0 0 

  Confusional state 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Irritability 2 (5.4 ) 2 (5.4 ) 0 0 0 

  Lethargy 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Delirium 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Depressed level of consciousness 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Dysarthria 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Dyskinesia 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Encephalopathy 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.7 ) 0 0 1 (2.7 ) 0 

  Somnolence 1 (2.7 ) 1 (2.7 ) 0 0 0 

Tumour Lysis Syndrome      

  -Total 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Tumour lysis syndrome 1 (2.7 ) 0 0 0 1 (2.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 
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- A patient with multiple adverse events within a group term class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 182a 

Adverse events of special interest (AESI) at anytime during the study based on identified risks by group term, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

19 (100) 0 2 (10.5) 5 (26.3) 12 (63.2) 

Cytokine Release Syndrome      

  -Total 12 (63.2) 3 (15.8) 3 (15.8) 3 (15.8) 3 (15.8) 

  Cytokine release syndrome 12 (63.2) 3 (15.8) 3 (15.8) 3 (15.8) 3 (15.8) 

  Haemophagocytic 
lymphohistiocytosis 

3 (15.8) 0 1 (5.3 ) 2 (10.5) 0 

Hematological disorders including 
cytopenias 

     

  -Total 15 (78.9) 0 1 (5.3 ) 8 (42.1) 6 (31.6) 

  Febrile neutropenia 6 (31.6) 0 1 (5.3 ) 5 (26.3) 0 

  Neutropenia 5 (26.3) 1 (5.3 ) 0 1 (5.3 ) 3 (15.8) 

  Anaemia 4 (21.1) 0 0 4 (21.1) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Bone marrow failure 4 (21.1) 0 1 (5.3 ) 3 (15.8) 0 

  Thrombocytopenia 4 (21.1) 0 0 2 (10.5) 2 (10.5) 

  Leukopenia 3 (15.8) 0 0 0 3 (15.8) 

  Lymphocyte count decreased 3 (15.8) 1 (5.3 ) 0 1 (5.3 ) 1 (5.3 ) 

  Neutrophil count decreased 3 (15.8) 0 0 0 3 (15.8) 

  Platelet count decreased 3 (15.8) 0 0 1 (5.3 ) 2 (10.5) 

  White blood cell count decreased 3 (15.8) 0 0 0 3 (15.8) 

  Lymphopenia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Neutropenic infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Pancytopenia 1 (5.3 ) 0 0 1 (5.3 ) 0 

Infections      

  -Total 15 (78.9) 1 (5.3 ) 2 (10.5) 8 (42.1) 4 (21.1) 

  Nasopharyngitis 4 (21.1) 4 (21.1) 0 0 0 

  Rhinitis 4 (21.1) 2 (10.5) 2 (10.5) 0 0 

  Herpes zoster 3 (15.8) 0 2 (10.5) 1 (5.3 ) 0 

  Sepsis 3 (15.8) 0 0 1 (5.3 ) 2 (10.5) 

  Device related infection 2 (10.5) 0 0 2 (10.5) 0 

  Infection 2 (10.5) 0 1 (5.3 ) 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Septic shock 2 (10.5) 0 0 0 2 (10.5) 

  Atypical pneumonia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Bacterial infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Bronchopulmonary aspergillosis 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Enterovirus infection 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Eye infection 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Neutropenic infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Otitis externa 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Otitis media 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Paronychia 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Periorbital cellulitis 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Pneumonia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Rash pustular 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Rhinovirus infection 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Systemic infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Tooth infection 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Upper respiratory tract infection 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Varicella 1 (5.3 ) 0 0 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Viral upper respiratory tract infection 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Vulvitis 1 (5.3 ) 0 1 (5.3 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 7 (36.8) 1 (5.3 ) 4 (21.1) 2 (10.5) 0 

  Hypogammaglobulinaemia 4 (21.1) 1 (5.3 ) 3 (15.8) 0 0 

  Immunoglobulins decreased 3 (15.8) 0 1 (5.3 ) 2 (10.5) 0 

Serious neurological adverse reactions      

  -Total 7 (36.8) 3 (15.8) 3 (15.8) 1 (5.3 ) 0 

  Seizure 3 (15.8) 1 (5.3 ) 2 (10.5) 0 0 

  Tremor 2 (10.5) 1 (5.3 ) 1 (5.3 ) 0 0 

  Abnormal behaviour 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Agitation 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Confusional state 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Delirium 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Depressed level of consciousness 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Disorientation 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Encephalopathy 1 (5.3 ) 0 0 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Hallucination 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Lethargy 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Leukoencephalopathy 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Muscular weakness 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Speech disorder 1 (5.3 ) 0 1 (5.3 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a group term class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 182a 

Adverse events of special interest (AESI) at anytime during the study based on identified risks by group term, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

18 (100) 1 (5.6 ) 1 (5.6 ) 6 (33.3) 10 (55.6) 

Cytokine Release Syndrome      

  -Total 10 (55.6) 2 (11.1) 4 (22.2) 2 (11.1) 2 (11.1) 

  Cytokine release syndrome 10 (55.6) 2 (11.1) 4 (22.2) 2 (11.1) 2 (11.1) 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 0 0 1 (5.6 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 14 (77.8) 1 (5.6 ) 1 (5.6 ) 6 (33.3) 6 (33.3) 

  Anaemia 5 (27.8) 0 3 (16.7) 2 (11.1) 0 

  Thrombocytopenia 5 (27.8) 0 1 (5.6 ) 2 (11.1) 2 (11.1) 

  White blood cell count decreased 5 (27.8) 0 0 2 (11.1) 3 (16.7) 
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Age: >=18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Febrile neutropenia 4 (22.2) 0 0 3 (16.7) 1 (5.6 ) 

  Neutropenia 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Platelet count decreased 3 (16.7) 0 0 2 (11.1) 1 (5.6 ) 

  Bone marrow failure 2 (11.1) 0 0 2 (11.1) 0 

  Lymphocyte count decreased 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Neutropenic infection 2 (11.1) 0 0 2 (11.1) 0 

  Neutrophil count decreased 2 (11.1) 0 0 0 2 (11.1) 

  Monocyte count decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

Infections      

  -Total 16 (88.9) 1 (5.6 ) 3 (16.7) 9 (50.0) 3 (16.7) 

  Oral herpes 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Pneumonia 3 (16.7) 0 0 2 (11.1) 1 (5.6 ) 

  Bacterial infection 2 (11.1) 0 2 (11.1) 0 0 

  Device related infection 2 (11.1) 0 2 (11.1) 0 0 

  Herpes zoster 2 (11.1) 0 2 (11.1) 0 0 

  Neutropenic infection 2 (11.1) 0 0 2 (11.1) 0 

  Respiratory syncytial virus infection 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Aspergillus infection 1 (5.6 ) 0 0 1 (5.6 ) 0 
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Age: >=18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Bronchitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Candida infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Cellulitis orbital 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Central nervous system infection 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Cerebral fungal infection 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Cystitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Enterovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Escherichia sepsis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Escherichia urinary tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Herpes simplex 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Human herpesvirus 6 infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Influenza 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Listeria sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Nasopharyngitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Parotitis 1 (5.6 ) 0 0 1 (5.6 ) 0 
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Age: >=18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Pneumonia haemophilus 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Post procedural infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pseudomembranous colitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pseudomonas infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Respiratory tract infection fungal 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Rhinovirus infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sepsis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Septic shock 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Sinusitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Staphylococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Tonsillitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Vascular device infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 6 (33.3) 1 (5.6 ) 3 (16.7) 1 (5.6 ) 1 (5.6 ) 

  B-cell aplasia 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Hypogammaglobulinaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Immunoglobulins decreased 2 (11.1) 0 1 (5.6 ) 0 1 (5.6 ) 
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Age: >=18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Serious neurological adverse reactions      

  -Total 8 (44.4) 2 (11.1) 1 (5.6 ) 4 (22.2) 1 (5.6 ) 

  Somnolence 5 (27.8) 1 (5.6 ) 1 (5.6 ) 3 (16.7) 0 

  Seizure 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Confusional state 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Disorientation 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Dyskinesia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Muscular weakness 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Partial seizures 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Restlessness 1 (5.6 ) 0 1 (5.6 ) 0 0 

Tumour Lysis Syndrome      

  -Total 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Tumour lysis syndrome 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a group term class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t182_gd_b2001x.sas@@/main/1 25JUN21:17:56                                        Final 

 



  

  

6134 

Tabl e 182b => Adverse events of special i nteres t (AESI) at anyti me during the study based on identifi ed risks by group term, preferred ter m, maxi mum CTC grade and Gender ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                 
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 182b 

Adverse events of special interest (AESI) at anytime during the study based on identified risks by group term, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

44 (100) 1 (2.3 ) 3 (6.8 ) 10 (22.7) 30 (68.2) 

Cytokine Release Syndrome      

  -Total 29 (65.9) 6 (13.6) 8 (18.2) 6 (13.6) 9 (20.5) 

  Cytokine release syndrome 29 (65.9) 7 (15.9) 7 (15.9) 6 (13.6) 9 (20.5) 

  Haemophagocytic 
lymphohistiocytosis 

4 (9.1 ) 0 2 (4.5 ) 2 (4.5 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 33 (75.0) 0 2 (4.5 ) 10 (22.7) 21 (47.7) 

  Anaemia 16 (36.4) 1 (2.3 ) 5 (11.4) 10 (22.7) 0 

  Febrile neutropenia 13 (29.5) 0 1 (2.3 ) 11 (25.0) 1 (2.3 ) 

  White blood cell count decreased 13 (29.5) 0 0 2 (4.5 ) 11 (25.0) 
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Gender: Male 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Neutropenia 12 (27.3) 2 (4.5 ) 1 (2.3 ) 4 (9.1 ) 5 (11.4) 

  Platelet count decreased 12 (27.3) 1 (2.3 ) 0 1 (2.3 ) 10 (22.7) 

  Neutrophil count decreased 11 (25.0) 0 0 0 11 (25.0) 

  Thrombocytopenia 10 (22.7) 0 2 (4.5 ) 3 (6.8 ) 5 (11.4) 

  Bone marrow failure 4 (9.1 ) 0 1 (2.3 ) 3 (6.8 ) 0 

  Leukopenia 4 (9.1 ) 0 0 0 4 (9.1 ) 

  Lymphocyte count decreased 4 (9.1 ) 0 0 2 (4.5 ) 2 (4.5 ) 

  Neutropenic infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Haemoglobin decreased 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Lymphopenia 1 (2.3 ) 0 0 1 (2.3 ) 0 

Infections      

  -Total 34 (77.3) 3 (6.8 ) 6 (13.6) 19 (43.2) 6 (13.6) 

  Device related infection 6 (13.6) 0 3 (6.8 ) 3 (6.8 ) 0 

  Herpes zoster 5 (11.4) 0 4 (9.1 ) 1 (2.3 ) 0 

  Nasopharyngitis 5 (11.4) 5 (11.4) 0 0 0 

  Pneumonia 4 (9.1 ) 0 1 (2.3 ) 3 (6.8 ) 0 

  Sepsis 4 (9.1 ) 0 0 1 (2.3 ) 3 (6.8 ) 

  Bacterial infection 3 (6.8 ) 0 2 (4.5 ) 1 (2.3 ) 0 
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Gender: Male 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Oral herpes 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Otitis media 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Bronchitis 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Candida infection 2 (4.5 ) 1 (2.3 ) 0 1 (2.3 ) 0 

  Cellulitis 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Enterovirus infection 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Gastroenteritis 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Neutropenic infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Paronychia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Rash pustular 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Respiratory syncytial virus infection 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Rhinitis 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Rhinovirus infection 2 (4.5 ) 2 (4.5 ) 0 0 0 

  Upper respiratory tract infection 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Anal fistula infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Aspergillus infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Atypical pneumonia 1 (2.3 ) 0 0 1 (2.3 ) 0 
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Gender: Male 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Bacterial pyelonephritis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Central nervous system infection 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Cerebral fungal infection 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Conjunctivitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Croup infectious 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Enterococcal bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Enterococcal sepsis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Escherichia bacteraemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Escherichia sepsis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Eye infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Folliculitis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Gastrointestinal infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Helminthic infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Herpes simplex 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Human herpesvirus 6 infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Impetigo 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Influenza 1 (2.3 ) 0 0 1 (2.3 ) 0 
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Gender: Male 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Laryngitis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Listeria sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Molluscum contagiosum 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Oral fungal infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Oral infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Otitis externa 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Otitis media acute 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Periorbital cellulitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Pneumonia haemophilus 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Respiratory tract infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Respiratory tract infection fungal 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Septic shock 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Skin infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Staphylococcal bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Staphylococcal infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Streptococcal bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Systemic infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Tinea pedis 1 (2.3 ) 0 1 (2.3 ) 0 0 
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Gender: Male 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Tonsillitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Tooth infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Urinary tract infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Urinary tract infection viral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Vascular device infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Viral upper respiratory tract infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 16 (36.4) 2 (4.5 ) 10 (22.7) 3 (6.8 ) 1 (2.3 ) 

  Hypogammaglobulinaemia 10 (22.7) 2 (4.5 ) 8 (18.2) 0 0 

  Immunoglobulins decreased 5 (11.4) 0 2 (4.5 ) 2 (4.5 ) 1 (2.3 ) 

  B-cell aplasia 1 (2.3 ) 0 0 1 (2.3 ) 0 

Serious neurological adverse reactions      

  -Total 18 (40.9) 5 (11.4) 6 (13.6) 7 (15.9) 0 

  Seizure 8 (18.2) 2 (4.5 ) 3 (6.8 ) 3 (6.8 ) 0 

  Agitation 4 (9.1 ) 0 3 (6.8 ) 1 (2.3 ) 0 

  Confusional state 4 (9.1 ) 1 (2.3 ) 1 (2.3 ) 2 (4.5 ) 0 

  Tremor 4 (9.1 ) 3 (6.8 ) 1 (2.3 ) 0 0 
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Gender: Male 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Muscular weakness 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Somnolence 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Delirium 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Depressed level of consciousness 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Encephalopathy 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Lethargy 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Abnormal behaviour 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Disorientation 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Dyskinesia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Leukoencephalopathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Partial seizures 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.3 ) 0 0 1 (2.3 ) 0 

  Speech disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

Tumour Lysis Syndrome      

  -Total 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

  Tumour lysis syndrome 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a group term class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 182b 

Adverse events of special interest (AESI) at anytime during the study based on identified risks by group term, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

28 (93.3) 1 (3.3 ) 1 (3.3 ) 11 (36.7) 15 (50.0) 

Cytokine Release Syndrome      

  -Total 18 (60.0) 4 (13.3) 6 (20.0) 4 (13.3) 4 (13.3) 

  Cytokine release syndrome 18 (60.0) 5 (16.7) 6 (20.0) 3 (10.0) 4 (13.3) 

  Haemophagocytic 
lymphohistiocytosis 

2 (6.7 ) 0 0 2 (6.7 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 20 (66.7) 1 (3.3 ) 0 9 (30.0) 10 (33.3) 

  Anaemia 9 (30.0) 1 (3.3 ) 0 8 (26.7) 0 

  Febrile neutropenia 8 (26.7) 1 (3.3 ) 0 7 (23.3) 0 

  White blood cell count decreased 8 (26.7) 0 0 1 (3.3 ) 7 (23.3) 
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Gender: Female 

 
All patients 

N=30 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Neutropenia 7 (23.3) 0 0 3 (10.0) 4 (13.3) 

  Neutrophil count decreased 6 (20.0) 0 0 1 (3.3 ) 5 (16.7) 

  Platelet count decreased 6 (20.0) 0 0 3 (10.0) 3 (10.0) 

  Thrombocytopenia 4 (13.3) 0 1 (3.3 ) 1 (3.3 ) 2 (6.7 ) 

  Bone marrow failure 3 (10.0) 0 0 3 (10.0) 0 

  Lymphocyte count decreased 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

  Febrile bone marrow aplasia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Lymphopenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Monocyte count decreased 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Neutropenic infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pancytopenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

Infections      

  -Total 23 (76.7) 0 5 (16.7) 14 (46.7) 4 (13.3) 

  Upper respiratory tract infection 6 (20.0) 1 (3.3 ) 5 (16.7) 0 0 

  Nasopharyngitis 4 (13.3) 3 (10.0) 1 (3.3 ) 0 0 

  Pneumonia 4 (13.3) 1 (3.3 ) 0 2 (6.7 ) 1 (3.3 ) 

  Rhinitis 4 (13.3) 2 (6.7 ) 2 (6.7 ) 0 0 

  Bronchopulmonary aspergillosis 3 (10.0) 0 2 (6.7 ) 1 (3.3 ) 0 
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Gender: Female 

 
All patients 

N=30 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Sinusitis 3 (10.0) 0 1 (3.3 ) 2 (6.7 ) 0 

  Bacterial infection 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Clostridium difficile infection 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Device related infection 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Oral candidiasis 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Otitis externa 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Parotitis 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Rash pustular 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Rhinovirus infection 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 0 0 

  Sepsis 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

  Septic shock 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

  Staphylococcal infection 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Alternaria infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Aspergillus infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Bacteraemia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Body tinea 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Candida infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Catheter site infection 1 (3.3 ) 0 1 (3.3 ) 0 0 
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Gender: Female 

 
All patients 

N=30 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Cellulitis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Cellulitis orbital 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Central nervous system infection 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Conjunctivitis viral 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Cystitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Cytomegalovirus infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Enterococcal infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Enterovirus infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Escherichia urinary tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Fungal infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Gastroenteritis 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Herpes zoster 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Influenza 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Meningitis aseptic 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Mucosal infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Nail infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Neutropenic infection 1 (3.3 ) 0 0 1 (3.3 ) 0 
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Gender: Female 

 
All patients 

N=30 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Oral herpes 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Parainfluenzae virus infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Paronychia 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Parvovirus b19 infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Periorbital cellulitis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pharyngitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Pneumonia fungal 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pneumonia viral 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Post procedural infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pseudomembranous colitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Pseudomonas infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Rotavirus infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Tooth abscess 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Urinary tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Urinary tract infection viral 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Varicella 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Vascular device infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Viral upper respiratory tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 
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Gender: Female 

 
All patients 

N=30 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Vulvitis 1 (3.3 ) 0 1 (3.3 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 13 (43.3) 4 (13.3) 7 (23.3) 2 (6.7 ) 0 

  Hypogammaglobulinaemia 12 (40.0) 4 (13.3) 6 (20.0) 2 (6.7 ) 0 

  B-cell aplasia 1 (3.3 ) 0 1 (3.3 ) 0 0 

Serious neurological adverse reactions      

  -Total 10 (33.3) 4 (13.3) 1 (3.3 ) 4 (13.3) 1 (3.3 ) 

  Somnolence 3 (10.0) 0 0 3 (10.0) 0 

  Irritability 2 (6.7 ) 2 (6.7 ) 0 0 0 

  Muscular weakness 2 (6.7 ) 1 (3.3 ) 0 1 (3.3 ) 0 

  Seizure 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Agitation 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Disorientation 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Dysarthria 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Dyskinesia 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Encephalopathy 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Hallucination 1 (3.3 ) 0 1 (3.3 ) 0 0 
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Gender: Female 

 
All patients 

N=30 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Lethargy 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Restlessness 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Tremor 1 (3.3 ) 1 (3.3 ) 0 0 0 

Tumour Lysis Syndrome      

  -Total 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Tumour lysis syndrome 1 (3.3 ) 1 (3.3 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a group term class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 182c 

Adverse events of special interest (AESI) at anytime during the study based on identified risks by group term, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 0 1 (100) 0 

Cytokine Release Syndrome      

  -Total 1 (100) 0 0 1 (100) 0 

  Cytokine release syndrome 1 (100) 0 0 1 (100) 0 

Hematological disorders including 
cytopenias 

     

  -Total 1 (100) 0 0 1 (100) 0 

  Febrile neutropenia 1 (100) 0 0 1 (100) 0 

  Neutropenia 1 (100) 0 0 1 (100) 0 

Infections      

  -Total 1 (100) 0 0 1 (100) 0 

  Infection 1 (100) 0 0 1 (100) 0 
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Response status at study entry: Primary refractory 

 
All patients 

N=1 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Paronychia 1 (100) 0 1 (100) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (100) 0 1 (100) 0 0 

  Immunoglobulins decreased 1 (100) 0 1 (100) 0 0 

Serious neurological adverse reactions      

  -Total 1 (100) 1 (100) 0 0 0 

  Leukoencephalopathy 1 (100) 1 (100) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a group term class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t182_gd_b2001x.sas@@/main/1 25JUN21:17:57                                        Final 

 
  



  

  

6152 

 



  

  

6153 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 182c 

Adverse events of special interest (AESI) at anytime during the study based on identified risks by group term, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

71 (97.3) 2 (2.7 ) 4 (5.5 ) 20 (27.4) 45 (61.6) 

Cytokine Release Syndrome      

  -Total 46 (63.0) 10 (13.7) 14 (19.2) 9 (12.3) 13 (17.8) 

  Cytokine release syndrome 46 (63.0) 12 (16.4) 13 (17.8) 8 (11.0) 13 (17.8) 

  Haemophagocytic 
lymphohistiocytosis 

6 (8.2 ) 0 2 (2.7 ) 4 (5.5 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 52 (71.2) 1 (1.4 ) 2 (2.7 ) 18 (24.7) 31 (42.5) 

  Anaemia 25 (34.2) 2 (2.7 ) 5 (6.8 ) 18 (24.7) 0 

  White blood cell count decreased 21 (28.8) 0 0 3 (4.1 ) 18 (24.7) 

  Febrile neutropenia 20 (27.4) 1 (1.4 ) 1 (1.4 ) 17 (23.3) 1 (1.4 ) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Neutropenia 18 (24.7) 2 (2.7 ) 1 (1.4 ) 6 (8.2 ) 9 (12.3) 

  Platelet count decreased 18 (24.7) 1 (1.4 ) 0 4 (5.5 ) 13 (17.8) 

  Neutrophil count decreased 17 (23.3) 0 0 1 (1.4 ) 16 (21.9) 

  Thrombocytopenia 14 (19.2) 0 3 (4.1 ) 4 (5.5 ) 7 (9.6 ) 

  Bone marrow failure 7 (9.6 ) 0 1 (1.4 ) 6 (8.2 ) 0 

  Lymphocyte count decreased 7 (9.6 ) 1 (1.4 ) 0 4 (5.5 ) 2 (2.7 ) 

  Leukopenia 4 (5.5 ) 0 0 0 4 (5.5 ) 

  Neutropenic infection 3 (4.1 ) 0 0 3 (4.1 ) 0 

  Lymphopenia 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Febrile bone marrow aplasia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Haemoglobin decreased 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Monocyte count decreased 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Pancytopenia 1 (1.4 ) 0 0 1 (1.4 ) 0 

Infections      

  -Total 56 (76.7) 3 (4.1 ) 11 (15.1) 32 (43.8) 10 (13.7) 

  Nasopharyngitis 9 (12.3) 8 (11.0) 1 (1.4 ) 0 0 

  Device related infection 8 (11.0) 0 3 (4.1 ) 5 (6.8 ) 0 

  Pneumonia 8 (11.0) 1 (1.4 ) 1 (1.4 ) 5 (6.8 ) 1 (1.4 ) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Upper respiratory tract infection 8 (11.0) 2 (2.7 ) 6 (8.2 ) 0 0 

  Herpes zoster 6 (8.2 ) 0 5 (6.8 ) 1 (1.4 ) 0 

  Rhinitis 6 (8.2 ) 4 (5.5 ) 2 (2.7 ) 0 0 

  Sepsis 6 (8.2 ) 0 0 2 (2.7 ) 4 (5.5 ) 

  Bacterial infection 5 (6.8 ) 0 3 (4.1 ) 2 (2.7 ) 0 

  Oral herpes 4 (5.5 ) 1 (1.4 ) 3 (4.1 ) 0 0 

  Rash pustular 4 (5.5 ) 4 (5.5 ) 0 0 0 

  Rhinovirus infection 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 0 0 

  Bronchopulmonary aspergillosis 3 (4.1 ) 0 2 (2.7 ) 1 (1.4 ) 0 

  Candida infection 3 (4.1 ) 1 (1.4 ) 0 2 (2.7 ) 0 

  Cellulitis 3 (4.1 ) 0 2 (2.7 ) 1 (1.4 ) 0 

  Enterovirus infection 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 0 0 

  Gastroenteritis 3 (4.1 ) 3 (4.1 ) 0 0 0 

  Neutropenic infection 3 (4.1 ) 0 0 3 (4.1 ) 0 

  Otitis externa 3 (4.1 ) 1 (1.4 ) 1 (1.4 ) 1 (1.4 ) 0 

  Otitis media 3 (4.1 ) 3 (4.1 ) 0 0 0 

  Septic shock 3 (4.1 ) 0 0 1 (1.4 ) 2 (2.7 ) 

  Sinusitis 3 (4.1 ) 0 1 (1.4 ) 2 (2.7 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Staphylococcal infection 3 (4.1 ) 0 1 (1.4 ) 2 (2.7 ) 0 

  Aspergillus infection 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Bacteraemia 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Bronchitis 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Central nervous system infection 2 (2.7 ) 0 0 0 2 (2.7 ) 

  Clostridium difficile infection 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Infection 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Influenza 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

  Oral candidiasis 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Paronychia 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Parotitis 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

  Periorbital cellulitis 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Respiratory syncytial virus infection 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Urinary tract infection 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Urinary tract infection viral 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Vascular device infection 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Viral upper respiratory tract infection 2 (2.7 ) 0 2 (2.7 ) 0 0 

  Alternaria infection 1 (1.4 ) 0 0 1 (1.4 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Anal fistula infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Atypical pneumonia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Bacterial pyelonephritis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Body tinea 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Catheter site infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Cellulitis orbital 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Cerebral fungal infection 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Conjunctivitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Conjunctivitis viral 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Croup infectious 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Cystitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Cytomegalovirus infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Enterococcal bacteraemia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Enterococcal infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Enterococcal sepsis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Escherichia bacteraemia 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Escherichia sepsis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Escherichia urinary tract infection 1 (1.4 ) 0 1 (1.4 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Eye infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Folliculitis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Fungal infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Gastrointestinal infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Helminthic infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Herpes simplex 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Human herpesvirus 6 infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Impetigo 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Laryngitis 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Listeria sepsis 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Meningitis aseptic 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Molluscum contagiosum 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Mucosal infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Nail infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Oral fungal infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Oral infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Otitis media acute 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Parainfluenzae virus infection 1 (1.4 ) 0 1 (1.4 ) 0 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Parvovirus b19 infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Pharyngitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Pneumonia fungal 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Pneumonia haemophilus 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Pneumonia viral 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Post procedural infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Pseudomembranous colitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Pseudomonas infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Respiratory tract infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Respiratory tract infection fungal 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Rotavirus infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Skin infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Staphylococcal bacteraemia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Streptococcal bacteraemia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Systemic infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Tinea pedis 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Tonsillitis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Tooth abscess 1 (1.4 ) 0 0 1 (1.4 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tooth infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Varicella 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Vulvitis 1 (1.4 ) 0 1 (1.4 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 28 (38.4) 6 (8.2 ) 16 (21.9) 5 (6.8 ) 1 (1.4 ) 

  Hypogammaglobulinaemia 22 (30.1) 6 (8.2 ) 14 (19.2) 2 (2.7 ) 0 

  Immunoglobulins decreased 4 (5.5 ) 0 1 (1.4 ) 2 (2.7 ) 1 (1.4 ) 

  B-cell aplasia 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

Serious neurological adverse reactions      

  -Total 27 (37.0) 8 (11.0) 7 (9.6 ) 11 (15.1) 1 (1.4 ) 

  Seizure 10 (13.7) 2 (2.7 ) 4 (5.5 ) 4 (5.5 ) 0 

  Somnolence 6 (8.2 ) 2 (2.7 ) 1 (1.4 ) 3 (4.1 ) 0 

  Agitation 5 (6.8 ) 0 4 (5.5 ) 1 (1.4 ) 0 

  Muscular weakness 5 (6.8 ) 2 (2.7 ) 2 (2.7 ) 1 (1.4 ) 0 

  Tremor 5 (6.8 ) 4 (5.5 ) 1 (1.4 ) 0 0 

  Confusional state 4 (5.5 ) 1 (1.4 ) 1 (1.4 ) 2 (2.7 ) 0 

  Encephalopathy 3 (4.1 ) 0 0 2 (2.7 ) 1 (1.4 ) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Lethargy 3 (4.1 ) 1 (1.4 ) 2 (2.7 ) 0 0 

  Delirium 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Depressed level of consciousness 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Disorientation 2 (2.7 ) 1 (1.4 ) 1 (1.4 ) 0 0 

  Dyskinesia 2 (2.7 ) 1 (1.4 ) 0 1 (1.4 ) 0 

  Irritability 2 (2.7 ) 2 (2.7 ) 0 0 0 

  Abnormal behaviour 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Dysarthria 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Hallucination 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Partial seizures 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (1.4 ) 0 0 1 (1.4 ) 0 

  Restlessness 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Speech disorder 1 (1.4 ) 0 1 (1.4 ) 0 0 

Tumour Lysis Syndrome      

  -Total 3 (4.1 ) 1 (1.4 ) 0 1 (1.4 ) 1 (1.4 ) 

  Tumour lysis syndrome 3 (4.1 ) 1 (1.4 ) 0 1 (1.4 ) 1 (1.4 ) 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a group term class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 182d => Adverse events of special i nteres t (AESI) at anyti me during the study based on identifi ed risks by group term, preferred ter m, maxi mum CTC g rade and R egion (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                 
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 182d 

Adverse events of special interest (AESI) at anytime during the study based on identified risks by group term, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

51 (96.2) 2 (3.8 ) 3 (5.7 ) 19 (35.8) 27 (50.9) 

Cytokine Release Syndrome      

  -Total 31 (58.5) 6 (11.3) 9 (17.0) 6 (11.3) 10 (18.9) 

  Cytokine release syndrome 31 (58.5) 6 (11.3) 9 (17.0) 6 (11.3) 10 (18.9) 

  Haemophagocytic 
lymphohistiocytosis 

4 (7.5 ) 0 1 (1.9 ) 3 (5.7 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 33 (62.3) 0 2 (3.8 ) 17 (32.1) 14 (26.4) 

  Neutropenia 12 (22.6) 2 (3.8 ) 1 (1.9 ) 5 (9.4 ) 4 (7.5 ) 

  Febrile neutropenia 10 (18.9) 0 0 10 (18.9) 0 

  White blood cell count decreased 10 (18.9) 0 0 1 (1.9 ) 9 (17.0) 
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Region: Europe 

 
All patients 

N=53 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Anaemia 9 (17.0) 2 (3.8 ) 3 (5.7 ) 4 (7.5 ) 0 

  Platelet count decreased 8 (15.1) 1 (1.9 ) 0 4 (7.5 ) 3 (5.7 ) 

  Neutrophil count decreased 7 (13.2) 0 0 0 7 (13.2) 

  Bone marrow failure 6 (11.3) 0 1 (1.9 ) 5 (9.4 ) 0 

  Thrombocytopenia 5 (9.4 ) 0 2 (3.8 ) 1 (1.9 ) 2 (3.8 ) 

  Leukopenia 3 (5.7 ) 0 0 0 3 (5.7 ) 

  Neutropenic infection 3 (5.7 ) 0 0 3 (5.7 ) 0 

  Lymphopenia 2 (3.8 ) 0 0 2 (3.8 ) 0 

  Febrile bone marrow aplasia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Haemoglobin decreased 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Lymphocyte count decreased 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Pancytopenia 1 (1.9 ) 0 0 1 (1.9 ) 0 

Infections      

  -Total 40 (75.5) 2 (3.8 ) 8 (15.1) 23 (43.4) 7 (13.2) 

  Nasopharyngitis 7 (13.2) 6 (11.3) 1 (1.9 ) 0 0 

  Herpes zoster 6 (11.3) 0 5 (9.4 ) 1 (1.9 ) 0 

  Device related infection 5 (9.4 ) 0 2 (3.8 ) 3 (5.7 ) 0 

  Pneumonia 4 (7.5 ) 0 1 (1.9 ) 2 (3.8 ) 1 (1.9 ) 
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Region: Europe 

 
All patients 

N=53 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Rhinitis 4 (7.5 ) 2 (3.8 ) 2 (3.8 ) 0 0 

  Gastroenteritis 3 (5.7 ) 3 (5.7 ) 0 0 0 

  Neutropenic infection 3 (5.7 ) 0 0 3 (5.7 ) 0 

  Sepsis 3 (5.7 ) 0 0 1 (1.9 ) 2 (3.8 ) 

  Septic shock 3 (5.7 ) 0 0 1 (1.9 ) 2 (3.8 ) 

  Upper respiratory tract infection 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 0 0 

  Bacteraemia 2 (3.8 ) 0 0 2 (3.8 ) 0 

  Bronchitis 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Bronchopulmonary aspergillosis 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Candida infection 2 (3.8 ) 1 (1.9 ) 0 1 (1.9 ) 0 

  Central nervous system infection 2 (3.8 ) 0 0 0 2 (3.8 ) 

  Infection 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Oral herpes 2 (3.8 ) 0 2 (3.8 ) 0 0 

  Otitis externa 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Otitis media 2 (3.8 ) 2 (3.8 ) 0 0 0 

  Sinusitis 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Staphylococcal infection 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Urinary tract infection 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 



  

  

6166 

Region: Europe 

 
All patients 

N=53 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Aspergillus infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Bacterial infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Cellulitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Cellulitis orbital 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Cerebral fungal infection 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Clostridium difficile infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Cystitis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Cytomegalovirus infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Enterococcal bacteraemia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Escherichia sepsis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Escherichia urinary tract infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Eye infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Gastrointestinal infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Helminthic infection 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Human herpesvirus 6 infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Impetigo 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Influenza 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Laryngitis 1 (1.9 ) 1 (1.9 ) 0 0 0 
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Region: Europe 

 
All patients 

N=53 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Molluscum contagiosum 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Otitis media acute 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Paronychia 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Parotitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Parvovirus b19 infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Pneumonia haemophilus 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Pneumonia viral 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Post procedural infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Pseudomembranous colitis 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Pseudomonas infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Respiratory syncytial virus infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Respiratory tract infection 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Respiratory tract infection fungal 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Rotavirus infection 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Staphylococcal bacteraemia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Streptococcal bacteraemia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Systemic infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Tinea pedis 1 (1.9 ) 0 1 (1.9 ) 0 0 



  

  

6168 

Region: Europe 

 
All patients 

N=53 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Tonsillitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Tooth abscess 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Tooth infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Urinary tract infection viral 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Varicella 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Vascular device infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Vulvitis 1 (1.9 ) 0 1 (1.9 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 24 (45.3) 6 (11.3) 14 (26.4) 3 (5.7 ) 1 (1.9 ) 

  Hypogammaglobulinaemia 18 (34.0) 6 (11.3) 12 (22.6) 0 0 

  Immunoglobulins decreased 5 (9.4 ) 0 2 (3.8 ) 2 (3.8 ) 1 (1.9 ) 

  B-cell aplasia 1 (1.9 ) 0 0 1 (1.9 ) 0 

Serious neurological adverse reactions      

  -Total 17 (32.1) 5 (9.4 ) 4 (7.5 ) 7 (13.2) 1 (1.9 ) 

  Seizure 10 (18.9) 2 (3.8 ) 4 (7.5 ) 4 (7.5 ) 0 

  Somnolence 3 (5.7 ) 0 0 3 (5.7 ) 0 

  Disorientation 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 
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Region: Europe 

 
All patients 

N=53 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Tremor 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 0 0 

  Delirium 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Encephalopathy 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Hallucination 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Irritability 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Leukoencephalopathy 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Muscular weakness 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (1.9 ) 0 0 1 (1.9 ) 0 

  Restlessness 1 (1.9 ) 0 1 (1.9 ) 0 0 

Tumour Lysis Syndrome      

  -Total 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Tumour lysis syndrome 1 (1.9 ) 1 (1.9 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a group term class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t182_gd_b2001x.sas@@/main/1 25JUN21:17:57                                        Final 

 
  



  

  

6171 

 



  

  

6172 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 182d 

Adverse events of special interest (AESI) at anytime during the study based on identified risks by group term, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

18 (100) 0 1 (5.6 ) 2 (11.1) 15 (83.3) 

Cytokine Release Syndrome      

  -Total 13 (72.2) 4 (22.2) 4 (22.2) 4 (22.2) 1 (5.6 ) 

  Cytokine release syndrome 13 (72.2) 6 (33.3) 3 (16.7) 3 (16.7) 1 (5.6 ) 

  Haemophagocytic 
lymphohistiocytosis 

2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 17 (94.4) 1 (5.6 ) 0 2 (11.1) 14 (77.8) 

  Anaemia 14 (77.8) 0 2 (11.1) 12 (66.7) 0 

  White blood cell count decreased 10 (55.6) 0 0 2 (11.1) 8 (44.4) 

  Thrombocytopenia 9 (50.0) 0 1 (5.6 ) 3 (16.7) 5 (27.8) 



  

  

6173 

Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Febrile neutropenia 8 (44.4) 1 (5.6 ) 1 (5.6 ) 5 (27.8) 1 (5.6 ) 

  Platelet count decreased 8 (44.4) 0 0 0 8 (44.4) 

  Neutrophil count decreased 7 (38.9) 0 0 1 (5.6 ) 6 (33.3) 

  Lymphocyte count decreased 6 (33.3) 0 0 4 (22.2) 2 (11.1) 

  Neutropenia 6 (33.3) 0 0 2 (11.1) 4 (22.2) 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Leukopenia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Monocyte count decreased 1 (5.6 ) 1 (5.6 ) 0 0 0 

Infections      

  -Total 14 (77.8) 1 (5.6 ) 2 (11.1) 8 (44.4) 3 (16.7) 

  Bacterial infection 4 (22.2) 0 2 (11.1) 2 (11.1) 0 

  Pneumonia 4 (22.2) 1 (5.6 ) 0 3 (16.7) 0 

  Rash pustular 4 (22.2) 4 (22.2) 0 0 0 

  Rhinovirus infection 4 (22.2) 3 (16.7) 1 (5.6 ) 0 0 

  Device related infection 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  Enterovirus infection 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 

  Sepsis 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Upper respiratory tract infection 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 
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Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Cellulitis 2 (11.1) 0 2 (11.1) 0 0 

  Nasopharyngitis 2 (11.1) 2 (11.1) 0 0 0 

  Oral candidiasis 2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

  Oral herpes 2 (11.1) 1 (5.6 ) 1 (5.6 ) 0 0 

  Periorbital cellulitis 2 (11.1) 0 0 2 (11.1) 0 

  Viral upper respiratory tract infection 2 (11.1) 0 2 (11.1) 0 0 

  Alternaria infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Anal fistula infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Aspergillus infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Atypical pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Bacterial pyelonephritis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Body tinea 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Candida infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Catheter site infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Clostridium difficile infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Conjunctivitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Conjunctivitis viral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Enterococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 
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Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Enterococcal sepsis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Escherichia bacteraemia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Folliculitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Herpes simplex 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Influenza 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Listeria sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Meningitis aseptic 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Mucosal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Nail infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Oral fungal infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Oral infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Otitis media 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Parainfluenzae virus infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Paronychia 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Pneumonia fungal 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Respiratory syncytial virus infection 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Rhinitis 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Sinusitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Skin infection 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Staphylococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Urinary tract infection viral 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Vascular device infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 4 (22.2) 0 2 (11.1) 2 (11.1) 0 

  Hypogammaglobulinaemia 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 

  B-cell aplasia 1 (5.6 ) 0 1 (5.6 ) 0 0 

Serious neurological adverse reactions      

  -Total 11 (61.1) 4 (22.2) 3 (16.7) 4 (22.2) 0 

  Agitation 5 (27.8) 0 4 (22.2) 1 (5.6 ) 0 

  Confusional state 4 (22.2) 1 (5.6 ) 1 (5.6 ) 2 (11.1) 0 

  Muscular weakness 4 (22.2) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 0 

  Lethargy 3 (16.7) 1 (5.6 ) 2 (11.1) 0 0 

  Somnolence 3 (16.7) 2 (11.1) 1 (5.6 ) 0 0 



  

  

6177 

Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Tremor 3 (16.7) 3 (16.7) 0 0 0 

  Depressed level of consciousness 2 (11.1) 0 0 2 (11.1) 0 

  Dyskinesia 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Encephalopathy 2 (11.1) 0 0 2 (11.1) 0 

  Abnormal behaviour 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Delirium 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Dysarthria 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Irritability 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Partial seizures 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Speech disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

Tumour Lysis Syndrome      

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Tumour lysis syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a group term class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 
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All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 182d 

Adverse events of special interest (AESI) at anytime during the study based on identified risks by group term, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

3 (100) 0 0 0 3 (100) 

Cytokine Release Syndrome      

  -Total 3 (100) 0 1 (33.3) 0 2 (66.7) 

  Cytokine release syndrome 3 (100) 0 1 (33.3) 0 2 (66.7) 

Hematological disorders including 
cytopenias 

     

  -Total 3 (100) 0 0 0 3 (100) 

  Febrile neutropenia 3 (100) 0 0 3 (100) 0 

  Neutrophil count decreased 3 (100) 0 0 0 3 (100) 

  Anaemia 2 (66.7) 0 0 2 (66.7) 0 

  Platelet count decreased 2 (66.7) 0 0 0 2 (66.7) 
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Region: Rest of World 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Infections      

  -Total 3 (100) 0 1 (33.3) 2 (66.7) 0 

  Upper respiratory tract infection 2 (66.7) 0 2 (66.7) 0 0 

  Bronchopulmonary aspergillosis 1 (33.3) 0 1 (33.3) 0 0 

  Croup infectious 1 (33.3) 0 0 1 (33.3) 0 

  Otitis externa 1 (33.3) 0 0 1 (33.3) 0 

  Paronychia 1 (33.3) 0 1 (33.3) 0 0 

  Parotitis 1 (33.3) 1 (33.3) 0 0 0 

  Pharyngitis 1 (33.3) 0 1 (33.3) 0 0 

  Rhinitis 1 (33.3) 1 (33.3) 0 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (33.3) 0 1 (33.3) 0 0 

  Hypogammaglobulinaemia 1 (33.3) 0 1 (33.3) 0 0 

Tumour Lysis Syndrome      

  -Total 1 (33.3) 0 0 0 1 (33.3) 



  

  

6181 

Region: Rest of World 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Tumour lysis syndrome 1 (33.3) 0 0 0 1 (33.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a group term class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 182e => Adverse events of special i nteres t (AESI) at anyti me during the study based on identifi ed risks by group term, preferred ter m, maxi mum CTC grade and Prior SCT therapy ( Enr olled s et ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                      
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 182e 

Adverse events of special interest (AESI) at anytime during the study based on identified risks by group term, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

44 (97.8) 1 (2.2 ) 4 (8.9 ) 10 (22.2) 29 (64.4) 

Cytokine Release Syndrome      

  -Total 26 (57.8) 6 (13.3) 11 (24.4) 4 (8.9 ) 5 (11.1) 

  Cytokine release syndrome 26 (57.8) 7 (15.6) 10 (22.2) 4 (8.9 ) 5 (11.1) 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.2 ) 0 1 (2.2 ) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 32 (71.1) 1 (2.2 ) 1 (2.2 ) 10 (22.2) 20 (44.4) 

  Anaemia 15 (33.3) 2 (4.4 ) 2 (4.4 ) 11 (24.4) 0 

  White blood cell count decreased 14 (31.1) 0 0 1 (2.2 ) 13 (28.9) 

  Platelet count decreased 12 (26.7) 1 (2.2 ) 0 3 (6.7 ) 8 (17.8) 



  

  

6183 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Febrile neutropenia 11 (24.4) 1 (2.2 ) 0 9 (20.0) 1 (2.2 ) 

  Neutropenia 11 (24.4) 1 (2.2 ) 1 (2.2 ) 5 (11.1) 4 (8.9 ) 

  Neutrophil count decreased 11 (24.4) 0 0 0 11 (24.4) 

  Thrombocytopenia 9 (20.0) 0 3 (6.7 ) 2 (4.4 ) 4 (8.9 ) 

  Lymphocyte count decreased 4 (8.9 ) 1 (2.2 ) 0 2 (4.4 ) 1 (2.2 ) 

  Bone marrow failure 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Leukopenia 2 (4.4 ) 0 0 0 2 (4.4 ) 

  Neutropenic infection 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Haemoglobin decreased 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Lymphopenia 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Monocyte count decreased 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pancytopenia 1 (2.2 ) 0 0 1 (2.2 ) 0 

Infections      

  -Total 36 (80.0) 2 (4.4 ) 7 (15.6) 20 (44.4) 7 (15.6) 

  Nasopharyngitis 6 (13.3) 5 (11.1) 1 (2.2 ) 0 0 

  Pneumonia 6 (13.3) 1 (2.2 ) 1 (2.2 ) 4 (8.9 ) 0 

  Rhinitis 5 (11.1) 4 (8.9 ) 1 (2.2 ) 0 0 

  Upper respiratory tract infection 5 (11.1) 2 (4.4 ) 3 (6.7 ) 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Device related infection 4 (8.9 ) 0 1 (2.2 ) 3 (6.7 ) 0 

  Sepsis 4 (8.9 ) 0 0 2 (4.4 ) 2 (4.4 ) 

  Bacterial infection 3 (6.7 ) 0 2 (4.4 ) 1 (2.2 ) 0 

  Herpes zoster 3 (6.7 ) 0 3 (6.7 ) 0 0 

  Otitis externa 3 (6.7 ) 1 (2.2 ) 1 (2.2 ) 1 (2.2 ) 0 

  Otitis media 3 (6.7 ) 3 (6.7 ) 0 0 0 

  Rash pustular 3 (6.7 ) 3 (6.7 ) 0 0 0 

  Bronchitis 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Bronchopulmonary aspergillosis 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Cellulitis 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Central nervous system infection 2 (4.4 ) 0 0 0 2 (4.4 ) 

  Enterovirus infection 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Gastroenteritis 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Infection 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Neutropenic infection 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Oral herpes 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Periorbital cellulitis 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Septic shock 2 (4.4 ) 0 0 0 2 (4.4 ) 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Urinary tract infection 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Atypical pneumonia 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Bacterial pyelonephritis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Candida infection 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Cerebral fungal infection 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Clostridium difficile infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Conjunctivitis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Conjunctivitis viral 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Cystitis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Cytomegalovirus infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Enterococcal sepsis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Escherichia sepsis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Escherichia urinary tract infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Folliculitis 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Fungal infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Gastrointestinal infection 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Helminthic infection 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Herpes simplex 1 (2.2 ) 1 (2.2 ) 0 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Impetigo 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Laryngitis 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Listeria sepsis 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Molluscum contagiosum 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Oral candidiasis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Oral fungal infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Otitis media acute 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Paronychia 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Parotitis 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Pneumonia fungal 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Pneumonia haemophilus 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Pseudomembranous colitis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Respiratory syncytial virus infection 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Respiratory tract infection fungal 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Rhinovirus infection 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Sinusitis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Skin infection 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Staphylococcal infection 1 (2.2 ) 0 0 1 (2.2 ) 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Tinea pedis 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Tooth abscess 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Tooth infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Varicella 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Viral upper respiratory tract infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Vulvitis 1 (2.2 ) 0 1 (2.2 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 21 (46.7) 5 (11.1) 12 (26.7) 3 (6.7 ) 1 (2.2 ) 

  Hypogammaglobulinaemia 17 (37.8) 5 (11.1) 11 (24.4) 1 (2.2 ) 0 

  B-cell aplasia 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Immunoglobulins decreased 2 (4.4 ) 0 0 1 (2.2 ) 1 (2.2 ) 

Serious neurological adverse reactions      

  -Total 14 (31.1) 4 (8.9 ) 3 (6.7 ) 6 (13.3) 1 (2.2 ) 

  Somnolence 6 (13.3) 2 (4.4 ) 1 (2.2 ) 3 (6.7 ) 0 

  Seizure 5 (11.1) 1 (2.2 ) 1 (2.2 ) 3 (6.7 ) 0 

  Muscular weakness 3 (6.7 ) 2 (4.4 ) 1 (2.2 ) 0 0 

  Agitation 2 (4.4 ) 0 2 (4.4 ) 0 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Confusional state 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 

  Delirium 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 0 0 

  Encephalopathy 2 (4.4 ) 0 0 1 (2.2 ) 1 (2.2 ) 

  Tremor 2 (4.4 ) 2 (4.4 ) 0 0 0 

  Abnormal behaviour 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Depressed level of consciousness 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Disorientation 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Lethargy 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Partial seizures 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Restlessness 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Speech disorder 1 (2.2 ) 0 1 (2.2 ) 0 0 

Tumour Lysis Syndrome      

  -Total 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 

  Tumour lysis syndrome 2 (4.4 ) 1 (2.2 ) 0 1 (2.2 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a group term class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 



  

  

6189 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 182e 

Adverse events of special interest (AESI) at anytime during the study based on identified risks by group term, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

28 (96.6) 1 (3.4 ) 0 11 (37.9) 16 (55.2) 

Cytokine Release Syndrome      

  -Total 21 (72.4) 4 (13.8) 3 (10.3) 6 (20.7) 8 (27.6) 

  Cytokine release syndrome 21 (72.4) 5 (17.2) 3 (10.3) 5 (17.2) 8 (27.6) 

  Haemophagocytic 
lymphohistiocytosis 

5 (17.2) 0 1 (3.4 ) 4 (13.8) 0 

Hematological disorders including 
cytopenias 

     

  -Total 21 (72.4) 0 1 (3.4 ) 9 (31.0) 11 (37.9) 

  Anaemia 10 (34.5) 0 3 (10.3) 7 (24.1) 0 

  Febrile neutropenia 10 (34.5) 0 1 (3.4 ) 9 (31.0) 0 

  Neutropenia 8 (27.6) 1 (3.4 ) 0 2 (6.9 ) 5 (17.2) 
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Prior SCT therapy: No 

 
All patients 

N=29 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  White blood cell count decreased 7 (24.1) 0 0 2 (6.9 ) 5 (17.2) 

  Neutrophil count decreased 6 (20.7) 0 0 1 (3.4 ) 5 (17.2) 

  Platelet count decreased 6 (20.7) 0 0 1 (3.4 ) 5 (17.2) 

  Bone marrow failure 5 (17.2) 0 1 (3.4 ) 4 (13.8) 0 

  Thrombocytopenia 5 (17.2) 0 0 2 (6.9 ) 3 (10.3) 

  Lymphocyte count decreased 3 (10.3) 0 0 2 (6.9 ) 1 (3.4 ) 

  Leukopenia 2 (6.9 ) 0 0 0 2 (6.9 ) 

  Febrile bone marrow aplasia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Lymphopenia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Neutropenic infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

Infections      

  -Total 21 (72.4) 1 (3.4 ) 4 (13.8) 13 (44.8) 3 (10.3) 

  Device related infection 4 (13.8) 0 2 (6.9 ) 2 (6.9 ) 0 

  Herpes zoster 3 (10.3) 0 2 (6.9 ) 1 (3.4 ) 0 

  Nasopharyngitis 3 (10.3) 3 (10.3) 0 0 0 

  Rhinovirus infection 3 (10.3) 2 (6.9 ) 1 (3.4 ) 0 0 

  Upper respiratory tract infection 3 (10.3) 0 3 (10.3) 0 0 

  Aspergillus infection 2 (6.9 ) 0 0 2 (6.9 ) 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Bacteraemia 2 (6.9 ) 0 0 2 (6.9 ) 0 

  Bacterial infection 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Candida infection 2 (6.9 ) 0 0 2 (6.9 ) 0 

  Influenza 2 (6.9 ) 1 (3.4 ) 0 1 (3.4 ) 0 

  Oral herpes 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Paronychia 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Pneumonia 2 (6.9 ) 0 0 1 (3.4 ) 1 (3.4 ) 

  Sepsis 2 (6.9 ) 0 0 0 2 (6.9 ) 

  Sinusitis 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Staphylococcal infection 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Urinary tract infection viral 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Vascular device infection 2 (6.9 ) 0 0 2 (6.9 ) 0 

  Alternaria infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Anal fistula infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Body tinea 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Bronchopulmonary aspergillosis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Catheter site infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cellulitis 1 (3.4 ) 0 1 (3.4 ) 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Cellulitis orbital 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Clostridium difficile infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Croup infectious 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Enterococcal bacteraemia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Enterococcal infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Enterovirus infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Escherichia bacteraemia 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Eye infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Gastroenteritis 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Human herpesvirus 6 infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Meningitis aseptic 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Mucosal infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Nail infection 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Neutropenic infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Oral candidiasis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Oral infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Parainfluenzae virus infection 1 (3.4 ) 0 1 (3.4 ) 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Parotitis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Parvovirus b19 infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Pharyngitis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Pneumonia viral 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Post procedural infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Pseudomonas infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Rash pustular 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Respiratory syncytial virus infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Respiratory tract infection 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Rhinitis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Rotavirus infection 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Septic shock 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Staphylococcal bacteraemia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Streptococcal bacteraemia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Systemic infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Tonsillitis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Viral upper respiratory tract infection 1 (3.4 ) 0 1 (3.4 ) 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 8 (27.6) 1 (3.4 ) 5 (17.2) 2 (6.9 ) 0 

  Hypogammaglobulinaemia 5 (17.2) 1 (3.4 ) 3 (10.3) 1 (3.4 ) 0 

  Immunoglobulins decreased 3 (10.3) 0 2 (6.9 ) 1 (3.4 ) 0 

Serious neurological adverse reactions      

  -Total 14 (48.3) 5 (17.2) 4 (13.8) 5 (17.2) 0 

  Seizure 5 (17.2) 1 (3.4 ) 3 (10.3) 1 (3.4 ) 0 

  Agitation 3 (10.3) 0 2 (6.9 ) 1 (3.4 ) 0 

  Tremor 3 (10.3) 2 (6.9 ) 1 (3.4 ) 0 0 

  Confusional state 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Dyskinesia 2 (6.9 ) 1 (3.4 ) 0 1 (3.4 ) 0 

  Irritability 2 (6.9 ) 2 (6.9 ) 0 0 0 

  Lethargy 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 0 0 

  Muscular weakness 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Depressed level of consciousness 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Disorientation 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Dysarthria 1 (3.4 ) 0 1 (3.4 ) 0 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Encephalopathy 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Hallucination 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Leukoencephalopathy 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (3.4 ) 0 0 1 (3.4 ) 0 

Tumour Lysis Syndrome      

  -Total 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Tumour lysis syndrome 1 (3.4 ) 0 0 0 1 (3.4 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a group term class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 182f => Adverse events  of speci al i nter est (AESI)  at  anytime during the study based on identified risks  by group ter m, pr eferred term, maxi mum CTC grade and Baseline bone marrow tumor burden (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                      
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 182f 

Adverse events of special interest (AESI) at anytime during the study based on identified risks by group term, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

27 (100) 1 (3.7 ) 2 (7.4 ) 11 (40.7) 13 (48.1) 

Cytokine Release Syndrome      

  -Total 15 (55.6) 3 (11.1) 6 (22.2) 2 (7.4 ) 4 (14.8) 

  Cytokine release syndrome 15 (55.6) 3 (11.1) 6 (22.2) 2 (7.4 ) 4 (14.8) 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.7 ) 0 0 1 (3.7 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 17 (63.0) 0 1 (3.7 ) 7 (25.9) 9 (33.3) 

  Anaemia 8 (29.6) 0 3 (11.1) 5 (18.5) 0 

  Febrile neutropenia 7 (25.9) 0 0 7 (25.9) 0 

  White blood cell count decreased 7 (25.9) 0 0 1 (3.7 ) 6 (22.2) 



  

  

6199 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Neutropenia 6 (22.2) 1 (3.7 ) 1 (3.7 ) 3 (11.1) 1 (3.7 ) 

  Neutrophil count decreased 6 (22.2) 0 0 0 6 (22.2) 

  Platelet count decreased 6 (22.2) 1 (3.7 ) 0 2 (7.4 ) 3 (11.1) 

  Thrombocytopenia 4 (14.8) 0 2 (7.4 ) 0 2 (7.4 ) 

  Bone marrow failure 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Lymphocyte count decreased 2 (7.4 ) 1 (3.7 ) 0 0 1 (3.7 ) 

  Haemoglobin decreased 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Leukopenia 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Pancytopenia 1 (3.7 ) 0 0 1 (3.7 ) 0 

Infections      

  -Total 19 (70.4) 0 3 (11.1) 15 (55.6) 1 (3.7 ) 

  Device related infection 5 (18.5) 0 2 (7.4 ) 3 (11.1) 0 

  Herpes zoster 4 (14.8) 0 3 (11.1) 1 (3.7 ) 0 

  Upper respiratory tract infection 4 (14.8) 1 (3.7 ) 3 (11.1) 0 0 

  Pneumonia 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Gastroenteritis 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Influenza 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Nasopharyngitis 2 (7.4 ) 2 (7.4 ) 0 0 0 



  

  

6200 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Otitis externa 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Otitis media 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Sepsis 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Bacteraemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Body tinea 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Bronchitis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Cellulitis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Enterococcal bacteraemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Escherichia sepsis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Eye infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Laryngitis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Meningitis aseptic 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Nail infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Oral fungal infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Oral herpes 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Otitis media acute 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Parainfluenzae virus infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Parotitis 1 (3.7 ) 1 (3.7 ) 0 0 0 



  

  

6201 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Pneumonia haemophilus 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Rash pustular 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Respiratory syncytial virus infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Respiratory tract infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Respiratory tract infection fungal 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Rhinitis 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Rhinovirus infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Skin infection 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Staphylococcal bacteraemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Streptococcal bacteraemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Tinea pedis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Tonsillitis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Tooth abscess 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Tooth infection 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Vulvitis 1 (3.7 ) 0 1 (3.7 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 14 (51.9) 4 (14.8) 7 (25.9) 2 (7.4 ) 1 (3.7 ) 



  

  

6202 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Hypogammaglobulinaemia 10 (37.0) 4 (14.8) 6 (22.2) 0 0 

  Immunoglobulins decreased 3 (11.1) 0 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 

  B-cell aplasia 1 (3.7 ) 0 0 1 (3.7 ) 0 

Serious neurological adverse reactions      

  -Total 10 (37.0) 3 (11.1) 3 (11.1) 4 (14.8) 0 

  Seizure 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Somnolence 3 (11.1) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 0 

  Agitation 2 (7.4 ) 0 2 (7.4 ) 0 0 

  Confusional state 2 (7.4 ) 1 (3.7 ) 0 1 (3.7 ) 0 

  Delirium 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 0 0 

  Tremor 2 (7.4 ) 2 (7.4 ) 0 0 0 

  Abnormal behaviour 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Depressed level of consciousness 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Dyskinesia 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Encephalopathy 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Irritability 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Lethargy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Muscular weakness 1 (3.7 ) 0 1 (3.7 ) 0 0 



  

  

6203 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Speech disorder 1 (3.7 ) 0 1 (3.7 ) 0 0 

Tumour Lysis Syndrome      

  -Total 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Tumour lysis syndrome 1 (3.7 ) 1 (3.7 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a group term class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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6204 

 



  

  

6205 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 182f 

Adverse events of special interest (AESI) at anytime during the study based on identified risks by group term, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

42 (95.5) 1 (2.3 ) 2 (4.5 ) 9 (20.5) 30 (68.2) 

Cytokine Release Syndrome      

  -Total 30 (68.2) 6 (13.6) 8 (18.2) 8 (18.2) 8 (18.2) 

  Cytokine release syndrome 30 (68.2) 8 (18.2) 7 (15.9) 7 (15.9) 8 (18.2) 

  Haemophagocytic 
lymphohistiocytosis 

5 (11.4) 0 2 (4.5 ) 3 (6.8 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 35 (79.5) 1 (2.3 ) 1 (2.3 ) 12 (27.3) 21 (47.7) 

  Anaemia 16 (36.4) 2 (4.5 ) 2 (4.5 ) 12 (27.3) 0 

  Febrile neutropenia 13 (29.5) 0 1 (2.3 ) 11 (25.0) 1 (2.3 ) 

  White blood cell count decreased 13 (29.5) 0 0 2 (4.5 ) 11 (25.0) 



  

  

6206 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Neutropenia 12 (27.3) 1 (2.3 ) 0 4 (9.1 ) 7 (15.9) 

  Neutrophil count decreased 11 (25.0) 0 0 1 (2.3 ) 10 (22.7) 

  Platelet count decreased 11 (25.0) 0 0 2 (4.5 ) 9 (20.5) 

  Thrombocytopenia 9 (20.5) 0 0 4 (9.1 ) 5 (11.4) 

  Bone marrow failure 5 (11.4) 0 1 (2.3 ) 4 (9.1 ) 0 

  Lymphocyte count decreased 5 (11.4) 0 0 4 (9.1 ) 1 (2.3 ) 

  Leukopenia 3 (6.8 ) 0 0 0 3 (6.8 ) 

  Neutropenic infection 3 (6.8 ) 0 0 3 (6.8 ) 0 

  Lymphopenia 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Febrile bone marrow aplasia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Monocyte count decreased 1 (2.3 ) 1 (2.3 ) 0 0 0 

Infections      

  -Total 35 (79.5) 3 (6.8 ) 7 (15.9) 16 (36.4) 9 (20.5) 

  Nasopharyngitis 6 (13.6) 5 (11.4) 1 (2.3 ) 0 0 

  Bacterial infection 5 (11.4) 0 3 (6.8 ) 2 (4.5 ) 0 

  Rhinitis 5 (11.4) 3 (6.8 ) 2 (4.5 ) 0 0 

  Pneumonia 4 (9.1 ) 0 0 3 (6.8 ) 1 (2.3 ) 

  Sepsis 4 (9.1 ) 0 0 1 (2.3 ) 3 (6.8 ) 



  

  

6207 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Upper respiratory tract infection 4 (9.1 ) 1 (2.3 ) 3 (6.8 ) 0 0 

  Bronchopulmonary aspergillosis 3 (6.8 ) 0 2 (4.5 ) 1 (2.3 ) 0 

  Candida infection 3 (6.8 ) 1 (2.3 ) 0 2 (4.5 ) 0 

  Device related infection 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Enterovirus infection 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Infection 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Neutropenic infection 3 (6.8 ) 0 0 3 (6.8 ) 0 

  Oral herpes 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Paronychia 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 0 0 

  Rash pustular 3 (6.8 ) 3 (6.8 ) 0 0 0 

  Rhinovirus infection 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Septic shock 3 (6.8 ) 0 0 1 (2.3 ) 2 (4.5 ) 

  Sinusitis 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Aspergillus infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Cellulitis 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Central nervous system infection 2 (4.5 ) 0 0 0 2 (4.5 ) 

  Clostridium difficile infection 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Herpes zoster 2 (4.5 ) 0 2 (4.5 ) 0 0 



  

  

6208 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Periorbital cellulitis 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Staphylococcal infection 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Urinary tract infection 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Urinary tract infection viral 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Vascular device infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Viral upper respiratory tract infection 2 (4.5 ) 0 2 (4.5 ) 0 0 

  Alternaria infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Anal fistula infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Atypical pneumonia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Bacterial pyelonephritis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Bronchitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Catheter site infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Cellulitis orbital 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Cerebral fungal infection 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Conjunctivitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Conjunctivitis viral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Croup infectious 1 (2.3 ) 0 0 1 (2.3 ) 0 



  

  

6209 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Cytomegalovirus infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Enterococcal infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Enterococcal sepsis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Escherichia bacteraemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Folliculitis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Fungal infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Gastroenteritis 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Helminthic infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Herpes simplex 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Human herpesvirus 6 infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Impetigo 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Listeria sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Mucosal infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Oral candidiasis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Oral infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Otitis externa 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Otitis media 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Parotitis 1 (2.3 ) 0 0 1 (2.3 ) 0 



  

  

6210 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Parvovirus b19 infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Pharyngitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Pneumonia viral 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Post procedural infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Pseudomonas infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Respiratory syncytial virus infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Rotavirus infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Systemic infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Varicella 1 (2.3 ) 0 0 1 (2.3 ) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 15 (34.1) 2 (4.5 ) 10 (22.7) 3 (6.8 ) 0 

  Hypogammaglobulinaemia 12 (27.3) 2 (4.5 ) 8 (18.2) 2 (4.5 ) 0 

  Immunoglobulins decreased 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  B-cell aplasia 1 (2.3 ) 0 1 (2.3 ) 0 0 

Serious neurological adverse reactions      

  -Total 17 (38.6) 6 (13.6) 4 (9.1 ) 7 (15.9) 0 

  Seizure 7 (15.9) 2 (4.5 ) 3 (6.8 ) 2 (4.5 ) 0 



  

  

6211 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Muscular weakness 4 (9.1 ) 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 

  Agitation 3 (6.8 ) 0 2 (4.5 ) 1 (2.3 ) 0 

  Tremor 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 0 0 

  Confusional state 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Disorientation 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Lethargy 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 0 0 

  Somnolence 2 (4.5 ) 1 (2.3 ) 0 1 (2.3 ) 0 

  Depressed level of consciousness 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Dysarthria 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Dyskinesia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Encephalopathy 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Hallucination 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Irritability 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Leukoencephalopathy 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Partial seizures 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.3 ) 0 0 1 (2.3 ) 0 

Tumour Lysis Syndrome      



  

  

6212 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

  Tumour lysis syndrome 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a group term class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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6213 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 182f 

Adverse events of special interest (AESI) at anytime during the study based on identified risks by group term, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

3 (100) 0 0 1 (33.3) 2 (66.7) 

Cytokine Release Syndrome      

  -Total 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Cytokine release syndrome 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

Hematological disorders including 
cytopenias 

     

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Anaemia 1 (33.3) 0 0 1 (33.3) 0 

  Febrile neutropenia 1 (33.3) 1 (33.3) 0 0 0 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

  Platelet count decreased 1 (33.3) 0 0 0 1 (33.3) 



  

  

6214 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Thrombocytopenia 1 (33.3) 0 1 (33.3) 0 0 

  White blood cell count decreased 1 (33.3) 0 0 0 1 (33.3) 

Infections      

  -Total 3 (100) 0 1 (33.3) 2 (66.7) 0 

  Cystitis 1 (33.3) 0 1 (33.3) 0 0 

  Escherichia urinary tract infection 1 (33.3) 0 1 (33.3) 0 0 

  Gastrointestinal infection 1 (33.3) 0 0 1 (33.3) 0 

  Molluscum contagiosum 1 (33.3) 1 (33.3) 0 0 0 

  Nasopharyngitis 1 (33.3) 1 (33.3) 0 0 0 

  Oral candidiasis 1 (33.3) 0 1 (33.3) 0 0 

  Pneumonia 1 (33.3) 1 (33.3) 0 0 0 

  Pneumonia fungal 1 (33.3) 0 0 1 (33.3) 0 

  Pseudomembranous colitis 1 (33.3) 0 1 (33.3) 0 0 

  Staphylococcal infection 1 (33.3) 0 0 1 (33.3) 0 

Serious neurological adverse reactions      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Encephalopathy 1 (33.3) 0 0 0 1 (33.3) 

  Restlessness 1 (33.3) 0 1 (33.3) 0 0 



  

  

6215 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Somnolence 1 (33.3) 0 0 1 (33.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a group term class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 182g => Adverse events of special i nteres t (AESI) at anyti me during the study based on identifi ed risks by group  term, preferred ter m, maxi mum CTC grade and N umber of previ ous r elapses (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                            
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 182g 

Adverse events of special interest (AESI) at anytime during the study based on identified risks by group term, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

6 (85.7) 0 0 2 (28.6) 4 (57.1) 

Cytokine Release Syndrome      

  -Total 5 (71.4) 0 2 (28.6) 2 (28.6) 1 (14.3) 

  Cytokine release syndrome 5 (71.4) 1 (14.3) 2 (28.6) 1 (14.3) 1 (14.3) 

  Haemophagocytic 
lymphohistiocytosis 

2 (28.6) 0 1 (14.3) 1 (14.3) 0 

Hematological disorders including 
cytopenias 

     

  -Total 6 (85.7) 0 1 (14.3) 3 (42.9) 2 (28.6) 

  Neutropenia 5 (71.4) 0 0 3 (42.9) 2 (28.6) 

  Febrile neutropenia 2 (28.6) 0 0 2 (28.6) 0 

  Thrombocytopenia 2 (28.6) 0 1 (14.3) 0 1 (14.3) 



  

  

6217 

Number of previous relapses: 0 

 
All patients 

N=7 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Anaemia 1 (14.3) 0 0 1 (14.3) 0 

  Bone marrow failure 1 (14.3) 0 1 (14.3) 0 0 

  Haemoglobin decreased 1 (14.3) 0 0 1 (14.3) 0 

  Leukopenia 1 (14.3) 0 0 0 1 (14.3) 

  Lymphocyte count decreased 1 (14.3) 0 0 1 (14.3) 0 

  Lymphopenia 1 (14.3) 0 0 1 (14.3) 0 

  Neutrophil count decreased 1 (14.3) 0 0 1 (14.3) 0 

  White blood cell count decreased 1 (14.3) 0 0 1 (14.3) 0 

Infections      

  -Total 4 (57.1) 0 0 3 (42.9) 1 (14.3) 

  Pneumonia 2 (28.6) 0 0 2 (28.6) 0 

  Alternaria infection 1 (14.3) 0 0 1 (14.3) 0 

  Aspergillus infection 1 (14.3) 0 0 1 (14.3) 0 

  Bacterial infection 1 (14.3) 0 0 1 (14.3) 0 

  Candida infection 1 (14.3) 0 0 1 (14.3) 0 

  Catheter site infection 1 (14.3) 0 1 (14.3) 0 0 

  Central nervous system infection 1 (14.3) 0 0 0 1 (14.3) 

  Cytomegalovirus infection 1 (14.3) 0 1 (14.3) 0 0 



  

  

6218 

Number of previous relapses: 0 

 
All patients 

N=7 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Enterococcal infection 1 (14.3) 0 0 1 (14.3) 0 

  Enterovirus infection 1 (14.3) 0 1 (14.3) 0 0 

  Infection 1 (14.3) 0 0 1 (14.3) 0 

  Mucosal infection 1 (14.3) 0 1 (14.3) 0 0 

  Nasopharyngitis 1 (14.3) 1 (14.3) 0 0 0 

  Oral candidiasis 1 (14.3) 0 0 1 (14.3) 0 

  Paronychia 1 (14.3) 0 1 (14.3) 0 0 

  Rash pustular 1 (14.3) 1 (14.3) 0 0 0 

  Rhinovirus infection 1 (14.3) 0 1 (14.3) 0 0 

  Sinusitis 1 (14.3) 0 0 1 (14.3) 0 

  Systemic infection 1 (14.3) 0 0 1 (14.3) 0 

  Upper respiratory tract infection 1 (14.3) 0 1 (14.3) 0 0 

  Vascular device infection 1 (14.3) 0 0 1 (14.3) 0 

  Viral upper respiratory tract infection 1 (14.3) 0 1 (14.3) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 3 (42.9) 0 1 (14.3) 2 (28.6) 0 

  Immunoglobulins decreased 2 (28.6) 0 1 (14.3) 1 (14.3) 0 



  

  

6219 

Number of previous relapses: 0 

 
All patients 

N=7 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Hypogammaglobulinaemia 1 (14.3) 0 0 1 (14.3) 0 

Serious neurological adverse reactions      

  -Total 6 (85.7) 2 (28.6) 1 (14.3) 3 (42.9) 0 

  Seizure 3 (42.9) 1 (14.3) 0 2 (28.6) 0 

  Agitation 1 (14.3) 0 1 (14.3) 0 0 

  Dysarthria 1 (14.3) 0 1 (14.3) 0 0 

  Lethargy 1 (14.3) 1 (14.3) 0 0 0 

  Leukoencephalopathy 1 (14.3) 1 (14.3) 0 0 0 

  Muscular weakness 1 (14.3) 0 0 1 (14.3) 0 

  Tremor 1 (14.3) 0 1 (14.3) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a group term class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 182g 

Adverse events of special interest (AESI) at anytime during the study based on identified risks by group term, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

31 (96.9) 1 (3.1 ) 3 (9.4 ) 11 (34.4) 16 (50.0) 

Cytokine Release Syndrome      

  -Total 17 (53.1) 5 (15.6) 3 (9.4 ) 6 (18.8) 3 (9.4 ) 

  Cytokine release syndrome 17 (53.1) 5 (15.6) 3 (9.4 ) 6 (18.8) 3 (9.4 ) 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.1 ) 0 0 1 (3.1 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 20 (62.5) 1 (3.1 ) 1 (3.1 ) 8 (25.0) 10 (31.3) 

  Anaemia 8 (25.0) 0 2 (6.3 ) 6 (18.8) 0 

  Febrile neutropenia 8 (25.0) 0 0 8 (25.0) 0 

  White blood cell count decreased 7 (21.9) 0 0 1 (3.1 ) 6 (18.8) 



  

  

6223 

Number of previous relapses: 1 

 
All patients 

N=32 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Platelet count decreased 6 (18.8) 0 0 2 (6.3 ) 4 (12.5) 

  Thrombocytopenia 6 (18.8) 0 1 (3.1 ) 2 (6.3 ) 3 (9.4 ) 

  Lymphocyte count decreased 4 (12.5) 1 (3.1 ) 0 2 (6.3 ) 1 (3.1 ) 

  Neutropenia 4 (12.5) 0 1 (3.1 ) 3 (9.4 ) 0 

  Neutrophil count decreased 4 (12.5) 0 0 0 4 (12.5) 

  Bone marrow failure 3 (9.4 ) 0 0 3 (9.4 ) 0 

  Febrile bone marrow aplasia 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Leukopenia 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Lymphopenia 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Monocyte count decreased 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Neutropenic infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Pancytopenia 1 (3.1 ) 0 0 1 (3.1 ) 0 

Infections      

  -Total 23 (71.9) 2 (6.3 ) 3 (9.4 ) 15 (46.9) 3 (9.4 ) 

  Device related infection 5 (15.6) 0 1 (3.1 ) 4 (12.5) 0 

  Bacterial infection 4 (12.5) 0 3 (9.4 ) 1 (3.1 ) 0 

  Nasopharyngitis 4 (12.5) 4 (12.5) 0 0 0 

  Sepsis 3 (9.4 ) 0 0 2 (6.3 ) 1 (3.1 ) 



  

  

6224 

Number of previous relapses: 1 

 
All patients 

N=32 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Cellulitis 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Herpes zoster 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Oral herpes 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Otitis media 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Rash pustular 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Respiratory syncytial virus infection 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Rhinitis 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 0 0 

  Septic shock 2 (6.3 ) 0 0 1 (3.1 ) 1 (3.1 ) 

  Sinusitis 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Staphylococcal infection 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Aspergillus infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Atypical pneumonia 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Bacteraemia 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Bacterial pyelonephritis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Body tinea 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Bronchopulmonary aspergillosis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Candida infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Cellulitis orbital 1 (3.1 ) 0 0 0 1 (3.1 ) 



  

  

6225 

Number of previous relapses: 1 

 
All patients 

N=32 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Clostridium difficile infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Conjunctivitis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Enterococcal sepsis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Enterovirus infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Escherichia sepsis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Folliculitis 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Fungal infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Gastroenteritis 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Gastrointestinal infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Human herpesvirus 6 infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Influenza 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Meningitis aseptic 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Molluscum contagiosum 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Nail infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Neutropenic infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Otitis externa 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Parainfluenzae virus infection 1 (3.1 ) 0 1 (3.1 ) 0 0 



  

  

6226 

Number of previous relapses: 1 

 
All patients 

N=32 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Paronychia 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Parotitis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Parvovirus b19 infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Periorbital cellulitis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Pneumonia 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Pneumonia viral 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Post procedural infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Pseudomonas infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Rhinovirus infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Rotavirus infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Skin infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Upper respiratory tract infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Urinary tract infection viral 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Varicella 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Vascular device infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Viral upper respiratory tract infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Vulvitis 1 (3.1 ) 0 1 (3.1 ) 0 0 



  

  

6227 

Number of previous relapses: 1 

 
All patients 

N=32 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 10 (31.3) 3 (9.4 ) 6 (18.8) 0 1 (3.1 ) 

  Hypogammaglobulinaemia 8 (25.0) 3 (9.4 ) 5 (15.6) 0 0 

  B-cell aplasia 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Immunoglobulins decreased 1 (3.1 ) 0 0 0 1 (3.1 ) 

Serious neurological adverse reactions      

  -Total 11 (34.4) 3 (9.4 ) 3 (9.4 ) 5 (15.6) 0 

  Seizure 3 (9.4 ) 0 2 (6.3 ) 1 (3.1 ) 0 

  Somnolence 3 (9.4 ) 1 (3.1 ) 0 2 (6.3 ) 0 

  Agitation 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Dyskinesia 2 (6.3 ) 1 (3.1 ) 0 1 (3.1 ) 0 

  Irritability 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Tremor 2 (6.3 ) 2 (6.3 ) 0 0 0 

  Confusional state 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Delirium 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (3.1 ) 0 0 1 (3.1 ) 0 

 



  

  

6228 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a group term class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 182g 

Adverse events of special interest (AESI) at anytime during the study based on identified risks by group term, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

22 (100) 1 (4.5 ) 0 6 (27.3) 15 (68.2) 

Cytokine Release Syndrome      

  -Total 16 (72.7) 4 (18.2) 3 (13.6) 2 (9.1 ) 7 (31.8) 

  Cytokine release syndrome 16 (72.7) 5 (22.7) 2 (9.1 ) 2 (9.1 ) 7 (31.8) 

  Haemophagocytic 
lymphohistiocytosis 

2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 17 (77.3) 0 0 6 (27.3) 11 (50.0) 

  Anaemia 9 (40.9) 0 1 (4.5 ) 8 (36.4) 0 

  Febrile neutropenia 8 (36.4) 1 (4.5 ) 0 6 (27.3) 1 (4.5 ) 

  Neutropenia 8 (36.4) 2 (9.1 ) 0 1 (4.5 ) 5 (22.7) 



  

  

6230 

Number of previous relapses: 2 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Platelet count decreased 8 (36.4) 0 0 0 8 (36.4) 

  Neutrophil count decreased 7 (31.8) 0 0 0 7 (31.8) 

  White blood cell count decreased 6 (27.3) 0 0 0 6 (27.3) 

  Thrombocytopenia 3 (13.6) 0 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 

  Bone marrow failure 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Lymphocyte count decreased 2 (9.1 ) 0 0 1 (4.5 ) 1 (4.5 ) 

  Neutropenic infection 2 (9.1 ) 0 0 2 (9.1 ) 0 

Infections      

  -Total 19 (86.4) 1 (4.5 ) 3 (13.6) 11 (50.0) 4 (18.2) 

  Pneumonia 4 (18.2) 1 (4.5 ) 1 (4.5 ) 2 (9.1 ) 0 

  Rhinitis 4 (18.2) 3 (13.6) 1 (4.5 ) 0 0 

  Upper respiratory tract infection 4 (18.2) 1 (4.5 ) 3 (13.6) 0 0 

  Nasopharyngitis 3 (13.6) 2 (9.1 ) 1 (4.5 ) 0 0 

  Bronchopulmonary aspergillosis 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Device related infection 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Herpes zoster 2 (9.1 ) 0 2 (9.1 ) 0 0 

  Neutropenic infection 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Urinary tract infection 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 



  

  

6231 

Number of previous relapses: 2 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Anal fistula infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Candida infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Cellulitis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Central nervous system infection 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Cerebral fungal infection 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Clostridium difficile infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Conjunctivitis viral 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Croup infectious 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterovirus infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Escherichia bacteraemia 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Gastroenteritis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Helminthic infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Herpes simplex 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Influenza 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Laryngitis 1 (4.5 ) 1 (4.5 ) 0 0 0 



  

  

6232 

Number of previous relapses: 2 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Listeria sepsis 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Oral candidiasis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oral herpes 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Oral infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Otitis externa 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Paronychia 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Parotitis 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Periorbital cellulitis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Pharyngitis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Pneumonia fungal 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Rash pustular 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Respiratory tract infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Rhinovirus infection 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Sepsis 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Septic shock 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Staphylococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Staphylococcal infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Streptococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 



  

  

6233 

Number of previous relapses: 2 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Tonsillitis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Tooth abscess 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Urinary tract infection viral 1 (4.5 ) 0 1 (4.5 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 9 (40.9) 3 (13.6) 4 (18.2) 2 (9.1 ) 0 

  Hypogammaglobulinaemia 7 (31.8) 3 (13.6) 3 (13.6) 1 (4.5 ) 0 

  Immunoglobulins decreased 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

Serious neurological adverse reactions      

  -Total 9 (40.9) 4 (18.2) 2 (9.1 ) 3 (13.6) 0 

  Muscular weakness 4 (18.2) 2 (9.1 ) 2 (9.1 ) 0 0 

  Seizure 4 (18.2) 1 (4.5 ) 2 (9.1 ) 1 (4.5 ) 0 

  Agitation 2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

  Confusional state 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Depressed level of consciousness 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Disorientation 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 0 0 

  Encephalopathy 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Lethargy 2 (9.1 ) 0 2 (9.1 ) 0 0 



  

  

6234 

Number of previous relapses: 2 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Tremor 2 (9.1 ) 2 (9.1 ) 0 0 0 

  Abnormal behaviour 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Delirium 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Hallucination 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Partial seizures 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Somnolence 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Speech disorder 1 (4.5 ) 0 1 (4.5 ) 0 0 

Tumour Lysis Syndrome      

  -Total 2 (9.1 ) 0 0 1 (4.5 ) 1 (4.5 ) 

  Tumour lysis syndrome 2 (9.1 ) 0 0 1 (4.5 ) 1 (4.5 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a group term class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 182g 

Adverse events of special interest (AESI) at anytime during the study based on identified risks by group term, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

13 (100) 0 1 (7.7 ) 2 (15.4) 10 (76.9) 

Cytokine Release Syndrome      

  -Total 9 (69.2) 1 (7.7 ) 6 (46.2) 0 2 (15.4) 

  Cytokine release syndrome 9 (69.2) 1 (7.7 ) 6 (46.2) 0 2 (15.4) 

  Haemophagocytic 
lymphohistiocytosis 

1 (7.7 ) 0 0 1 (7.7 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 10 (76.9) 0 0 2 (15.4) 8 (61.5) 

  Anaemia 7 (53.8) 2 (15.4) 2 (15.4) 3 (23.1) 0 

  White blood cell count decreased 7 (53.8) 0 0 1 (7.7 ) 6 (46.2) 

  Neutrophil count decreased 5 (38.5) 0 0 0 5 (38.5) 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Platelet count decreased 4 (30.8) 1 (7.7 ) 0 2 (15.4) 1 (7.7 ) 

  Febrile neutropenia 3 (23.1) 0 1 (7.7 ) 2 (15.4) 0 

  Thrombocytopenia 3 (23.1) 0 0 1 (7.7 ) 2 (15.4) 

  Leukopenia 2 (15.4) 0 0 0 2 (15.4) 

  Neutropenia 2 (15.4) 0 0 0 2 (15.4) 

  Bone marrow failure 1 (7.7 ) 0 0 1 (7.7 ) 0 

Infections      

  -Total 11 (84.6) 0 5 (38.5) 4 (30.8) 2 (15.4) 

  Bronchitis 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Herpes zoster 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Sepsis 2 (15.4) 0 0 0 2 (15.4) 

  Upper respiratory tract infection 2 (15.4) 1 (7.7 ) 1 (7.7 ) 0 0 

  Cystitis 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Device related infection 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Escherichia urinary tract infection 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Eye infection 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Gastroenteritis 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Impetigo 1 (7.7 ) 0 1 (7.7 ) 0 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Nasopharyngitis 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Oral fungal infection 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Oral herpes 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Otitis externa 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Otitis media 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Otitis media acute 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Pneumonia 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Pneumonia haemophilus 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Pseudomembranous colitis 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Respiratory tract infection fungal 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Rhinovirus infection 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Tinea pedis 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Tooth infection 1 (7.7 ) 0 1 (7.7 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 7 (53.8) 0 6 (46.2) 1 (7.7 ) 0 

  Hypogammaglobulinaemia 6 (46.2) 0 6 (46.2) 0 0 

  B-cell aplasia 1 (7.7 ) 0 0 1 (7.7 ) 0 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Serious neurological adverse reactions      

  -Total 2 (15.4) 0 1 (7.7 ) 0 1 (7.7 ) 

  Somnolence 2 (15.4) 0 1 (7.7 ) 1 (7.7 ) 0 

  Confusional state 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Encephalopathy 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Restlessness 1 (7.7 ) 0 1 (7.7 ) 0 0 

Tumour Lysis Syndrome      

  -Total 1 (7.7 ) 1 (7.7 ) 0 0 0 

  Tumour lysis syndrome 1 (7.7 ) 1 (7.7 ) 0 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- A patient with multiple adverse events within a group term class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group terms in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183a 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 17 (50.0) 4 (11.8) 0 5 (14.7) 8 (23.5) 

Cytokine Release Syndrome      

  -Total 15 (44.1) 4 (11.8) 1 (2.9 ) 2 (5.9 ) 8 (23.5) 

  Cytokine release syndrome 15 (44.1) 4 (11.8) 1 (2.9 ) 2 (5.9 ) 8 (23.5) 

Infections      

  -Total 4 (11.8) 0 0 3 (8.8 ) 1 (2.9 ) 

  Cellulitis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Meningitis aseptic 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Pneumonia 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Sepsis 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Sinusitis 1 (2.9 ) 0 0 1 (2.9 ) 0 

Serious neurological adverse reactions      

  -Total 4 (11.8) 1 (2.9 ) 0 3 (8.8 ) 0 
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Timing: Within 8 weeks post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Seizure 2 (5.9 ) 0 0 2 (5.9 ) 0 

  Agitation 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Confusional state 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Depressed level of consciousness 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Encephalopathy 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Irritability 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Tremor 1 (2.9 ) 1 (2.9 ) 0 0 0 

Tumour Lysis Syndrome      

  -Total 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Tumour lysis syndrome 1 (2.9 ) 0 0 0 1 (2.9 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 183a 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 9 (50.0) 0 1 (5.6 ) 4 (22.2) 4 (22.2) 

  Haemophagocytic lymphohistiocytosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

Cytokine Release Syndrome      

  -Total 7 (38.9) 0 1 (5.6 ) 3 (16.7) 3 (16.7) 

  Cytokine release syndrome 7 (38.9) 0 1 (5.6 ) 3 (16.7) 3 (16.7) 

  Anaemia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Febrile neutropenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Platelet count decreased 1 (5.6 ) 0 0 0 1 (5.6 ) 

Hematological disorders including cytopenias      

  -Total 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Bacterial infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections      
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Timing: Within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Sepsis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Disorientation 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hallucination 1 (5.6 ) 0 1 (5.6 ) 0 0 

Serious neurological adverse reactions      

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183a 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 9 (52.9) 1 (5.9 ) 0 5 (29.4) 3 (17.6) 

Cytokine Release Syndrome      

  -Total 6 (35.3) 2 (11.8) 0 2 (11.8) 2 (11.8) 

  Cytokine release syndrome 6 (35.3) 2 (11.8) 0 2 (11.8) 2 (11.8) 

  Bone marrow failure 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Thrombocytopenia 1 (5.9 ) 0 0 1 (5.9 ) 0 

Hematological disorders including cytopenias      

  -Total 2 (11.8) 0 0 2 (11.8) 0 

  Cellulitis orbital 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Central nervous system infection 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Cerebral fungal infection 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Herpes zoster 1 (5.9 ) 0 1 (5.9 ) 0 0 
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Timing: Within 8 weeks post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

Infections      

  -Total 4 (23.5) 0 1 (5.9 ) 2 (11.8) 1 (5.9 ) 

  Immunoglobulins decreased 1 (5.9 ) 0 0 0 1 (5.9 ) 

Prolonged depletion of normal B cells or 
Agammaglobulinemia 

     

  -Total 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Dyskinesia 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Somnolence 1 (5.9 ) 0 0 1 (5.9 ) 0 

Serious neurological adverse reactions      

  -Total 3 (17.6) 0 0 2 (11.8) 1 (5.9 ) 

  Encephalopathy 1 (5.9 ) 0 0 0 1 (5.9 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183a 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 6 (21.4) 1 (3.6 ) 1 (3.6 ) 4 (14.3) 0 

Hematological disorders including cytopenias      

  -Total 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Febrile neutropenia 1 (3.6 ) 1 (3.6 ) 0 0 0 

Infections      

  -Total 5 (17.9) 0 1 (3.6 ) 4 (14.3) 0 

  Alternaria infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Aspergillus infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Bacterial infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Candida infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Device related infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Enterococcal infection 1 (3.6 ) 0 0 1 (3.6 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Herpes zoster 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Meningitis aseptic 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Periorbital cellulitis 1 (3.6 ) 0 0 1 (3.6 ) 0 

Serious neurological adverse reactions      

  -Total 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Dysarthria 1 (3.6 ) 0 1 (3.6 ) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183a 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 4 (22.2) 0 1 (5.6 ) 2 (11.1) 1 (5.6 ) 

  Pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Viral upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

Infections      

  -Total 4 (22.2) 0 1 (5.6 ) 2 (11.1) 1 (5.6 ) 

  Device related infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Herpes zoster 1 (5.6 ) 0 1 (5.6 ) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 
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patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183a 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 4 (28.6) 0 0 4 (28.6) 0 

  Influenza 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Pneumonia haemophilus 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Respiratory syncytial virus infection 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Septic shock 1 (7.1 ) 0 0 1 (7.1 ) 0 

  Tonsillitis 1 (7.1 ) 0 0 1 (7.1 ) 0 

Infections      

  -Total 4 (28.6) 0 0 4 (28.6) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 
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patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183a 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=9 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183a 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=7 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183a 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=4 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183a 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 20 (58.8) 3 (8.8 ) 1 (2.9 ) 8 (23.5) 8 (23.5) 

Cytokine Release Syndrome      

  -Total 15 (44.1) 4 (11.8) 1 (2.9 ) 2 (5.9 ) 8 (23.5) 

  Cytokine release syndrome 15 (44.1) 4 (11.8) 1 (2.9 ) 2 (5.9 ) 8 (23.5) 

Hematological disorders including cytopenias      

  -Total 1 (2.9 ) 1 (2.9 ) 0 0 0 

  Febrile neutropenia 1 (2.9 ) 1 (2.9 ) 0 0 0 

Infections      

  -Total 8 (23.5) 0 1 (2.9 ) 6 (17.6) 1 (2.9 ) 

  Alternaria infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Aspergillus infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Bacterial infection 1 (2.9 ) 0 0 1 (2.9 ) 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Candida infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Cellulitis 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Device related infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Enterococcal infection 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Herpes zoster 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Meningitis aseptic 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Periorbital cellulitis 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Pneumonia 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Sepsis 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Sinusitis 1 (2.9 ) 0 0 1 (2.9 ) 0 

Serious neurological adverse reactions      

  -Total 5 (14.7) 1 (2.9 ) 1 (2.9 ) 3 (8.8 ) 0 

  Seizure 2 (5.9 ) 0 0 2 (5.9 ) 0 

  Agitation 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Confusional state 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Depressed level of consciousness 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Dysarthria 1 (2.9 ) 0 1 (2.9 ) 0 0 

  Encephalopathy 1 (2.9 ) 0 0 1 (2.9 ) 0 

  Irritability 1 (2.9 ) 1 (2.9 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Tremor 1 (2.9 ) 1 (2.9 ) 0 0 0 

Tumour Lysis Syndrome      

  -Total 1 (2.9 ) 0 0 0 1 (2.9 ) 

  Tumour lysis syndrome 1 (2.9 ) 0 0 0 1 (2.9 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183a 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 12 (66.7) 0 1 (5.6 ) 6 (33.3) 5 (27.8) 

  Haemophagocytic lymphohistiocytosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

Cytokine Release Syndrome      

  -Total 7 (38.9) 0 1 (5.6 ) 3 (16.7) 3 (16.7) 

  Cytokine release syndrome 7 (38.9) 0 1 (5.6 ) 3 (16.7) 3 (16.7) 

  Anaemia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Platelet count decreased 1 (5.6 ) 0 0 0 1 (5.6 ) 

Hematological disorders including cytopenias      

  -Total 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Febrile neutropenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Viral upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections      

  -Total 4 (22.2) 0 0 3 (16.7) 1 (5.6 ) 

  Bacterial infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Device related infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Herpes zoster 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Pneumonia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Sepsis 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Disorientation 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Hallucination 1 (5.6 ) 0 1 (5.6 ) 0 0 

Serious neurological adverse reactions      

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183a 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 11 (64.7) 1 (5.9 ) 0 7 (41.2) 3 (17.6) 

Cytokine Release Syndrome      

  -Total 6 (35.3) 2 (11.8) 0 2 (11.8) 2 (11.8) 

  Cytokine release syndrome 6 (35.3) 2 (11.8) 0 2 (11.8) 2 (11.8) 

  Bone marrow failure 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Thrombocytopenia 1 (5.9 ) 0 0 1 (5.9 ) 0 

Hematological disorders including cytopenias      

  -Total 2 (11.8) 0 0 2 (11.8) 0 

  Cellulitis orbital 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Central nervous system infection 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Cerebral fungal infection 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Infection 1 (5.9 ) 0 0 1 (5.9 ) 0 
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Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Influenza 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Pneumonia haemophilus 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Respiratory syncytial virus infection 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Septic shock 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Tonsillitis 1 (5.9 ) 0 0 1 (5.9 ) 0 

Infections      

  -Total 6 (35.3) 0 0 5 (29.4) 1 (5.9 ) 

  Herpes zoster 1 (5.9 ) 0 1 (5.9 ) 0 0 

  Immunoglobulins decreased 1 (5.9 ) 0 0 0 1 (5.9 ) 

Prolonged depletion of normal B cells or 
Agammaglobulinemia 

     

  -Total 1 (5.9 ) 0 0 0 1 (5.9 ) 

  Dyskinesia 1 (5.9 ) 0 0 1 (5.9 ) 0 

  Somnolence 1 (5.9 ) 0 0 1 (5.9 ) 0 

Serious neurological adverse reactions      

  -Total 3 (17.6) 0 0 2 (11.8) 1 (5.9 ) 

  Encephalopathy 1 (5.9 ) 0 0 0 1 (5.9 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 
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the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183b 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 19 (46.3) 1 (2.4 ) 0 7 (17.1) 11 (26.8) 

Cytokine Release Syndrome      

  -Total 16 (39.0) 2 (4.9 ) 1 (2.4 ) 4 (9.8 ) 9 (22.0) 

  Cytokine release syndrome 16 (39.0) 2 (4.9 ) 1 (2.4 ) 4 (9.8 ) 9 (22.0) 

Hematological disorders including cytopenias      

  -Total 3 (7.3 ) 0 0 2 (4.9 ) 1 (2.4 ) 

  Anaemia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Bone marrow failure 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Febrile neutropenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Platelet count decreased 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Thrombocytopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

Infections      

  -Total 5 (12.2) 0 1 (2.4 ) 2 (4.9 ) 2 (4.9 ) 
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Timing: Within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sepsis 2 (4.9 ) 0 0 1 (2.4 ) 1 (2.4 ) 

  Bacterial infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Cellulitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Central nervous system infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Cerebral fungal infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Herpes zoster 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

Prolonged depletion of normal B cells or 
Agammaglobulinemia 

     

  -Total 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Immunoglobulins decreased 1 (2.4 ) 0 0 0 1 (2.4 ) 

Serious neurological adverse reactions      

  -Total 4 (9.8 ) 0 0 4 (9.8 ) 0 

  Seizure 2 (4.9 ) 0 0 2 (4.9 ) 0 

  Agitation 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Confusional state 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Depressed level of consciousness 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Dyskinesia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Encephalopathy 1 (2.4 ) 0 0 1 (2.4 ) 0 
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Timing: Within 8 weeks post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Tumour Lysis Syndrome      

  -Total 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Tumour lysis syndrome 1 (2.4 ) 0 0 0 1 (2.4 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183b 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 16 (57.1) 4 (14.3) 1 (3.6 ) 7 (25.0) 4 (14.3) 

  Haemophagocytic lymphohistiocytosis 1 (3.6 ) 0 0 1 (3.6 ) 0 

Cytokine Release Syndrome      

  -Total 12 (42.9) 4 (14.3) 1 (3.6 ) 3 (10.7) 4 (14.3) 

  Cytokine release syndrome 12 (42.9) 4 (14.3) 1 (3.6 ) 3 (10.7) 4 (14.3) 

Hematological disorders including cytopenias      

  -Total 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Bone marrow failure 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Cellulitis orbital 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Meningitis aseptic 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Pneumonia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Sinusitis 1 (3.6 ) 0 0 1 (3.6 ) 0 

Infections      
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Timing: Within 8 weeks post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 4 (14.3) 0 0 4 (14.3) 0 

  Disorientation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hallucination 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Irritability 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Somnolence 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Tremor 1 (3.6 ) 1 (3.6 ) 0 0 0 

Serious neurological adverse reactions      

  -Total 4 (14.3) 1 (3.6 ) 1 (3.6 ) 1 (3.6 ) 1 (3.6 ) 

  Encephalopathy 1 (3.6 ) 0 0 0 1 (3.6 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183b 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 9 (23.7) 0 2 (5.3 ) 6 (15.8) 1 (2.6 ) 

Infections      

  -Total 9 (23.7) 0 2 (5.3 ) 6 (15.8) 1 (2.6 ) 

  Device related infection 2 (5.3 ) 0 0 2 (5.3 ) 0 

  Herpes zoster 2 (5.3 ) 0 2 (5.3 ) 0 0 

  Influenza 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Pneumonia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Pneumonia haemophilus 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Respiratory syncytial virus infection 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Sepsis 1 (2.6 ) 0 0 0 1 (2.6 ) 

  Tonsillitis 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Viral upper respiratory tract infection 1 (2.6 ) 0 1 (2.6 ) 0 0 
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- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t183_gd_b2001x.sas@@/main/10 25JUN21:17:59                                       Final 

 
  



  

  

6274 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 183b 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 5 (22.7) 1 (4.5 ) 0 4 (18.2) 0 

  Febrile neutropenia 1 (4.5 ) 1 (4.5 ) 0 0 0 

Hematological disorders including cytopenias      

  -Total 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Alternaria infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Aspergillus infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Bacterial infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Candida infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterococcal infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Meningitis aseptic 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Periorbital cellulitis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Septic shock 1 (4.5 ) 0 0 1 (4.5 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Infections      

  -Total 4 (18.2) 0 0 4 (18.2) 0 

  Dysarthria 1 (4.5 ) 0 1 (4.5 ) 0 0 

Serious neurological adverse reactions      

  -Total 1 (4.5 ) 0 1 (4.5 ) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183b 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=10 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183b 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=10 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183b 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 26 (63.4) 1 (2.4 ) 1 (2.4 ) 12 (29.3) 12 (29.3) 

Cytokine Release Syndrome      

  -Total 16 (39.0) 2 (4.9 ) 1 (2.4 ) 4 (9.8 ) 9 (22.0) 

  Cytokine release syndrome 16 (39.0) 2 (4.9 ) 1 (2.4 ) 4 (9.8 ) 9 (22.0) 

Hematological disorders including cytopenias      

  -Total 3 (7.3 ) 0 0 2 (4.9 ) 1 (2.4 ) 

  Anaemia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Bone marrow failure 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Febrile neutropenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Platelet count decreased 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Thrombocytopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

Infections      
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 12 (29.3) 0 1 (2.4 ) 8 (19.5) 3 (7.3 ) 

  Herpes zoster 3 (7.3 ) 0 3 (7.3 ) 0 0 

  Sepsis 3 (7.3 ) 0 0 1 (2.4 ) 2 (4.9 ) 

  Device related infection 2 (4.9 ) 0 0 2 (4.9 ) 0 

  Bacterial infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Cellulitis 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Central nervous system infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Cerebral fungal infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Influenza 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pneumonia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pneumonia haemophilus 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Respiratory syncytial virus infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Tonsillitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Viral upper respiratory tract infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

Prolonged depletion of normal B cells or 
Agammaglobulinemia 

     

  -Total 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Immunoglobulins decreased 1 (2.4 ) 0 0 0 1 (2.4 ) 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Serious neurological adverse reactions      

  -Total 4 (9.8 ) 0 0 4 (9.8 ) 0 

  Seizure 2 (4.9 ) 0 0 2 (4.9 ) 0 

  Agitation 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Confusional state 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Depressed level of consciousness 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Dyskinesia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Encephalopathy 1 (2.4 ) 0 0 1 (2.4 ) 0 

Tumour Lysis Syndrome      

  -Total 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Tumour lysis syndrome 1 (2.4 ) 0 0 0 1 (2.4 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183b 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 17 (60.7) 3 (10.7) 1 (3.6 ) 9 (32.1) 4 (14.3) 

  Haemophagocytic lymphohistiocytosis 1 (3.6 ) 0 0 1 (3.6 ) 0 

Cytokine Release Syndrome      

  -Total 12 (42.9) 4 (14.3) 1 (3.6 ) 3 (10.7) 4 (14.3) 

  Cytokine release syndrome 12 (42.9) 4 (14.3) 1 (3.6 ) 3 (10.7) 4 (14.3) 

Hematological disorders including cytopenias      

  -Total 2 (7.1 ) 1 (3.6 ) 0 1 (3.6 ) 0 

  Bone marrow failure 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Febrile neutropenia 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Alternaria infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Aspergillus infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Candida infection 1 (3.6 ) 0 0 1 (3.6 ) 0 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis orbital 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Enterococcal infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Meningitis aseptic 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Periorbital cellulitis 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Septic shock 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Sinusitis 1 (3.6 ) 0 0 1 (3.6 ) 0 

Infections      

  -Total 6 (21.4) 0 0 6 (21.4) 0 

  Bacterial infection 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Pneumonia 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Disorientation 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Dysarthria 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Hallucination 1 (3.6 ) 0 1 (3.6 ) 0 0 

  Irritability 1 (3.6 ) 1 (3.6 ) 0 0 0 

  Somnolence 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Tremor 1 (3.6 ) 1 (3.6 ) 0 0 0 

Serious neurological adverse reactions      

  -Total 5 (17.9) 1 (3.6 ) 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 

  Encephalopathy 1 (3.6 ) 0 0 0 1 (3.6 ) 
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- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183c 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 1 (100) 0 0 1 (100) 0 

Cytokine Release Syndrome      

  -Total 1 (100) 0 0 1 (100) 0 

  Cytokine release syndrome 1 (100) 0 0 1 (100) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 183c 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 34 (50.0) 5 (7.4 ) 1 (1.5 ) 13 (19.1) 15 (22.1) 

  Haemophagocytic lymphohistiocytosis 1 (1.5 ) 0 0 1 (1.5 ) 0 

Cytokine Release Syndrome      

  -Total 27 (39.7) 6 (8.8 ) 2 (2.9 ) 6 (8.8 ) 13 (19.1) 

  Cytokine release syndrome 27 (39.7) 6 (8.8 ) 2 (2.9 ) 6 (8.8 ) 13 (19.1) 

  Anaemia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Bone marrow failure 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Febrile neutropenia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Platelet count decreased 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Thrombocytopenia 1 (1.5 ) 0 0 1 (1.5 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 4 (5.9 ) 0 0 3 (4.4 ) 1 (1.5 ) 
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Timing: Within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacterial infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Cellulitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Cellulitis orbital 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Central nervous system infection 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Cerebral fungal infection 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Herpes zoster 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Meningitis aseptic 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Pneumonia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Sepsis 2 (2.9 ) 0 0 1 (1.5 ) 1 (1.5 ) 

  Sinusitis 1 (1.5 ) 0 0 1 (1.5 ) 0 

Infections      

  -Total 9 (13.2) 0 1 (1.5 ) 6 (8.8 ) 2 (2.9 ) 

  Immunoglobulins decreased 1 (1.5 ) 0 0 0 1 (1.5 ) 

Prolonged depletion of normal B cells or 
Agammaglobulinemia 

     

  -Total 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Agitation 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Confusional state 1 (1.5 ) 0 0 1 (1.5 ) 0 
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Timing: Within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Depressed level of consciousness 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Disorientation 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Dyskinesia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Encephalopathy 2 (2.9 ) 0 0 1 (1.5 ) 1 (1.5 ) 

  Hallucination 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Irritability 1 (1.5 ) 1 (1.5 ) 0 0 0 

  Seizure 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Somnolence 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Tremor 1 (1.5 ) 1 (1.5 ) 0 0 0 

Serious neurological adverse reactions      

  -Total 8 (11.8) 1 (1.5 ) 1 (1.5 ) 5 (7.4 ) 1 (1.5 ) 

  Tumour lysis syndrome 1 (1.5 ) 0 0 0 1 (1.5 ) 

Tumour Lysis Syndrome      

  -Total 1 (1.5 ) 0 0 0 1 (1.5 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183c 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183c 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
event 

14 (23.7) 1 (1.7 ) 2 (3.4 ) 10 (16.9) 1 (1.7 ) 

  Febrile neutropenia 1 (1.7 ) 1 (1.7 ) 0 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 1 (1.7 ) 1 (1.7 ) 0 0 0 

  Alternaria infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Aspergillus infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Bacterial infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Candida infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Device related infection 2 (3.4 ) 0 0 2 (3.4 ) 0 

  Enterococcal infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Herpes zoster 2 (3.4 ) 0 2 (3.4 ) 0 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Influenza 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Meningitis aseptic 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Periorbital cellulitis 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Pneumonia 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Pneumonia haemophilus 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Respiratory syncytial virus infection 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Sepsis 1 (1.7 ) 0 0 0 1 (1.7 ) 

  Septic shock 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Tonsillitis 1 (1.7 ) 0 0 1 (1.7 ) 0 

  Viral upper respiratory tract infection 1 (1.7 ) 0 1 (1.7 ) 0 0 

Infections      

  -Total 13 (22.0) 0 2 (3.4 ) 10 (16.9) 1 (1.7 ) 

  Dysarthria 1 (1.7 ) 0 1 (1.7 ) 0 0 

Serious neurological adverse reactions      

  -Total 1 (1.7 ) 0 1 (1.7 ) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183c 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=0 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183c 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=20 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183c 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 1 (100) 0 0 1 (100) 0 

Cytokine Release Syndrome      

  -Total 1 (100) 0 0 1 (100) 0 

  Cytokine release syndrome 1 (100) 0 0 1 (100) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183c 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 42 (61.8) 4 (5.9 ) 2 (2.9 ) 20 (29.4) 16 (23.5) 

  Haemophagocytic lymphohistiocytosis 1 (1.5 ) 0 0 1 (1.5 ) 0 

Cytokine Release Syndrome      

  -Total 27 (39.7) 6 (8.8 ) 2 (2.9 ) 6 (8.8 ) 13 (19.1) 

  Cytokine release syndrome 27 (39.7) 6 (8.8 ) 2 (2.9 ) 6 (8.8 ) 13 (19.1) 

  Anaemia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Bone marrow failure 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Febrile neutropenia 2 (2.9 ) 1 (1.5 ) 0 1 (1.5 ) 0 

  Platelet count decreased 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Thrombocytopenia 1 (1.5 ) 0 0 1 (1.5 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 5 (7.4 ) 1 (1.5 ) 0 3 (4.4 ) 1 (1.5 ) 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alternaria infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Aspergillus infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Bacterial infection 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Candida infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Cellulitis 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Cellulitis orbital 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Central nervous system infection 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Cerebral fungal infection 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Device related infection 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Enterococcal infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Herpes zoster 3 (4.4 ) 0 3 (4.4 ) 0 0 

  Infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Influenza 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Meningitis aseptic 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Periorbital cellulitis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Pneumonia 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Pneumonia haemophilus 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Respiratory syncytial virus infection 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Sepsis 3 (4.4 ) 0 0 1 (1.5 ) 2 (2.9 ) 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Septic shock 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Sinusitis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Tonsillitis 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Viral upper respiratory tract infection 1 (1.5 ) 0 1 (1.5 ) 0 0 

Infections      

  -Total 18 (26.5) 0 1 (1.5 ) 14 (20.6) 3 (4.4 ) 

  Immunoglobulins decreased 1 (1.5 ) 0 0 0 1 (1.5 ) 

Prolonged depletion of normal B cells or 
Agammaglobulinemia 

     

  -Total 1 (1.5 ) 0 0 0 1 (1.5 ) 

  Agitation 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Confusional state 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Depressed level of consciousness 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Disorientation 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Dysarthria 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Dyskinesia 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Encephalopathy 2 (2.9 ) 0 0 1 (1.5 ) 1 (1.5 ) 

  Hallucination 1 (1.5 ) 0 1 (1.5 ) 0 0 

  Irritability 1 (1.5 ) 1 (1.5 ) 0 0 0 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Seizure 2 (2.9 ) 0 0 2 (2.9 ) 0 

  Somnolence 1 (1.5 ) 0 0 1 (1.5 ) 0 

  Tremor 1 (1.5 ) 1 (1.5 ) 0 0 0 

Serious neurological adverse reactions      

  -Total 9 (13.2) 1 (1.5 ) 2 (2.9 ) 5 (7.4 ) 1 (1.5 ) 

  Tumour lysis syndrome 1 (1.5 ) 0 0 0 1 (1.5 ) 

Tumour Lysis Syndrome      

  -Total 1 (1.5 ) 0 0 0 1 (1.5 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183d 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 26 (54.2) 3 (6.3 ) 1 (2.1 ) 11 (22.9) 11 (22.9) 

Cytokine Release Syndrome      

  -Total 21 (43.8) 3 (6.3 ) 2 (4.2 ) 6 (12.5) 10 (20.8) 

  Cytokine release syndrome 21 (43.8) 3 (6.3 ) 2 (4.2 ) 6 (12.5) 10 (20.8) 

  Haemophagocytic lymphohistiocytosis 1 (2.1 ) 0 0 1 (2.1 ) 0 

Hematological disorders including cytopenias      

  -Total 2 (4.2 ) 0 0 2 (4.2 ) 0 

  Bone marrow failure 2 (4.2 ) 0 0 2 (4.2 ) 0 

Infections      

  -Total 5 (10.4) 0 1 (2.1 ) 3 (6.3 ) 1 (2.1 ) 

  Cellulitis orbital 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Central nervous system infection 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Cerebral fungal infection 1 (2.1 ) 0 0 0 1 (2.1 ) 
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Timing: Within 8 weeks post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Herpes zoster 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Pneumonia 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Sinusitis 1 (2.1 ) 0 0 1 (2.1 ) 0 

Prolonged depletion of normal B cells or 
Agammaglobulinemia 

     

  -Total 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Immunoglobulins decreased 1 (2.1 ) 0 0 0 1 (2.1 ) 

Serious neurological adverse reactions      

  -Total 6 (12.5) 1 (2.1 ) 1 (2.1 ) 3 (6.3 ) 1 (2.1 ) 

  Seizure 2 (4.2 ) 0 0 2 (4.2 ) 0 

  Disorientation 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Encephalopathy 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Hallucination 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Irritability 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Somnolence 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Tremor 1 (2.1 ) 1 (2.1 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 



  

  

6304 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183d 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 7 (38.9) 2 (11.1) 0 3 (16.7) 2 (11.1) 

Cytokine Release Syndrome      

  -Total 5 (27.8) 3 (16.7) 0 1 (5.6 ) 1 (5.6 ) 

  Cytokine release syndrome 5 (27.8) 3 (16.7) 0 1 (5.6 ) 1 (5.6 ) 

  Anaemia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Febrile neutropenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Platelet count decreased 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Thrombocytopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Hematological disorders including cytopenias      

  -Total 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

  Bacterial infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Cellulitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Infection 1 (5.6 ) 0 0 1 (5.6 ) 0 
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Timing: Within 8 weeks post CTL019 infusion, Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Meningitis aseptic 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Sepsis 2 (11.1) 0 0 1 (5.6 ) 1 (5.6 ) 

Infections      

  -Total 4 (22.2) 0 0 3 (16.7) 1 (5.6 ) 

  Agitation 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Confusional state 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Depressed level of consciousness 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Dyskinesia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Serious neurological adverse reactions      

  -Total 2 (11.1) 0 0 2 (11.1) 0 

  Encephalopathy 1 (5.6 ) 0 0 1 (5.6 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183d 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 2 (66.7) 0 0 0 2 (66.7) 

Cytokine Release Syndrome      

  -Total 2 (66.7) 0 0 0 2 (66.7) 

  Cytokine release syndrome 2 (66.7) 0 0 0 2 (66.7) 

  Tumour lysis syndrome 1 (33.3) 0 0 0 1 (33.3) 

Tumour Lysis Syndrome      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183d 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 7 (16.3) 0 1 (2.3 ) 6 (14.0) 0 

Infections      

  -Total 7 (16.3) 0 1 (2.3 ) 6 (14.0) 0 

  Herpes zoster 2 (4.7 ) 0 2 (4.7 ) 0 0 

  Device related infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Influenza 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Pneumonia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Pneumonia haemophilus 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Respiratory syncytial virus infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Septic shock 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Tonsillitis 1 (2.3 ) 0 0 1 (2.3 ) 0 
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- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183d 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 7 (46.7) 1 (6.7 ) 1 (6.7 ) 4 (26.7) 1 (6.7 ) 

  Febrile neutropenia 1 (6.7 ) 1 (6.7 ) 0 0 0 

Hematological disorders including cytopenias      

  -Total 1 (6.7 ) 1 (6.7 ) 0 0 0 

  Alternaria infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Aspergillus infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Bacterial infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Candida infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Enterococcal infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Meningitis aseptic 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Periorbital cellulitis 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Sepsis 1 (6.7 ) 0 0 0 1 (6.7 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Viral upper respiratory tract infection 1 (6.7 ) 0 1 (6.7 ) 0 0 

Infections      

  -Total 6 (40.0) 0 1 (6.7 ) 4 (26.7) 1 (6.7 ) 

  Device related infection 1 (6.7 ) 0 0 1 (6.7 ) 0 

  Dysarthria 1 (6.7 ) 0 1 (6.7 ) 0 0 

Serious neurological adverse reactions      

  -Total 1 (6.7 ) 0 1 (6.7 ) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183d 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183d 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183d 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Region: US 

 
All patients 

N=0 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183d 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183d 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 31 (64.6) 3 (6.3 ) 2 (4.2 ) 15 (31.3) 11 (22.9) 

Cytokine Release Syndrome      

  -Total 21 (43.8) 3 (6.3 ) 2 (4.2 ) 6 (12.5) 10 (20.8) 

  Cytokine release syndrome 21 (43.8) 3 (6.3 ) 2 (4.2 ) 6 (12.5) 10 (20.8) 

  Haemophagocytic lymphohistiocytosis 1 (2.1 ) 0 0 1 (2.1 ) 0 

Hematological disorders including cytopenias      

  -Total 2 (4.2 ) 0 0 2 (4.2 ) 0 

  Bone marrow failure 2 (4.2 ) 0 0 2 (4.2 ) 0 

Infections      

  -Total 10 (20.8) 0 1 (2.1 ) 8 (16.7) 1 (2.1 ) 

  Herpes zoster 3 (6.3 ) 0 3 (6.3 ) 0 0 

  Pneumonia 2 (4.2 ) 0 0 2 (4.2 ) 0 
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis orbital 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Central nervous system infection 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Cerebral fungal infection 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Device related infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Influenza 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Pneumonia haemophilus 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Respiratory syncytial virus infection 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Septic shock 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Sinusitis 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Tonsillitis 1 (2.1 ) 0 0 1 (2.1 ) 0 

Prolonged depletion of normal B cells or 
Agammaglobulinemia 

     

  -Total 1 (2.1 ) 0 0 0 1 (2.1 ) 

  Immunoglobulins decreased 1 (2.1 ) 0 0 0 1 (2.1 ) 

Serious neurological adverse reactions      

  -Total 6 (12.5) 1 (2.1 ) 1 (2.1 ) 3 (6.3 ) 1 (2.1 ) 

  Seizure 2 (4.2 ) 0 0 2 (4.2 ) 0 

  Disorientation 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Encephalopathy 1 (2.1 ) 0 0 0 1 (2.1 ) 
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Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Hallucination 1 (2.1 ) 0 1 (2.1 ) 0 0 

  Irritability 1 (2.1 ) 1 (2.1 ) 0 0 0 

  Somnolence 1 (2.1 ) 0 0 1 (2.1 ) 0 

  Tremor 1 (2.1 ) 1 (2.1 ) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183d 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 10 (55.6) 1 (5.6 ) 0 6 (33.3) 3 (16.7) 

Cytokine Release Syndrome      

  -Total 5 (27.8) 3 (16.7) 0 1 (5.6 ) 1 (5.6 ) 

  Cytokine release syndrome 5 (27.8) 3 (16.7) 0 1 (5.6 ) 1 (5.6 ) 

  Anaemia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Febrile neutropenia 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Platelet count decreased 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Thrombocytopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Hematological disorders including cytopenias      

  -Total 3 (16.7) 1 (5.6 ) 0 1 (5.6 ) 1 (5.6 ) 

  Alternaria infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Aspergillus infection 1 (5.6 ) 0 0 1 (5.6 ) 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacterial infection 2 (11.1) 0 0 2 (11.1) 0 

  Candida infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Cellulitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Enterococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Meningitis aseptic 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Periorbital cellulitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Sepsis 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Viral upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

Infections      

  -Total 8 (44.4) 0 0 6 (33.3) 2 (11.1) 

  Device related infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Agitation 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Confusional state 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Depressed level of consciousness 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Dysarthria 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Dyskinesia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Serious neurological adverse reactions      

  -Total 3 (16.7) 0 1 (5.6 ) 2 (11.1) 0 
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Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Encephalopathy 1 (5.6 ) 0 0 1 (5.6 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183d 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 2 (66.7) 0 0 0 2 (66.7) 

Cytokine Release Syndrome      

  -Total 2 (66.7) 0 0 0 2 (66.7) 

  Cytokine release syndrome 2 (66.7) 0 0 0 2 (66.7) 

  Tumour lysis syndrome 1 (33.3) 0 0 0 1 (33.3) 

Tumour Lysis Syndrome      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 183e 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 17 (40.5) 2 (4.8 ) 1 (2.4 ) 7 (16.7) 7 (16.7) 

Cytokine Release Syndrome      

  -Total 12 (28.6) 3 (7.1 ) 2 (4.8 ) 2 (4.8 ) 5 (11.9) 

  Cytokine release syndrome 12 (28.6) 3 (7.1 ) 2 (4.8 ) 2 (4.8 ) 5 (11.9) 

Hematological disorders including cytopenias      

  -Total 3 (7.1 ) 0 0 2 (4.8 ) 1 (2.4 ) 

  Anaemia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Bone marrow failure 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Febrile neutropenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Platelet count decreased 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Thrombocytopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

Infections      

  -Total 6 (14.3) 0 1 (2.4 ) 4 (9.5 ) 1 (2.4 ) 
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Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacterial infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Central nervous system infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Cerebral fungal infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Herpes zoster 1 (2.4 ) 0 1 (2.4 ) 0 0 

  Infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pneumonia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Sepsis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Sinusitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

Prolonged depletion of normal B cells or 
Agammaglobulinemia 

     

  -Total 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Immunoglobulins decreased 1 (2.4 ) 0 0 0 1 (2.4 ) 

Serious neurological adverse reactions      

  -Total 4 (9.5 ) 0 0 3 (7.1 ) 1 (2.4 ) 

  Seizure 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Encephalopathy 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Somnolence 1 (2.4 ) 0 0 1 (2.4 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 
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the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183e 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 18 (66.7) 3 (11.1) 0 7 (25.9) 8 (29.6) 

  Haemophagocytic lymphohistiocytosis 1 (3.7 ) 0 0 1 (3.7 ) 0 

Cytokine Release Syndrome      

  -Total 16 (59.3) 3 (11.1) 0 5 (18.5) 8 (29.6) 

  Cytokine release syndrome 16 (59.3) 3 (11.1) 0 5 (18.5) 8 (29.6) 

Hematological disorders including cytopenias      

  -Total 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Bone marrow failure 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Cellulitis 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Cellulitis orbital 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Meningitis aseptic 1 (3.7 ) 0 0 1 (3.7 ) 0 

Infections      

  -Total 3 (11.1) 0 0 2 (7.4 ) 1 (3.7 ) 
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Timing: Within 8 weeks post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sepsis 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Agitation 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Confusional state 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Depressed level of consciousness 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Disorientation 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Dyskinesia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Hallucination 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Irritability 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Tremor 1 (3.7 ) 1 (3.7 ) 0 0 0 

Serious neurological adverse reactions      

  -Total 4 (14.8) 1 (3.7 ) 1 (3.7 ) 2 (7.4 ) 0 

  Encephalopathy 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Tumour lysis syndrome 1 (3.7 ) 0 0 0 1 (3.7 ) 

Tumour Lysis Syndrome      

  -Total 1 (3.7 ) 0 0 0 1 (3.7 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183e 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 8 (21.1) 1 (2.6 ) 2 (5.3 ) 5 (13.2) 0 

Hematological disorders including cytopenias      

  -Total 1 (2.6 ) 1 (2.6 ) 0 0 0 

  Febrile neutropenia 1 (2.6 ) 1 (2.6 ) 0 0 0 

Infections      

  -Total 7 (18.4) 0 2 (5.3 ) 5 (13.2) 0 

  Device related infection 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Herpes zoster 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Periorbital cellulitis 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Pneumonia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Pneumonia haemophilus 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Respiratory syncytial virus infection 1 (2.6 ) 0 0 1 (2.6 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Viral upper respiratory tract infection 1 (2.6 ) 0 1 (2.6 ) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183e 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 6 (27.3) 0 0 5 (22.7) 1 (4.5 ) 

  Alternaria infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Aspergillus infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Bacterial infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Candida infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterococcal infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Influenza 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Meningitis aseptic 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Sepsis 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Septic shock 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Tonsillitis 1 (4.5 ) 0 0 1 (4.5 ) 0 

Infections      
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 6 (27.3) 0 0 5 (22.7) 1 (4.5 ) 

  Device related infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Herpes zoster 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Dysarthria 1 (4.5 ) 0 1 (4.5 ) 0 0 

Serious neurological adverse reactions      

  -Total 1 (4.5 ) 0 1 (4.5 ) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183e 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=16 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183e 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=4 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183e 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 22 (52.4) 2 (4.8 ) 2 (4.8 ) 11 (26.2) 7 (16.7) 

Cytokine Release Syndrome      

  -Total 12 (28.6) 3 (7.1 ) 2 (4.8 ) 2 (4.8 ) 5 (11.9) 

  Cytokine release syndrome 12 (28.6) 3 (7.1 ) 2 (4.8 ) 2 (4.8 ) 5 (11.9) 

Hematological disorders including cytopenias      

  -Total 4 (9.5 ) 1 (2.4 ) 0 2 (4.8 ) 1 (2.4 ) 

  Febrile neutropenia 2 (4.8 ) 1 (2.4 ) 0 1 (2.4 ) 0 

  Anaemia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Bone marrow failure 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Platelet count decreased 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Thrombocytopenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

Infections      
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 11 (26.2) 0 1 (2.4 ) 9 (21.4) 1 (2.4 ) 

  Herpes zoster 2 (4.8 ) 0 2 (4.8 ) 0 0 

  Pneumonia 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Bacterial infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Central nervous system infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Cerebral fungal infection 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Device related infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Periorbital cellulitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Pneumonia haemophilus 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Respiratory syncytial virus infection 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Sepsis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Sinusitis 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Viral upper respiratory tract infection 1 (2.4 ) 0 1 (2.4 ) 0 0 

Prolonged depletion of normal B cells or 
Agammaglobulinemia 

     

  -Total 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Immunoglobulins decreased 1 (2.4 ) 0 0 0 1 (2.4 ) 

Serious neurological adverse reactions      
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Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 4 (9.5 ) 0 0 3 (7.1 ) 1 (2.4 ) 

  Seizure 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Encephalopathy 1 (2.4 ) 0 0 0 1 (2.4 ) 

  Somnolence 1 (2.4 ) 0 0 1 (2.4 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183e 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 21 (77.8) 2 (7.4 ) 0 10 (37.0) 9 (33.3) 

  Haemophagocytic lymphohistiocytosis 1 (3.7 ) 0 0 1 (3.7 ) 0 

Cytokine Release Syndrome      

  -Total 16 (59.3) 3 (11.1) 0 5 (18.5) 8 (29.6) 

  Cytokine release syndrome 16 (59.3) 3 (11.1) 0 5 (18.5) 8 (29.6) 

Hematological disorders including cytopenias      

  -Total 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Bone marrow failure 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Alternaria infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Aspergillus infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Candida infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Cellulitis 1 (3.7 ) 0 1 (3.7 ) 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Cellulitis orbital 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Enterococcal infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Influenza 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Meningitis aseptic 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Septic shock 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Tonsillitis 1 (3.7 ) 0 0 1 (3.7 ) 0 

Infections      

  -Total 7 (25.9) 0 0 5 (18.5) 2 (7.4 ) 

  Herpes zoster 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Bacterial infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Device related infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Sepsis 2 (7.4 ) 0 0 0 2 (7.4 ) 

  Agitation 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Confusional state 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Depressed level of consciousness 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Disorientation 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Dysarthria 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Dyskinesia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Hallucination 1 (3.7 ) 0 1 (3.7 ) 0 0 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Irritability 1 (3.7 ) 1 (3.7 ) 0 0 0 

  Tremor 1 (3.7 ) 1 (3.7 ) 0 0 0 

Serious neurological adverse reactions      

  -Total 5 (18.5) 1 (3.7 ) 2 (7.4 ) 2 (7.4 ) 0 

  Encephalopathy 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Tumour lysis syndrome 1 (3.7 ) 0 0 0 1 (3.7 ) 

Tumour Lysis Syndrome      

  -Total 1 (3.7 ) 0 0 0 1 (3.7 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183f 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 10 (38.5) 1 (3.8 ) 0 4 (15.4) 5 (19.2) 

Cytokine Release Syndrome      

  -Total 7 (26.9) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 4 (15.4) 

  Cytokine release syndrome 7 (26.9) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 4 (15.4) 

Hematological disorders including cytopenias      

  -Total 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Bone marrow failure 1 (3.8 ) 0 0 1 (3.8 ) 0 

Infections      

  -Total 2 (7.7 ) 0 1 (3.8 ) 1 (3.8 ) 0 

  Herpes zoster 1 (3.8 ) 0 1 (3.8 ) 0 0 

  Meningitis aseptic 1 (3.8 ) 0 0 1 (3.8 ) 0 

Prolonged depletion of normal B cells or 
Agammaglobulinemia 
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Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (3.8 ) 0 0 0 1 (3.8 ) 

  Immunoglobulins decreased 1 (3.8 ) 0 0 0 1 (3.8 ) 

Serious neurological adverse reactions      

  -Total 2 (7.7 ) 0 0 2 (7.7 ) 0 

  Seizure 2 (7.7 ) 0 0 2 (7.7 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183f 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 23 (57.5) 3 (7.5 ) 1 (2.5 ) 10 (25.0) 9 (22.5) 

  Haemophagocytic lymphohistiocytosis 1 (2.5 ) 0 0 1 (2.5 ) 0 

Cytokine Release Syndrome      

  -Total 19 (47.5) 4 (10.0) 1 (2.5 ) 6 (15.0) 8 (20.0) 

  Cytokine release syndrome 19 (47.5) 4 (10.0) 1 (2.5 ) 6 (15.0) 8 (20.0) 

  Anaemia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Febrile neutropenia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Platelet count decreased 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Thrombocytopenia 1 (2.5 ) 0 0 1 (2.5 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 3 (7.5 ) 0 0 2 (5.0 ) 1 (2.5 ) 

  Bone marrow failure 1 (2.5 ) 0 0 1 (2.5 ) 0 
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Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bacterial infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Cellulitis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Cellulitis orbital 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Central nervous system infection 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Cerebral fungal infection 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Pneumonia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Sepsis 2 (5.0 ) 0 0 1 (2.5 ) 1 (2.5 ) 

  Sinusitis 1 (2.5 ) 0 0 1 (2.5 ) 0 

Infections      

  -Total 7 (17.5) 0 0 5 (12.5) 2 (5.0 ) 

  Agitation 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Confusional state 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Depressed level of consciousness 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Disorientation 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Dyskinesia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Encephalopathy 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Hallucination 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Irritability 1 (2.5 ) 1 (2.5 ) 0 0 0 
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Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Somnolence 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Tremor 1 (2.5 ) 1 (2.5 ) 0 0 0 

Serious neurological adverse reactions      

  -Total 5 (12.5) 1 (2.5 ) 1 (2.5 ) 3 (7.5 ) 0 

  Tumour lysis syndrome 1 (2.5 ) 0 0 0 1 (2.5 ) 

Tumour Lysis Syndrome      

  -Total 1 (2.5 ) 0 0 0 1 (2.5 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183f 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

Cytokine Release Syndrome      

  -Total 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Cytokine release syndrome 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Encephalopathy 1 (33.3) 0 0 0 1 (33.3) 

Serious neurological adverse reactions      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183f 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 8 (33.3) 0 1 (4.2 ) 7 (29.2) 0 

Infections      

  -Total 8 (33.3) 0 1 (4.2 ) 7 (29.2) 0 

  Device related infection 2 (8.3 ) 0 0 2 (8.3 ) 0 

  Herpes zoster 2 (8.3 ) 0 2 (8.3 ) 0 0 

  Influenza 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Meningitis aseptic 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Pneumonia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Pneumonia haemophilus 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Respiratory syncytial virus infection 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Tonsillitis 1 (4.2 ) 0 0 1 (4.2 ) 0 
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- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183f 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 5 (15.2) 0 1 (3.0 ) 3 (9.1 ) 1 (3.0 ) 

  Alternaria infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Aspergillus infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Bacterial infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Candida infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Enterococcal infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Periorbital cellulitis 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Sepsis 1 (3.0 ) 0 0 0 1 (3.0 ) 

  Septic shock 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Viral upper respiratory tract infection 1 (3.0 ) 0 1 (3.0 ) 0 0 

Infections      

  -Total 5 (15.2) 0 1 (3.0 ) 3 (9.1 ) 1 (3.0 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Dysarthria 1 (3.0 ) 0 1 (3.0 ) 0 0 

Serious neurological adverse reactions      

  -Total 1 (3.0 ) 0 1 (3.0 ) 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183f 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 1 (33.3) 1 (33.3) 0 0 0 

  Febrile neutropenia 1 (33.3) 1 (33.3) 0 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183f 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=7 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183f 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=12 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183f 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=1 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183f 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 16 (61.5) 1 (3.8 ) 1 (3.8 ) 9 (34.6) 5 (19.2) 

Cytokine Release Syndrome      

  -Total 7 (26.9) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 4 (15.4) 

  Cytokine release syndrome 7 (26.9) 1 (3.8 ) 1 (3.8 ) 1 (3.8 ) 4 (15.4) 

Hematological disorders including cytopenias      

  -Total 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Bone marrow failure 1 (3.8 ) 0 0 1 (3.8 ) 0 

Infections      

  -Total 8 (30.8) 0 1 (3.8 ) 7 (26.9) 0 

  Herpes zoster 3 (11.5) 0 3 (11.5) 0 0 

  Device related infection 2 (7.7 ) 0 0 2 (7.7 ) 0 

  Influenza 1 (3.8 ) 0 0 1 (3.8 ) 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Meningitis aseptic 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Pneumonia 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Pneumonia haemophilus 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Respiratory syncytial virus infection 1 (3.8 ) 0 0 1 (3.8 ) 0 

  Tonsillitis 1 (3.8 ) 0 0 1 (3.8 ) 0 

Prolonged depletion of normal B cells or 
Agammaglobulinemia 

     

  -Total 1 (3.8 ) 0 0 0 1 (3.8 ) 

  Immunoglobulins decreased 1 (3.8 ) 0 0 0 1 (3.8 ) 

Serious neurological adverse reactions      

  -Total 2 (7.7 ) 0 0 2 (7.7 ) 0 

  Seizure 2 (7.7 ) 0 0 2 (7.7 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183f 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 25 (62.5) 2 (5.0 ) 1 (2.5 ) 12 (30.0) 10 (25.0) 

  Haemophagocytic lymphohistiocytosis 1 (2.5 ) 0 0 1 (2.5 ) 0 

Cytokine Release Syndrome      

  -Total 19 (47.5) 4 (10.0) 1 (2.5 ) 6 (15.0) 8 (20.0) 

  Cytokine release syndrome 19 (47.5) 4 (10.0) 1 (2.5 ) 6 (15.0) 8 (20.0) 

  Anaemia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Febrile neutropenia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Platelet count decreased 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Thrombocytopenia 1 (2.5 ) 0 0 1 (2.5 ) 0 

Hematological disorders including cytopenias      

  -Total 3 (7.5 ) 0 0 2 (5.0 ) 1 (2.5 ) 

  Bone marrow failure 1 (2.5 ) 0 0 1 (2.5 ) 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alternaria infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Aspergillus infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Bacterial infection 2 (5.0 ) 0 0 2 (5.0 ) 0 

  Candida infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Cellulitis 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Cellulitis orbital 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Central nervous system infection 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Cerebral fungal infection 1 (2.5 ) 0 0 0 1 (2.5 ) 

  Enterococcal infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Infection 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Periorbital cellulitis 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Sepsis 3 (7.5 ) 0 0 1 (2.5 ) 2 (5.0 ) 

  Septic shock 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Sinusitis 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Viral upper respiratory tract infection 1 (2.5 ) 0 1 (2.5 ) 0 0 

Infections      

  -Total 10 (25.0) 0 0 7 (17.5) 3 (7.5 ) 

  Pneumonia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Agitation 1 (2.5 ) 0 0 1 (2.5 ) 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Confusional state 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Depressed level of consciousness 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Disorientation 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Dysarthria 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Dyskinesia 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Encephalopathy 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Hallucination 1 (2.5 ) 0 1 (2.5 ) 0 0 

  Irritability 1 (2.5 ) 1 (2.5 ) 0 0 0 

  Somnolence 1 (2.5 ) 0 0 1 (2.5 ) 0 

  Tremor 1 (2.5 ) 1 (2.5 ) 0 0 0 

Serious neurological adverse reactions      

  -Total 6 (15.0) 1 (2.5 ) 2 (5.0 ) 3 (7.5 ) 0 

  Tumour lysis syndrome 1 (2.5 ) 0 0 0 1 (2.5 ) 

Tumour Lysis Syndrome      

  -Total 1 (2.5 ) 0 0 0 1 (2.5 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183f 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

Cytokine Release Syndrome      

  -Total 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Cytokine release syndrome 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Febrile neutropenia 1 (33.3) 1 (33.3) 0 0 0 

Hematological disorders including cytopenias      

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Encephalopathy 1 (33.3) 0 0 0 1 (33.3) 

Serious neurological adverse reactions      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183g 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 5 (83.3) 1 (16.7) 0 3 (50.0) 1 (16.7) 

Cytokine Release Syndrome      

  -Total 4 (66.7) 1 (16.7) 1 (16.7) 1 (16.7) 1 (16.7) 

  Cytokine release syndrome 4 (66.7) 1 (16.7) 1 (16.7) 1 (16.7) 1 (16.7) 

Infections      

  -Total 1 (16.7) 0 0 1 (16.7) 0 

  Pneumonia 1 (16.7) 0 0 1 (16.7) 0 

Serious neurological adverse reactions      

  -Total 1 (16.7) 0 0 1 (16.7) 0 

  Seizure 1 (16.7) 0 0 1 (16.7) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183g 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 16 (53.3) 2 (6.7 ) 1 (3.3 ) 8 (26.7) 5 (16.7) 

Cytokine Release Syndrome      

  -Total 10 (33.3) 2 (6.7 ) 1 (3.3 ) 4 (13.3) 3 (10.0) 

  Cytokine release syndrome 10 (33.3) 2 (6.7 ) 1 (3.3 ) 4 (13.3) 3 (10.0) 

  Anaemia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Bone marrow failure 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Febrile neutropenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Platelet count decreased 1 (3.3 ) 0 0 0 1 (3.3 ) 

Hematological disorders including cytopenias      

  -Total 3 (10.0) 0 0 2 (6.7 ) 1 (3.3 ) 

  Bacterial infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Cellulitis orbital 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Herpes zoster 1 (3.3 ) 0 1 (3.3 ) 0 0 
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Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Meningitis aseptic 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Sepsis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Sinusitis 1 (3.3 ) 0 0 1 (3.3 ) 0 

Infections      

  -Total 5 (16.7) 0 1 (3.3 ) 4 (13.3) 0 

  Immunoglobulins decreased 1 (3.3 ) 0 0 0 1 (3.3 ) 

Prolonged depletion of normal B cells or 
Agammaglobulinemia 

     

  -Total 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Dyskinesia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Irritability 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Somnolence 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Tremor 1 (3.3 ) 1 (3.3 ) 0 0 0 

Serious neurological adverse reactions      

  -Total 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 
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patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183g 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 12 (57.1) 2 (9.5 ) 0 3 (14.3) 7 (33.3) 

  Haemophagocytic lymphohistiocytosis 1 (4.8 ) 0 0 1 (4.8 ) 0 

Cytokine Release Syndrome      

  -Total 12 (57.1) 3 (14.3) 0 2 (9.5 ) 7 (33.3) 

  Cytokine release syndrome 12 (57.1) 3 (14.3) 0 2 (9.5 ) 7 (33.3) 

  Thrombocytopenia 1 (4.8 ) 0 0 1 (4.8 ) 0 

Hematological disorders including cytopenias      

  -Total 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Cellulitis 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Central nervous system infection 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Cerebral fungal infection 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Infection 1 (4.8 ) 0 0 1 (4.8 ) 0 
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Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Sepsis 1 (4.8 ) 0 0 0 1 (4.8 ) 

Infections      

  -Total 3 (14.3) 0 0 1 (4.8 ) 2 (9.5 ) 

  Agitation 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Confusional state 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Depressed level of consciousness 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Disorientation 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Encephalopathy 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Hallucination 1 (4.8 ) 0 1 (4.8 ) 0 0 

Serious neurological adverse reactions      

  -Total 3 (14.3) 0 1 (4.8 ) 2 (9.5 ) 0 

  Seizure 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Tumour lysis syndrome 1 (4.8 ) 0 0 0 1 (4.8 ) 

Tumour Lysis Syndrome      

  -Total 1 (4.8 ) 0 0 0 1 (4.8 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183g 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Within 8 weeks post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 2 (16.7) 0 0 0 2 (16.7) 

Cytokine Release Syndrome      

  -Total 2 (16.7) 0 0 0 2 (16.7) 

  Cytokine release syndrome 2 (16.7) 0 0 0 2 (16.7) 

  Encephalopathy 1 (8.3 ) 0 0 0 1 (8.3 ) 

Serious neurological adverse reactions      

  -Total 1 (8.3 ) 0 0 0 1 (8.3 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183g 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 1 (20.0) 0 0 1 (20.0) 0 

Infections      

  -Total 1 (20.0) 0 0 1 (20.0) 0 

  Alternaria infection 1 (20.0) 0 0 1 (20.0) 0 

  Aspergillus infection 1 (20.0) 0 0 1 (20.0) 0 

  Bacterial infection 1 (20.0) 0 0 1 (20.0) 0 

  Candida infection 1 (20.0) 0 0 1 (20.0) 0 

  Enterococcal infection 1 (20.0) 0 0 1 (20.0) 0 

Serious neurological adverse reactions      

  -Total 1 (20.0) 0 1 (20.0) 0 0 

  Dysarthria 1 (20.0) 0 1 (20.0) 0 0 
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- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183g 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 6 (25.0) 0 1 (4.2 ) 5 (20.8) 0 

  Device related infection 2 (8.3 ) 0 0 2 (8.3 ) 0 

  Herpes zoster 1 (4.2 ) 0 1 (4.2 ) 0 0 

  Meningitis aseptic 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Respiratory syncytial virus infection 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Septic shock 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Viral upper respiratory tract infection 1 (4.2 ) 0 1 (4.2 ) 0 0 

Infections      

  -Total 6 (25.0) 0 1 (4.2 ) 5 (20.8) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183g 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 4 (21.1) 1 (5.3 ) 0 3 (15.8) 0 

  Febrile neutropenia 1 (5.3 ) 1 (5.3 ) 0 0 0 

Hematological disorders including cytopenias      

  -Total 1 (5.3 ) 1 (5.3 ) 0 0 0 

  Influenza 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Periorbital cellulitis 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Pneumonia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Tonsillitis 1 (5.3 ) 0 0 1 (5.3 ) 0 

Infections      

  -Total 3 (15.8) 0 0 3 (15.8) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183g 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 3 (25.0) 0 1 (8.3 ) 1 (8.3 ) 1 (8.3 ) 

  Herpes zoster 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pneumonia haemophilus 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Sepsis 1 (8.3 ) 0 0 0 1 (8.3 ) 

Infections      

  -Total 3 (25.0) 0 1 (8.3 ) 1 (8.3 ) 1 (8.3 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183g 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=2 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183g 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=8 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183g 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=5 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183g 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=5 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183g 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 5 (83.3) 0 0 4 (66.7) 1 (16.7) 

Cytokine Release Syndrome      

  -Total 4 (66.7) 1 (16.7) 1 (16.7) 1 (16.7) 1 (16.7) 

  Cytokine release syndrome 4 (66.7) 1 (16.7) 1 (16.7) 1 (16.7) 1 (16.7) 

Infections      

  -Total 2 (33.3) 0 0 2 (33.3) 0 

  Alternaria infection 1 (16.7) 0 0 1 (16.7) 0 

  Aspergillus infection 1 (16.7) 0 0 1 (16.7) 0 

  Bacterial infection 1 (16.7) 0 0 1 (16.7) 0 

  Candida infection 1 (16.7) 0 0 1 (16.7) 0 

  Enterococcal infection 1 (16.7) 0 0 1 (16.7) 0 

  Pneumonia 1 (16.7) 0 0 1 (16.7) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Serious neurological adverse reactions      

  -Total 2 (33.3) 0 1 (16.7) 1 (16.7) 0 

  Dysarthria 1 (16.7) 0 1 (16.7) 0 0 

  Seizure 1 (16.7) 0 0 1 (16.7) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183g 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 18 (60.0) 2 (6.7 ) 1 (3.3 ) 10 (33.3) 5 (16.7) 

Cytokine Release Syndrome      

  -Total 10 (33.3) 2 (6.7 ) 1 (3.3 ) 4 (13.3) 3 (10.0) 

  Cytokine release syndrome 10 (33.3) 2 (6.7 ) 1 (3.3 ) 4 (13.3) 3 (10.0) 

  Anaemia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Bone marrow failure 2 (6.7 ) 0 0 2 (6.7 ) 0 

  Febrile neutropenia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Platelet count decreased 1 (3.3 ) 0 0 0 1 (3.3 ) 

Hematological disorders including cytopenias      

  -Total 3 (10.0) 0 0 2 (6.7 ) 1 (3.3 ) 

  Cellulitis orbital 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Device related infection 2 (6.7 ) 0 0 2 (6.7 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Herpes zoster 2 (6.7 ) 0 2 (6.7 ) 0 0 

  Meningitis aseptic 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Respiratory syncytial virus infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Sepsis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Septic shock 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Sinusitis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Viral upper respiratory tract infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

Infections      

  -Total 7 (23.3) 0 0 7 (23.3) 0 

  Bacterial infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Immunoglobulins decreased 1 (3.3 ) 0 0 0 1 (3.3 ) 

Prolonged depletion of normal B cells or 
Agammaglobulinemia 

     

  -Total 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Dyskinesia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Irritability 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Somnolence 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Tremor 1 (3.3 ) 1 (3.3 ) 0 0 0 

Serious neurological adverse reactions      
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 3 (10.0) 1 (3.3 ) 0 2 (6.7 ) 0 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183g 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 15 (71.4) 2 (9.5 ) 0 6 (28.6) 7 (33.3) 

  Haemophagocytic lymphohistiocytosis 1 (4.8 ) 0 0 1 (4.8 ) 0 

Cytokine Release Syndrome      

  -Total 12 (57.1) 3 (14.3) 0 2 (9.5 ) 7 (33.3) 

  Cytokine release syndrome 12 (57.1) 3 (14.3) 0 2 (9.5 ) 7 (33.3) 

  Febrile neutropenia 1 (4.8 ) 1 (4.8 ) 0 0 0 

  Thrombocytopenia 1 (4.8 ) 0 0 1 (4.8 ) 0 

Hematological disorders including cytopenias      

  -Total 2 (9.5 ) 1 (4.8 ) 0 1 (4.8 ) 0 

  Cellulitis 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Central nervous system infection 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Cerebral fungal infection 1 (4.8 ) 0 0 0 1 (4.8 ) 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Infection 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Influenza 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Periorbital cellulitis 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Sepsis 1 (4.8 ) 0 0 0 1 (4.8 ) 

  Tonsillitis 1 (4.8 ) 0 0 1 (4.8 ) 0 

Infections      

  -Total 6 (28.6) 0 0 4 (19.0) 2 (9.5 ) 

  Pneumonia 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Agitation 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Confusional state 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Depressed level of consciousness 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Disorientation 1 (4.8 ) 0 1 (4.8 ) 0 0 

  Encephalopathy 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Hallucination 1 (4.8 ) 0 1 (4.8 ) 0 0 

Serious neurological adverse reactions      

  -Total 3 (14.3) 0 1 (4.8 ) 2 (9.5 ) 0 

  Seizure 1 (4.8 ) 0 0 1 (4.8 ) 0 

  Tumour lysis syndrome 1 (4.8 ) 0 0 0 1 (4.8 ) 

Tumour Lysis Syndrome      
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 1 (4.8 ) 0 0 0 1 (4.8 ) 

 

 
- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 183g 

Serious adverse events of special interest (SAESI) post CTL019 infusion based on identified risks, regardless of study drug 

relationship, by group term, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one event 5 (41.7) 0 1 (8.3 ) 1 (8.3 ) 3 (25.0) 

Cytokine Release Syndrome      

  -Total 2 (16.7) 0 0 0 2 (16.7) 

  Cytokine release syndrome 2 (16.7) 0 0 0 2 (16.7) 

  Herpes zoster 1 (8.3 ) 0 1 (8.3 ) 0 0 

  Pneumonia haemophilus 1 (8.3 ) 0 0 1 (8.3 ) 0 

  Sepsis 1 (8.3 ) 0 0 0 1 (8.3 ) 

Infections      

  -Total 3 (25.0) 0 1 (8.3 ) 1 (8.3 ) 1 (8.3 ) 

  Encephalopathy 1 (8.3 ) 0 0 0 1 (8.3 ) 

Serious neurological adverse reactions      

  -Total 1 (8.3 ) 0 0 0 1 (8.3 ) 
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- A patient with multiple adverse events within a group term is counted only once in 

the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the All 

patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 184a 

Serious adverse events of special interest (SAESI) before study treatment based on identified risks, by group term, 

preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: <10 years 
 

 
All patients 

N=37 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 16 (43.2) 0 2 (5.4 ) 10 (27.0) 4 (10.8) 

Cytokine Release Syndrome      

  -Total 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Haemophagocytic lymphohistiocytosis 1 (2.7 ) 0 0 1 (2.7 ) 0 

Hematological disorders including cytopenias      

  -Total 7 (18.9) 0 0 5 (13.5) 2 (5.4 ) 

  Febrile neutropenia 5 (13.5) 0 0 5 (13.5) 0 

  Neutropenia 3 (8.1 ) 0 0 1 (2.7 ) 2 (5.4 ) 

Infections      

  -Total 9 (24.3) 0 2 (5.4 ) 4 (10.8) 3 (8.1 ) 

  Pneumonia 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 0 0 

  Anal fistula infection 1 (2.7 ) 0 1 (2.7 ) 0 0 
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Age: <10 years 
 

 
All patients 

N=37 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

  Bronchopulmonary aspergillosis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Cellulitis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Central nervous system infection 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Clostridium difficile infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Escherichia bacteraemia 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Parvovirus b19 infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Pneumonia fungal 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Rotavirus infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Sepsis 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Staphylococcal infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Urinary tract infection viral 1 (2.7 ) 1 (2.7 ) 0 0 0 

Serious neurological adverse reactions      

  -Total 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Seizure 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.7 ) 0 0 1 (2.7 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 184a 

Serious adverse events of special interest (SAESI) before study treatment based on identified risks, by group term, 

preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 
 

 
All patients 

N=19 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 11 (57.9) 0 2 (10.5) 6 (31.6) 3 (15.8) 

Hematological disorders including cytopenias      

  -Total 4 (21.1) 0 1 (5.3 ) 3 (15.8) 0 

  Febrile neutropenia 3 (15.8) 0 1 (5.3 ) 2 (10.5) 0 

  Neutropenic infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

Infections      

  -Total 7 (36.8) 0 1 (5.3 ) 3 (15.8) 3 (15.8) 

  Septic shock 2 (10.5) 0 0 0 2 (10.5) 

  Bronchopulmonary aspergillosis 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Device related infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Herpes zoster 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Neutropenic infection 1 (5.3 ) 0 0 1 (5.3 ) 0 
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Age: >=10 years to <18 years 
 

 
All patients 

N=19 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Periorbital cellulitis 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Sepsis 1 (5.3 ) 0 0 0 1 (5.3 ) 

  Varicella 1 (5.3 ) 0 0 1 (5.3 ) 0 

Serious neurological adverse reactions      

  -Total 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Abnormal behaviour 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Confusional state 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Depressed level of consciousness 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Encephalopathy 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Lethargy 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Muscular weakness 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Speech disorder 1 (5.3 ) 0 1 (5.3 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 
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All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 184a 

Serious adverse events of special interest (SAESI) before study treatment based on identified risks, by group term, 

preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: >=18 years 
 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 9 (50.0) 0 0 7 (38.9) 2 (11.1) 

Cytokine Release Syndrome      

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Haemophagocytic lymphohistiocytosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

Hematological disorders including cytopenias      

  -Total 6 (33.3) 0 0 5 (27.8) 1 (5.6 ) 

  Febrile neutropenia 4 (22.2) 0 0 3 (16.7) 1 (5.6 ) 

  Neutropenic infection 2 (11.1) 0 0 2 (11.1) 0 

Infections      

  -Total 6 (33.3) 0 0 4 (22.2) 2 (11.1) 

  Pneumonia 3 (16.7) 0 0 2 (11.1) 1 (5.6 ) 
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Age: >=18 years 
 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Neutropenic infection 2 (11.1) 0 0 2 (11.1) 0 

  Cellulitis orbital 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Listeria sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Sepsis 1 (5.6 ) 0 0 1 (5.6 ) 0 

Serious neurological adverse reactions      

  -Total 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Partial seizures 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Seizure 1 (5.6 ) 0 0 1 (5.6 ) 0 

Tumour Lysis Syndrome      

      

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Tumour lysis syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 
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All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 184b 

Serious adverse events of special interest (SAESI) before study treatment based on identified risks, by group term, preferred 

term, maximum CTC grade and Gender 

Enrolled set 

 

Gender: Male 
 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 19 (43.2) 0 2 (4.5 ) 13 (29.5) 4 (9.1 ) 

Cytokine Release Syndrome      

  -Total 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Haemophagocytic lymphohistiocytosis 1 (2.3 ) 0 0 1 (2.3 ) 0 

Hematological disorders including cytopenias      

  -Total 12 (27.3) 0 1 (2.3 ) 9 (20.5) 2 (4.5 ) 

  Febrile neutropenia 8 (18.2) 0 1 (2.3 ) 6 (13.6) 1 (2.3 ) 

  Neutropenia 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

  Neutropenic infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

Infections      

  -Total 9 (20.5) 0 1 (2.3 ) 4 (9.1 ) 4 (9.1 ) 

  Pneumonia 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 
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Gender: Male 
 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

  Neutropenic infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Anal fistula infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Escherichia bacteraemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Listeria sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Periorbital cellulitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Septic shock 1 (2.3 ) 0 0 0 1 (2.3 ) 

Serious neurological adverse reactions      

  -Total 4 (9.1 ) 1 (2.3 ) 0 3 (6.8 ) 0 

  Seizure 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Abnormal behaviour 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Confusional state 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Depressed level of consciousness 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Encephalopathy 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Lethargy 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Muscular weakness 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Partial seizures 1 (2.3 ) 1 (2.3 ) 0 0 0 
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Gender: Male 
 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

  Posterior reversible encephalopathy 
syndrome 

1 (2.3 ) 0 0 1 (2.3 ) 0 

  Speech disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

Tumour Lysis Syndrome      

  -Total 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Tumour lysis syndrome 1 (2.3 ) 0 0 1 (2.3 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 184b 

Serious adverse events of special interest (SAESI) before study treatment based on identified risks, by group term, preferred 

term, maximum CTC grade and Gender 

Enrolled set 

 

Gender: Female 
 

 
All patients 

N=30 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 17 (56.7) 0 2 (6.7 ) 10 (33.3) 5 (16.7) 

Cytokine Release Syndrome      

  -Total 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Haemophagocytic lymphohistiocytosis 1 (3.3 ) 0 0 1 (3.3 ) 0 

Hematological disorders including cytopenias      

  -Total 5 (16.7) 0 0 4 (13.3) 1 (3.3 ) 

  Febrile neutropenia 4 (13.3) 0 0 4 (13.3) 0 

  Neutropenia 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Neutropenic infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

Infections      

  -Total 13 (43.3) 0 2 (6.7 ) 7 (23.3) 4 (13.3) 

  Bronchopulmonary aspergillosis 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 
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Gender: Female 
 

 
All patients 

N=30 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

  Pneumonia 2 (6.7 ) 1 (3.3 ) 0 0 1 (3.3 ) 

  Sepsis 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

  Cellulitis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Cellulitis orbital 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Central nervous system infection 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Clostridium difficile infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Device related infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Herpes zoster 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Neutropenic infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Parvovirus b19 infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pneumonia fungal 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Rotavirus infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Septic shock 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Staphylococcal infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Urinary tract infection viral 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Varicella 1 (3.3 ) 0 0 1 (3.3 ) 0 

Serious neurological adverse reactions      
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Gender: Female 
 

 
All patients 

N=30 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

  -Total 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Seizure 1 (3.3 ) 0 0 1 (3.3 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t184_gd_b2001x.sas@@/main/5 25JUN21:18:03                                        Final 

 



  

  

6422 

Tabl e 184c  => Serious adverse events of special  interest ( SAESI) before study treatment based on identifi ed risks, by group ter m, preferr ed ter m, maxi mum CTC  grade and Response status at s tudy entr y ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                    
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 184c 

Serious adverse events of special interest (SAESI) before study treatment based on identified risks, by group term, preferred 

term, maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 
 

 
All patients 

N=1 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 1 (100) 0 0 1 (100) 0 

Hematological disorders including cytopenias      

  -Total 1 (100) 0 0 1 (100) 0 

  Febrile neutropenia 1 (100) 0 0 1 (100) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 184c 

Serious adverse events of special interest (SAESI) before study treatment based on identified risks, by group term, preferred 

term, maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 
 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 35 (47.9) 0 4 (5.5 ) 22 (30.1) 9 (12.3) 

Cytokine Release Syndrome      

      

  -Total 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Haemophagocytic lymphohistiocytosis 2 (2.7 ) 0 0 2 (2.7 ) 0 

Hematological disorders including cytopenias      

  -Total 16 (21.9) 0 1 (1.4 ) 12 (16.4) 3 (4.1 ) 

  Febrile neutropenia 11 (15.1) 0 1 (1.4 ) 9 (12.3) 1 (1.4 ) 

  Neutropenia 3 (4.1 ) 0 0 1 (1.4 ) 2 (2.7 ) 

  Neutropenic infection 3 (4.1 ) 0 0 3 (4.1 ) 0 

Infections      
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Response status at study entry: Relapsed disease 
 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 22 (30.1) 0 3 (4.1 ) 11 (15.1) 8 (11.0) 

  Pneumonia 5 (6.8 ) 1 (1.4 ) 1 (1.4 ) 2 (2.7 ) 1 (1.4 ) 

  Neutropenic infection 3 (4.1 ) 0 0 3 (4.1 ) 0 

  Sepsis 3 (4.1 ) 0 0 1 (1.4 ) 2 (2.7 ) 

  Bronchopulmonary aspergillosis 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Septic shock 2 (2.7 ) 0 0 0 2 (2.7 ) 

  Anal fistula infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Cellulitis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Cellulitis orbital 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Central nervous system infection 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Clostridium difficile infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Device related infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Escherichia bacteraemia 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Herpes zoster 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Listeria sepsis 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Parvovirus b19 infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Periorbital cellulitis 1 (1.4 ) 0 0 1 (1.4 ) 0 
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Response status at study entry: Relapsed disease 
 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia fungal 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Rotavirus infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Staphylococcal infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Urinary tract infection viral 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Varicella 1 (1.4 ) 0 0 1 (1.4 ) 0 

Serious neurological adverse reactions      

      

  -Total 5 (6.8 ) 1 (1.4 ) 0 4 (5.5 ) 0 

  Seizure 3 (4.1 ) 0 1 (1.4 ) 2 (2.7 ) 0 

  Abnormal behaviour 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Confusional state 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Depressed level of consciousness 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Encephalopathy 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Lethargy 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Muscular weakness 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Partial seizures 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (1.4 ) 0 0 1 (1.4 ) 0 
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Response status at study entry: Relapsed disease 
 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Speech disorder 1 (1.4 ) 0 1 (1.4 ) 0 0 

Tumour Lysis Syndrome      

      

  -Total 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Tumour lysis syndrome 1 (1.4 ) 0 0 1 (1.4 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 184d 

Serious adverse events of special interest (SAESI) before study treatment based on identified risks, by group term, preferred 

term, maximum CTC grade and Region 

Enrolled set 

 

Region: Europe 
 

 
All patients 

N=53 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 24 (45.3) 0 3 (5.7 ) 15 (28.3) 6 (11.3) 

Cytokine Release Syndrome      

  -Total 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Haemophagocytic lymphohistiocytosis 1 (1.9 ) 0 0 1 (1.9 ) 0 

Hematological disorders including cytopenias      

  -Total 10 (18.9) 0 0 10 (18.9) 0 

  Febrile neutropenia 7 (13.2) 0 0 7 (13.2) 0 

  Neutropenic infection 3 (5.7 ) 0 0 3 (5.7 ) 0 

Infections      

  -Total 17 (32.1) 0 3 (5.7 ) 8 (15.1) 6 (11.3) 

  Neutropenic infection 3 (5.7 ) 0 0 3 (5.7 ) 0 

  Sepsis 3 (5.7 ) 0 0 1 (1.9 ) 2 (3.8 ) 
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Region: Europe 
 

 
All patients 

N=53 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

  Bronchopulmonary aspergillosis 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Pneumonia 2 (3.8 ) 0 1 (1.9 ) 0 1 (1.9 ) 

  Septic shock 2 (3.8 ) 0 0 0 2 (3.8 ) 

  Cellulitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Cellulitis orbital 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Central nervous system infection 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Clostridium difficile infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Device related infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Herpes zoster 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Parvovirus b19 infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Rotavirus infection 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Urinary tract infection viral 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Varicella 1 (1.9 ) 0 0 1 (1.9 ) 0 

Serious neurological adverse reactions      

  -Total 3 (5.7 ) 0 0 3 (5.7 ) 0 

  Seizure 3 (5.7 ) 0 1 (1.9 ) 2 (3.8 ) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (1.9 ) 0 0 1 (1.9 ) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 184d 

Serious adverse events of special interest (SAESI) before study treatment based on identified risks, by group term, preferred 

term, maximum CTC grade and Region 

Enrolled set 

 

Region: US 
 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 12 (66.7) 0 1 (5.6 ) 8 (44.4) 3 (16.7) 

Cytokine Release Syndrome      

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Haemophagocytic lymphohistiocytosis 1 (5.6 ) 0 0 1 (5.6 ) 0 

Hematological disorders including cytopenias      

  -Total 7 (38.9) 0 1 (5.6 ) 3 (16.7) 3 (16.7) 

  Febrile neutropenia 5 (27.8) 0 1 (5.6 ) 3 (16.7) 1 (5.6 ) 

  Neutropenia 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

Infections      

  -Total 5 (27.8) 0 0 3 (16.7) 2 (11.1) 

  Pneumonia 3 (16.7) 1 (5.6 ) 0 2 (11.1) 0 

  Anal fistula infection 1 (5.6 ) 0 1 (5.6 ) 0 0 
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Region: US 
 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Escherichia bacteraemia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Listeria sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Periorbital cellulitis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pneumonia fungal 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Staphylococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

Serious neurological adverse reactions      

  -Total 2 (11.1) 1 (5.6 ) 0 1 (5.6 ) 0 

  Abnormal behaviour 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Confusional state 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Depressed level of consciousness 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Lethargy 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Muscular weakness 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Partial seizures 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Speech disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

Tumour Lysis Syndrome      
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Region: US 
 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Tumour lysis syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 184d 

Serious adverse events of special interest (SAESI) before study treatment based on identified risks, by group term, preferred 

term, maximum CTC grade and Region 

Enrolled set 

 

Region: Rest of World 
 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

No records met the criteria      

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 184e 

Serious adverse events of special interest (SAESI) before study treatment based on identified risks, by group term, preferred 

term, maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 
 

 
All patients 

N=45 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 21 (46.7) 0 1 (2.2 ) 13 (28.9) 7 (15.6) 

Hematological disorders including cytopenias      

  -Total 8 (17.8) 0 0 6 (13.3) 2 (4.4 ) 

  Febrile neutropenia 5 (11.1) 0 0 4 (8.9 ) 1 (2.2 ) 

  Neutropenia 2 (4.4 ) 0 0 1 (2.2 ) 1 (2.2 ) 

  Neutropenic infection 2 (4.4 ) 0 0 2 (4.4 ) 0 

Infections      

  -Total 16 (35.6) 0 1 (2.2 ) 9 (20.0) 6 (13.3) 

  Pneumonia 4 (8.9 ) 1 (2.2 ) 1 (2.2 ) 2 (4.4 ) 0 

  Sepsis 3 (6.7 ) 0 0 1 (2.2 ) 2 (4.4 ) 

  Bronchopulmonary aspergillosis 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Neutropenic infection 2 (4.4 ) 0 0 2 (4.4 ) 0 
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Prior SCT therapy: Yes 
 

 
All patients 

N=45 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

  Septic shock 2 (4.4 ) 0 0 0 2 (4.4 ) 

  Cellulitis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Central nervous system infection 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Device related infection 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Listeria sepsis 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Periorbital cellulitis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Pneumonia fungal 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Staphylococcal infection 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Varicella 1 (2.2 ) 0 0 1 (2.2 ) 0 

Serious neurological adverse reactions      

  -Total 3 (6.7 ) 1 (2.2 ) 0 2 (4.4 ) 0 

  Abnormal behaviour 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Confusional state 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Depressed level of consciousness 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Encephalopathy 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Lethargy 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Muscular weakness 1 (2.2 ) 0 1 (2.2 ) 0 0 



  

  

6439 

Prior SCT therapy: Yes 
 

 
All patients 

N=45 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

  Partial seizures 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Seizure 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Speech disorder 1 (2.2 ) 0 1 (2.2 ) 0 0 

Tumour Lysis Syndrome      

  -Total 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Tumour lysis syndrome 1 (2.2 ) 0 0 1 (2.2 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t184_gd_b2001x.sas@@/main/5 25JUN21:18:03                                        Final 

 
  



  

  

6440 

 



  

  

6441 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 184e 

Serious adverse events of special interest (SAESI) before study treatment based on identified risks, by group term, preferred 

term, maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 
 

 
All patients 

N=29 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 15 (51.7) 0 3 (10.3) 10 (34.5) 2 (6.9 ) 

Cytokine Release Syndrome      

      

  -Total 2 (6.9 ) 0 0 2 (6.9 ) 0 

  Haemophagocytic lymphohistiocytosis 2 (6.9 ) 0 0 2 (6.9 ) 0 

Hematological disorders including cytopenias      

  -Total 9 (31.0) 0 1 (3.4 ) 7 (24.1) 1 (3.4 ) 

  Febrile neutropenia 7 (24.1) 0 1 (3.4 ) 6 (20.7) 0 

  Neutropenia 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Neutropenic infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

Infections      

  -Total 6 (20.7) 0 2 (6.9 ) 2 (6.9 ) 2 (6.9 ) 
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Prior SCT therapy: No 
 

 
All patients 

N=29 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

  Anal fistula infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cellulitis orbital 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Clostridium difficile infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Escherichia bacteraemia 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Herpes zoster 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Neutropenic infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Parvovirus b19 infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Pneumonia 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Rotavirus infection 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Urinary tract infection viral 1 (3.4 ) 1 (3.4 ) 0 0 0 

Serious neurological adverse reactions      

  -Total 2 (6.9 ) 0 0 2 (6.9 ) 0 

  Seizure 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (3.4 ) 0 0 1 (3.4 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 184f 

Serious adverse events of special interest (SAESI) before study treatment based on identified risks, by group term, preferred 

term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 
 

 
All patients 

N=27 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 10 (37.0) 0 1 (3.7 ) 8 (29.6) 1 (3.7 ) 

Hematological disorders including cytopenias      

  -Total 4 (14.8) 0 0 4 (14.8) 0 

  Febrile neutropenia 3 (11.1) 0 0 3 (11.1) 0 

  Neutropenia 1 (3.7 ) 0 0 1 (3.7 ) 0 

Infections      

  -Total 5 (18.5) 0 1 (3.7 ) 3 (11.1) 1 (3.7 ) 

  Pneumonia 2 (7.4 ) 0 1 (3.7 ) 1 (3.7 ) 0 

  Sepsis 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Device related infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

Serious neurological adverse reactions      

  -Total 1 (3.7 ) 0 0 1 (3.7 ) 0 
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Baseline bone marrow tumor burden: Low 
 

 
All patients 

N=27 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Abnormal behaviour 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Confusional state 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Depressed level of consciousness 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Encephalopathy 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Lethargy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Muscular weakness 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Speech disorder 1 (3.7 ) 0 1 (3.7 ) 0 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 184f 

Serious adverse events of special interest (SAESI) before study treatment based on identified risks, by group term, preferred 

term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 
 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 25 (56.8) 0 3 (6.8 ) 14 (31.8) 8 (18.2) 

Cytokine Release Syndrome      

      

  -Total 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Haemophagocytic lymphohistiocytosis 2 (4.5 ) 0 0 2 (4.5 ) 0 

Hematological disorders including cytopenias      

  -Total 13 (29.5) 0 1 (2.3 ) 9 (20.5) 3 (6.8 ) 

  Febrile neutropenia 9 (20.5) 0 1 (2.3 ) 7 (15.9) 1 (2.3 ) 

  Neutropenic infection 3 (6.8 ) 0 0 3 (6.8 ) 0 

  Neutropenia 2 (4.5 ) 0 0 0 2 (4.5 ) 

Infections      

  -Total 16 (36.4) 0 2 (4.5 ) 7 (15.9) 7 (15.9) 
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Baseline bone marrow tumor burden: High 
 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

  Neutropenic infection 3 (6.8 ) 0 0 3 (6.8 ) 0 

  Bronchopulmonary aspergillosis 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Pneumonia 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

  Septic shock 2 (4.5 ) 0 0 0 2 (4.5 ) 

  Anal fistula infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Cellulitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Cellulitis orbital 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Central nervous system infection 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Clostridium difficile infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Escherichia bacteraemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Herpes zoster 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Listeria sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Parvovirus b19 infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Periorbital cellulitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Rotavirus infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Urinary tract infection viral 1 (2.3 ) 1 (2.3 ) 0 0 0 
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Baseline bone marrow tumor burden: High 
 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

  Varicella 1 (2.3 ) 0 0 1 (2.3 ) 0 

Serious neurological adverse reactions      

  -Total 4 (9.1 ) 1 (2.3 ) 0 3 (6.8 ) 0 

  Seizure 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Partial seizures 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.3 ) 0 0 1 (2.3 ) 0 

Tumour Lysis Syndrome      

      

  -Total 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Tumour lysis syndrome 1 (2.3 ) 0 0 1 (2.3 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 184f 

Serious adverse events of special interest (SAESI) before study treatment based on identified risks, by group term, preferred 

term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 
 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 1 (33.3) 0 0 1 (33.3) 0 

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Pneumonia 1 (33.3) 1 (33.3) 0 0 0 

  Pneumonia fungal 1 (33.3) 0 0 1 (33.3) 0 

  Staphylococcal infection 1 (33.3) 0 0 1 (33.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 184g 

Serious adverse events of special interest (SAESI) before study treatment based on identified risks, by group term, preferred 

term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 
 

 
All patients 

N=7 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 3 (42.9) 0 0 2 (28.6) 1 (14.3) 

Cytokine Release Syndrome      

  -Total 1 (14.3) 0 0 1 (14.3) 0 

  Haemophagocytic lymphohistiocytosis 1 (14.3) 0 0 1 (14.3) 0 

Hematological disorders including cytopenias      

  -Total 1 (14.3) 0 0 1 (14.3) 0 

  Febrile neutropenia 1 (14.3) 0 0 1 (14.3) 0 

Infections      

  -Total 1 (14.3) 0 0 0 1 (14.3) 

  Central nervous system infection 1 (14.3) 0 0 0 1 (14.3) 

Serious neurological adverse reactions      

  -Total 1 (14.3) 0 0 1 (14.3) 0 
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Number of previous relapses: 0 
 

 
All patients 

N=7 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Seizure 1 (14.3) 0 0 1 (14.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 184g 

Serious adverse events of special interest (SAESI) before study treatment based on identified risks, by group term, preferred 

term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 
 

 
All patients 

N=32 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 16 (50.0) 0 1 (3.1 ) 12 (37.5) 3 (9.4 ) 

Cytokine Release Syndrome      

  -Total 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Haemophagocytic lymphohistiocytosis 1 (3.1 ) 0 0 1 (3.1 ) 0 

Hematological disorders including cytopenias      

  -Total 6 (18.8) 0 0 6 (18.8) 0 

  Febrile neutropenia 4 (12.5) 0 0 4 (12.5) 0 

  Neutropenia 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Neutropenic infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

Infections      

  -Total 10 (31.3) 0 1 (3.1 ) 6 (18.8) 3 (9.4 ) 

  Sepsis 2 (6.3 ) 0 0 1 (3.1 ) 1 (3.1 ) 
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Number of previous relapses: 1 
 

 
All patients 

N=32 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

  Bronchopulmonary aspergillosis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Cellulitis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Cellulitis orbital 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Clostridium difficile infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Device related infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Neutropenic infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Parvovirus b19 infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Periorbital cellulitis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Pneumonia 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Rotavirus infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Septic shock 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Urinary tract infection viral 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Varicella 1 (3.1 ) 0 0 1 (3.1 ) 0 

Serious neurological adverse reactions      

  -Total 2 (6.3 ) 0 0 2 (6.3 ) 0 

  Seizure 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Posterior reversible encephalopathy 
syndrome 

1 (3.1 ) 0 0 1 (3.1 ) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 184g 

Serious adverse events of special interest (SAESI) before study treatment based on identified risks, by group term, preferred 

term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 
 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 13 (59.1) 0 2 (9.1 ) 7 (31.8) 4 (18.2) 

Hematological disorders including cytopenias      

  -Total 7 (31.8) 0 0 4 (18.2) 3 (13.6) 

  Febrile neutropenia 4 (18.2) 0 0 3 (13.6) 1 (4.5 ) 

  Neutropenia 2 (9.1 ) 0 0 0 2 (9.1 ) 

  Neutropenic infection 2 (9.1 ) 0 0 2 (9.1 ) 0 

Infections      

  -Total 9 (40.9) 0 2 (9.1 ) 4 (18.2) 3 (13.6) 

  Pneumonia 3 (13.6) 1 (4.5 ) 1 (4.5 ) 1 (4.5 ) 0 

  Neutropenic infection 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Anal fistula infection 1 (4.5 ) 0 1 (4.5 ) 0 0 
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Number of previous relapses: 2 
 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Bronchopulmonary aspergillosis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Escherichia bacteraemia 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Herpes zoster 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Listeria sepsis 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Pneumonia fungal 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Septic shock 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Staphylococcal infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

Serious neurological adverse reactions      

  -Total 2 (9.1 ) 1 (4.5 ) 0 1 (4.5 ) 0 

  Abnormal behaviour 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Confusional state 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Depressed level of consciousness 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Encephalopathy 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Lethargy 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Muscular weakness 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Partial seizures 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Speech disorder 1 (4.5 ) 0 1 (4.5 ) 0 0 
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Number of previous relapses: 2 
 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Tumour Lysis Syndrome      

      

  -Total 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Tumour lysis syndrome 1 (4.5 ) 0 0 1 (4.5 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 184g 

Serious adverse events of special interest (SAESI) before study treatment based on identified risks, by group term, preferred 

term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 
 

 
All patients 

N=13 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 4 (30.8) 0 1 (7.7 ) 2 (15.4) 1 (7.7 ) 

Hematological disorders including cytopenias      

  -Total 3 (23.1) 0 1 (7.7 ) 2 (15.4) 0 

  Febrile neutropenia 3 (23.1) 0 1 (7.7 ) 2 (15.4) 0 

Infections      

  -Total 2 (15.4) 0 0 1 (7.7 ) 1 (7.7 ) 

  Pneumonia 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Sepsis 1 (7.7 ) 0 0 0 1 (7.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, are summarized. 
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- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 185a 

Serious adverse events of special interest (SAESI) during the lymphodepleting period based on identified risks, 

regardless of relationship to lymphodepleting chemotherapy, by group term, preferred term, 

maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: <10 years 

 
All patients 

N=33 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 6 (18.2) 0 1 (3.0 ) 4 (12.1) 1 (3.0 ) 

Cytokine Release Syndrome      

  -Total 1 (3.0 ) 0 1 (3.0 ) 0 0 

  Haemophagocytic lymphohistiocytosis 1 (3.0 ) 0 1 (3.0 ) 0 0 

Hematological disorders including cytopenias      

  -Total 1 (3.0 ) 0 0 0 1 (3.0 ) 

  Neutropenia 1 (3.0 ) 0 0 0 1 (3.0 ) 

Infections      

  -Total 4 (12.1) 0 0 4 (12.1) 0 

  Bacteraemia 2 (6.1 ) 0 0 2 (6.1 ) 0 

  Device related infection 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Enterococcal bacteraemia 1 (3.0 ) 0 0 1 (3.0 ) 0 
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Age: <10 years 

 
All patients 

N=33 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Staphylococcal bacteraemia 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Streptococcal bacteraemia 1 (3.0 ) 0 0 1 (3.0 ) 0 

  Tooth abscess 1 (3.0 ) 0 0 1 (3.0 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion (for patients who were infused) are 
summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 185a 

Serious adverse events of special interest (SAESI) during the lymphodepleting period based on identified risks, 

regardless of relationship to lymphodepleting chemotherapy, by group term, preferred term, 

maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=10 years to <18 years 

 
All patients 

N=16 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 1 (6.3 ) 0 0 1 (6.3 ) 0 

Hematological disorders including cytopenias      

  -Total 1 (6.3 ) 0 0 1 (6.3 ) 0 

  Febrile neutropenia 1 (6.3 ) 0 0 1 (6.3 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion (for patients who were infused) are 
summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 185a 

Serious adverse events of special interest (SAESI) during the lymphodepleting period based on identified risks, 

regardless of relationship to lymphodepleting chemotherapy, by group term, preferred term, 

maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=18 years 

 
All patients 

N=14 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

No records met the criteria      

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion (for patients who were infused) are 
summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 185b 

Serious adverse events of special interest (SAESI) during the lymphodepleting period based on identified risks, 

regardless of relationship to lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Male 

 
All patients 

N=36 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 3 (8.3 ) 0 1 (2.8 ) 2 (5.6 ) 0 

Cytokine Release Syndrome      

  -Total 1 (2.8 ) 0 1 (2.8 ) 0 0 

  Haemophagocytic lymphohistiocytosis 1 (2.8 ) 0 1 (2.8 ) 0 0 

Infections      

  -Total 2 (5.6 ) 0 0 2 (5.6 ) 0 

  Bacteraemia 1 (2.8 ) 0 0 1 (2.8 ) 0 

  Device related infection 1 (2.8 ) 0 0 1 (2.8 ) 0 

  Enterococcal bacteraemia 1 (2.8 ) 0 0 1 (2.8 ) 0 

  Staphylococcal bacteraemia 1 (2.8 ) 0 0 1 (2.8 ) 0 

  Streptococcal bacteraemia 1 (2.8 ) 0 0 1 (2.8 ) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion (for patients who were infused) are 
summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 185b 

Serious adverse events of special interest (SAESI) during the lymphodepleting period based on identified risks, 

regardless of relationship to lymphodepleting chemotherapy, by group term, preferred term, maximum CTC grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Female 

 
All patients 

N=27 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 4 (14.8) 0 0 3 (11.1) 1 (3.7 ) 

Hematological disorders including cytopenias      

  -Total 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Febrile neutropenia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Neutropenia 1 (3.7 ) 0 0 0 1 (3.7 ) 

Infections      

  -Total 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Bacteraemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Tooth abscess 1 (3.7 ) 0 0 1 (3.7 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion (for patients who were infused) are 
summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 185c 

Serious adverse events of special interest (SAESI) during the lymphodepleting period based on identified risks, 

regardless of relationship to lymphodepleting chemotherapy, by group term, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Primary refractory 

 
All patients 

N=0 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

No records met the criteria      

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion (for patients who were infused) are 
summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t185_gd_b2001x.sas@@/main/2 25JUN21:18:07                                        Final 

 
  



  

  

6476 

 



  

  

6477 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 185c 

Serious adverse events of special interest (SAESI) during the lymphodepleting period based on identified risks, 

regardless of relationship to lymphodepleting chemotherapy, by group term, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one AE 7 (11.1) 0 1 (1.6 ) 5 (7.9 ) 1 (1.6 ) 

Cytokine Release Syndrome      

  -Total 1 (1.6 ) 0 1 (1.6 ) 0 0 

  Haemophagocytic lymphohistiocytosis 1 (1.6 ) 0 1 (1.6 ) 0 0 

Hematological disorders including cytopenias      

  -Total 2 (3.2 ) 0 0 1 (1.6 ) 1 (1.6 ) 

  Febrile neutropenia 1 (1.6 ) 0 0 1 (1.6 ) 0 

  Neutropenia 1 (1.6 ) 0 0 0 1 (1.6 ) 

Infections      

  -Total 4 (6.3 ) 0 0 4 (6.3 ) 0 

  Bacteraemia 2 (3.2 ) 0 0 2 (3.2 ) 0 

  Device related infection 1 (1.6 ) 0 0 1 (1.6 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Enterococcal bacteraemia 1 (1.6 ) 0 0 1 (1.6 ) 0 

  Staphylococcal bacteraemia 1 (1.6 ) 0 0 1 (1.6 ) 0 

  Streptococcal bacteraemia 1 (1.6 ) 0 0 1 (1.6 ) 0 

  Tooth abscess 1 (1.6 ) 0 0 1 (1.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion (for patients who were infused) are 
summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 185d 

Serious adverse events of special interest (SAESI) during the lymphodepleting period based on identified risks, 

regardless of relationship to lymphodepleting chemotherapy, by group term, preferred term, 

maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Europe 

 
All patients 

N=42 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 4 (9.5 ) 0 0 4 (9.5 ) 0 

Hematological disorders including cytopenias      

  -Total 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Febrile neutropenia 1 (2.4 ) 0 0 1 (2.4 ) 0 

Infections      

  -Total 3 (7.1 ) 0 0 3 (7.1 ) 0 

  Bacteraemia 2 (4.8 ) 0 0 2 (4.8 ) 0 

  Enterococcal bacteraemia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Staphylococcal bacteraemia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Streptococcal bacteraemia 1 (2.4 ) 0 0 1 (2.4 ) 0 

  Tooth abscess 1 (2.4 ) 0 0 1 (2.4 ) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion (for patients who were infused) are 
summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 185d 

Serious adverse events of special interest (SAESI) during the lymphodepleting period based on identified risks, 

regardless of relationship to lymphodepleting chemotherapy, by group term, preferred term, 

maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 3 (16.7) 0 1 (5.6 ) 1 (5.6 ) 1 (5.6 ) 

Cytokine Release Syndrome      

  -Total 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Haemophagocytic lymphohistiocytosis 1 (5.6 ) 0 1 (5.6 ) 0 0 

Hematological disorders including cytopenias      

  -Total 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Neutropenia 1 (5.6 ) 0 0 0 1 (5.6 ) 

Infections      

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Device related infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion (for patients who were infused) are 
summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 185d 

Serious adverse events of special interest (SAESI) during the lymphodepleting period based on identified risks, 

regardless of relationship to lymphodepleting chemotherapy, by group term, preferred term, 

maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Rest of World 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

No records met the criteria      

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion (for patients who were infused) are 
summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 185e 

Serious adverse events of special interest (SAESI) during the lymphodepleting period based on identified risks, 

regardless of relationship to lymphodepleting chemotherapy, by group term, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: Yes 

 
All patients 

N=39 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 3 (7.7 ) 0 1 (2.6 ) 2 (5.1 ) 0 

Cytokine Release Syndrome      

  -Total 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Haemophagocytic lymphohistiocytosis 1 (2.6 ) 0 1 (2.6 ) 0 0 

Hematological disorders including cytopenias      

  -Total 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Febrile neutropenia 1 (2.6 ) 0 0 1 (2.6 ) 0 

Infections      

  -Total 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Tooth abscess 1 (2.6 ) 0 0 1 (2.6 ) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion (for patients who were infused) are 
summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 185e 

Serious adverse events of special interest (SAESI) during the lymphodepleting period based on identified risks, 

regardless of relationship to lymphodepleting chemotherapy, by group term, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: No 

 
All patients 

N=24 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 4 (16.7) 0 0 3 (12.5) 1 (4.2 ) 

Hematological disorders including cytopenias      

  -Total 1 (4.2 ) 0 0 0 1 (4.2 ) 

  Neutropenia 1 (4.2 ) 0 0 0 1 (4.2 ) 

Infections      

  -Total 3 (12.5) 0 0 3 (12.5) 0 

  Bacteraemia 2 (8.3 ) 0 0 2 (8.3 ) 0 

  Device related infection 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Enterococcal bacteraemia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Staphylococcal bacteraemia 1 (4.2 ) 0 0 1 (4.2 ) 0 

  Streptococcal bacteraemia 1 (4.2 ) 0 0 1 (4.2 ) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion (for patients who were infused) are 
summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 185f 

Serious adverse events of special interest (SAESI) during the lymphodepleting period based on identified risks, 

regardless of relationship to lymphodepleting chemotherapy, by group term, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 3 (13.6) 0 0 3 (13.6) 0 

Hematological disorders including cytopenias      

  -Total 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Febrile neutropenia 1 (4.5 ) 0 0 1 (4.5 ) 0 

Infections      

  -Total 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Staphylococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Streptococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Tooth abscess 1 (4.5 ) 0 0 1 (4.5 ) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion (for patients who were infused) are 
summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 185f 

Serious adverse events of special interest (SAESI) during the lymphodepleting period based on identified risks, 

regardless of relationship to lymphodepleting chemotherapy, by group term, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 4 (10.5) 0 1 (2.6 ) 2 (5.3 ) 1 (2.6 ) 

Cytokine Release Syndrome      

  -Total 1 (2.6 ) 0 1 (2.6 ) 0 0 

  Haemophagocytic lymphohistiocytosis 1 (2.6 ) 0 1 (2.6 ) 0 0 

Hematological disorders including cytopenias      

  -Total 1 (2.6 ) 0 0 0 1 (2.6 ) 

  Neutropenia 1 (2.6 ) 0 0 0 1 (2.6 ) 

Infections      

  -Total 2 (5.3 ) 0 0 2 (5.3 ) 0 

  Bacteraemia 1 (2.6 ) 0 0 1 (2.6 ) 0 

  Device related infection 1 (2.6 ) 0 0 1 (2.6 ) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion (for patients who were infused) are 
summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 185f 

Serious adverse events of special interest (SAESI) during the lymphodepleting period based on identified risks, 

regardless of relationship to lymphodepleting chemotherapy, by group term, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

No records met the criteria      

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion (for patients who were infused) are 
summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 185g 

Serious adverse events of special interest (SAESI) during the lymphodepleting period based on identified risks, 

regardless of relationship to lymphodepleting chemotherapy, by group term, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 0 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 1 (33.3) 0 0 0 1 (33.3) 

Hematological disorders including cytopenias      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Neutropenia 1 (33.3) 0 0 0 1 (33.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion (for patients who were infused) are 
summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 185g 

Serious adverse events of special interest (SAESI) during the lymphodepleting period based on identified risks, 

regardless of relationship to lymphodepleting chemotherapy, by group term, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 1 

 
All patients 

N=28 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 2 (7.1 ) 0 0 2 (7.1 ) 0 

Hematological disorders including cytopenias      

  -Total 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Febrile neutropenia 1 (3.6 ) 0 0 1 (3.6 ) 0 

Infections      

  -Total 1 (3.6 ) 0 0 1 (3.6 ) 0 

  Bacteraemia 1 (3.6 ) 0 0 1 (3.6 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion (for patients who were infused) are 
summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 185g 

Serious adverse events of special interest (SAESI) during the lymphodepleting period based on identified risks, 

regardless of relationship to lymphodepleting chemotherapy, by group term, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 2 

 
All patients 

N=20 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one AE 4 (20.0) 0 1 (5.0 ) 3 (15.0) 0 

Cytokine Release Syndrome      

  -Total 1 (5.0 ) 0 1 (5.0 ) 0 0 

  Haemophagocytic lymphohistiocytosis 1 (5.0 ) 0 1 (5.0 ) 0 0 

Infections      

  -Total 3 (15.0) 0 0 3 (15.0) 0 

  Bacteraemia 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Device related infection 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Enterococcal bacteraemia 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Staphylococcal bacteraemia 1 (5.0 ) 0 0 1 (5.0 ) 0 

  Streptococcal bacteraemia 1 (5.0 ) 0 0 1 (5.0 ) 0 
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Number of previous relapses: 2 

 
All patients 

N=20 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Tooth abscess 1 (5.0 ) 0 0 1 (5.0 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion (for patients who were infused) are 
summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 185g 

Serious adverse events of special interest (SAESI) during the lymphodepleting period based on identified risks, 

regardless of relationship to lymphodepleting chemotherapy, by group term, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: >=3 

 
All patients 

N=12 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

No records met the criteria      

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started after the first day of Lymphodepleting chemotherapy and CTL019 infusion (for patients who were infused) are 
summarized. 

- A patient with multiple adverse events within a group term is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 186a => Seri ous  adverse events of speci al inter est (SAESI) at anyti me during the s tudy based on i dentifi ed risks by group ter m, preferred ter m, maxi mum CTC  grade and Age (Enr olled set ) 
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Table 186a 

Serious adverse events of special interest (SAESI) at anytime during the study based on identified risks by group term, 

preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

28 (75.7) 1 (2.7 ) 2 (5.4 ) 13 (35.1) 12 (32.4) 

Cytokine Release Syndrome      

  -Total 16 (43.2) 3 (8.1 ) 2 (5.4 ) 3 (8.1 ) 8 (21.6) 

  Cytokine release syndrome 15 (40.5) 4 (10.8) 1 (2.7 ) 2 (5.4 ) 8 (21.6) 

  Haemophagocytic 
lymphohistiocytosis 

2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 9 (24.3) 1 (2.7 ) 0 5 (13.5) 3 (8.1 ) 

  Febrile neutropenia 6 (16.2) 1 (2.7 ) 0 5 (13.5) 0 

  Neutropenia 4 (10.8) 0 0 1 (2.7 ) 3 (8.1 ) 

Infections      
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Age: <10 years 

 
All patients 

N=37 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 16 (43.2) 0 2 (5.4 ) 11 (29.7) 3 (8.1 ) 

  Pneumonia 3 (8.1 ) 1 (2.7 ) 1 (2.7 ) 1 (2.7 ) 0 

  Bacteraemia 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Cellulitis 2 (5.4 ) 0 1 (2.7 ) 1 (2.7 ) 0 

  Device related infection 2 (5.4 ) 0 0 2 (5.4 ) 0 

  Sepsis 2 (5.4 ) 0 0 0 2 (5.4 ) 

  Alternaria infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Anal fistula infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Aspergillus infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Bacterial infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Bronchopulmonary aspergillosis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Candida infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Central nervous system infection 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Clostridium difficile infection 1 (2.7 ) 0 1 (2.7 ) 0 0 

  Enterococcal bacteraemia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Enterococcal infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Escherichia bacteraemia 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Herpes zoster 1 (2.7 ) 0 1 (2.7 ) 0 0 
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Age: <10 years 

 
All patients 

N=37 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Meningitis aseptic 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Parvovirus b19 infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Periorbital cellulitis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Pneumonia fungal 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Rotavirus infection 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Sinusitis 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Staphylococcal bacteraemia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Staphylococcal infection 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Streptococcal bacteraemia 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Tooth abscess 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Urinary tract infection viral 1 (2.7 ) 1 (2.7 ) 0 0 0 

Serious neurological adverse reactions      

  -Total 7 (18.9) 1 (2.7 ) 1 (2.7 ) 5 (13.5) 0 

  Seizure 4 (10.8) 0 1 (2.7 ) 3 (8.1 ) 0 

  Agitation 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Confusional state 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Depressed level of consciousness 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Dysarthria 1 (2.7 ) 0 1 (2.7 ) 0 0 
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Age: <10 years 

 
All patients 

N=37 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Encephalopathy 1 (2.7 ) 0 0 1 (2.7 ) 0 

  Irritability 1 (2.7 ) 1 (2.7 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.7 ) 0 0 1 (2.7 ) 0 

  Tremor 1 (2.7 ) 1 (2.7 ) 0 0 0 

Tumour Lysis Syndrome      

  -Total 1 (2.7 ) 0 0 0 1 (2.7 ) 

  Tumour lysis syndrome 1 (2.7 ) 0 0 0 1 (2.7 ) 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility. 

-A patient with multiple adverse events within a group term is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 186a 

Serious adverse events of special interest (SAESI) at anytime during the study based on identified risks by group term, 

preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

15 (78.9) 0 0 7 (36.8) 8 (42.1) 

Cytokine Release Syndrome      

  -Total 7 (36.8) 0 1 (5.3 ) 3 (15.8) 3 (15.8) 

  Cytokine release syndrome 7 (36.8) 0 1 (5.3 ) 3 (15.8) 3 (15.8) 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.3 ) 0 0 1 (5.3 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 7 (36.8) 0 1 (5.3 ) 5 (26.3) 1 (5.3 ) 

  Febrile neutropenia 5 (26.3) 0 1 (5.3 ) 4 (21.1) 0 

  Anaemia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Bone marrow failure 1 (5.3 ) 0 0 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Neutropenic infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Platelet count decreased 1 (5.3 ) 0 0 0 1 (5.3 ) 

Infections      

  -Total 11 (57.9) 0 1 (5.3 ) 6 (31.6) 4 (21.1) 

  Sepsis 3 (15.8) 0 0 1 (5.3 ) 2 (10.5) 

  Device related infection 2 (10.5) 0 0 2 (10.5) 0 

  Herpes zoster 2 (10.5) 0 2 (10.5) 0 0 

  Septic shock 2 (10.5) 0 0 0 2 (10.5) 

  Bacterial infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Bronchopulmonary aspergillosis 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Neutropenic infection 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Periorbital cellulitis 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Pneumonia 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Varicella 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Viral upper respiratory tract infection 1 (5.3 ) 0 1 (5.3 ) 0 0 

Serious neurological adverse reactions      

  -Total 2 (10.5) 0 1 (5.3 ) 1 (5.3 ) 0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Abnormal behaviour 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Confusional state 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Depressed level of consciousness 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Disorientation 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Encephalopathy 1 (5.3 ) 0 0 1 (5.3 ) 0 

  Hallucination 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Lethargy 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Muscular weakness 1 (5.3 ) 0 1 (5.3 ) 0 0 

  Speech disorder 1 (5.3 ) 0 1 (5.3 ) 0 0 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility. 

-A patient with multiple adverse events within a group term is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 186a 

Serious adverse events of special interest (SAESI) at anytime during the study based on identified risks by group term, 

preferred term, maximum CTC grade and Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

15 (83.3) 1 (5.6 ) 0 9 (50.0) 5 (27.8) 

Cytokine Release Syndrome      

  -Total 6 (33.3) 2 (11.1) 0 2 (11.1) 2 (11.1) 

  Cytokine release syndrome 6 (33.3) 2 (11.1) 0 2 (11.1) 2 (11.1) 

  Haemophagocytic 
lymphohistiocytosis 

1 (5.6 ) 0 0 1 (5.6 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 7 (38.9) 0 0 6 (33.3) 1 (5.6 ) 

  Febrile neutropenia 4 (22.2) 0 0 3 (16.7) 1 (5.6 ) 

  Neutropenic infection 2 (11.1) 0 0 2 (11.1) 0 

  Bone marrow failure 1 (5.6 ) 0 0 1 (5.6 ) 0 
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Age: >=18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Thrombocytopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections      

  -Total 10 (55.6) 0 0 7 (38.9) 3 (16.7) 

  Pneumonia 3 (16.7) 0 0 2 (11.1) 1 (5.6 ) 

  Neutropenic infection 2 (11.1) 0 0 2 (11.1) 0 

  Cellulitis orbital 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Central nervous system infection 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Cerebral fungal infection 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Herpes zoster 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Influenza 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Listeria sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Pneumonia haemophilus 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Respiratory syncytial virus infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Sepsis 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Septic shock 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Tonsillitis 1 (5.6 ) 0 0 1 (5.6 ) 0 
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Age: >=18 years 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Immunoglobulins decreased 1 (5.6 ) 0 0 0 1 (5.6 ) 

Serious neurological adverse reactions      

  -Total 5 (27.8) 1 (5.6 ) 0 3 (16.7) 1 (5.6 ) 

  Dyskinesia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Encephalopathy 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Partial seizures 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Seizure 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Somnolence 1 (5.6 ) 0 0 1 (5.6 ) 0 

Tumour Lysis Syndrome      

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Tumour lysis syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility. 

-A patient with multiple adverse events within a group term is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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-Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 186b 

Serious adverse events of special interest (SAESI) at anytime during the study based on identified risks by group term, 

preferred term, maximum CTC grade and Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

33 (75.0) 1 (2.3 ) 2 (4.5 ) 15 (34.1) 15 (34.1) 

Cytokine Release Syndrome      

  -Total 17 (38.6) 2 (4.5 ) 2 (4.5 ) 4 (9.1 ) 9 (20.5) 

  Cytokine release syndrome 16 (36.4) 2 (4.5 ) 1 (2.3 ) 4 (9.1 ) 9 (20.5) 

  Haemophagocytic 
lymphohistiocytosis 

2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 14 (31.8) 0 1 (2.3 ) 10 (22.7) 3 (6.8 ) 

  Febrile neutropenia 9 (20.5) 0 1 (2.3 ) 7 (15.9) 1 (2.3 ) 

  Neutropenia 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

  Neutropenic infection 2 (4.5 ) 0 0 2 (4.5 ) 0 



  

  

6517 

Gender: Male 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Anaemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Bone marrow failure 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Platelet count decreased 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Thrombocytopenia 1 (2.3 ) 0 0 1 (2.3 ) 0 

Infections      

  -Total 20 (45.5) 0 2 (4.5 ) 12 (27.3) 6 (13.6) 

  Pneumonia 4 (9.1 ) 0 1 (2.3 ) 3 (6.8 ) 0 

  Sepsis 4 (9.1 ) 0 0 1 (2.3 ) 3 (6.8 ) 

  Device related infection 3 (6.8 ) 0 0 3 (6.8 ) 0 

  Herpes zoster 3 (6.8 ) 0 3 (6.8 ) 0 0 

  Infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Neutropenic infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Anal fistula infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Bacterial infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Cellulitis 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Central nervous system infection 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Cerebral fungal infection 1 (2.3 ) 0 0 0 1 (2.3 ) 



  

  

6518 

Gender: Male 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Enterococcal bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Escherichia bacteraemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Influenza 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Listeria sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Periorbital cellulitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Pneumonia haemophilus 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Respiratory syncytial virus infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Septic shock 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Staphylococcal bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Streptococcal bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Tonsillitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Viral upper respiratory tract infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Immunoglobulins decreased 1 (2.3 ) 0 0 0 1 (2.3 ) 

Serious neurological adverse reactions      

  -Total 8 (18.2) 1 (2.3 ) 0 7 (15.9) 0 
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Gender: Male 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Seizure 4 (9.1 ) 0 1 (2.3 ) 3 (6.8 ) 0 

  Confusional state 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Depressed level of consciousness 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Encephalopathy 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Abnormal behaviour 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Agitation 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Dyskinesia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Lethargy 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Muscular weakness 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Partial seizures 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.3 ) 0 0 1 (2.3 ) 0 

  Speech disorder 1 (2.3 ) 0 1 (2.3 ) 0 0 

Tumour Lysis Syndrome      

  -Total 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

  Tumour lysis syndrome 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility. 
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-A patient with multiple adverse events within a group term is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 186b 

Serious adverse events of special interest (SAESI) at anytime during the study based on identified risks by group term, 

preferred term, maximum CTC grade and Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

25 (83.3) 1 (3.3 ) 0 14 (46.7) 10 (33.3) 

Cytokine Release Syndrome      

  -Total 12 (40.0) 3 (10.0) 1 (3.3 ) 4 (13.3) 4 (13.3) 

  Cytokine release syndrome 12 (40.0) 4 (13.3) 1 (3.3 ) 3 (10.0) 4 (13.3) 

  Haemophagocytic 
lymphohistiocytosis 

2 (6.7 ) 0 0 2 (6.7 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 9 (30.0) 1 (3.3 ) 0 6 (20.0) 2 (6.7 ) 

  Febrile neutropenia 6 (20.0) 1 (3.3 ) 0 5 (16.7) 0 

  Neutropenia 2 (6.7 ) 0 0 0 2 (6.7 ) 

  Bone marrow failure 1 (3.3 ) 0 0 1 (3.3 ) 0 
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Gender: Female 

 
All patients 

N=30 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Neutropenic infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

Infections      

  -Total 17 (56.7) 0 1 (3.3 ) 12 (40.0) 4 (13.3) 

  Pneumonia 3 (10.0) 1 (3.3 ) 0 1 (3.3 ) 1 (3.3 ) 

  Bronchopulmonary aspergillosis 2 (6.7 ) 0 1 (3.3 ) 1 (3.3 ) 0 

  Sepsis 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

  Septic shock 2 (6.7 ) 0 0 1 (3.3 ) 1 (3.3 ) 

  Alternaria infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Aspergillus infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Bacteraemia 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Bacterial infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Candida infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Cellulitis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Cellulitis orbital 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Central nervous system infection 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Clostridium difficile infection 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Device related infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Enterococcal infection 1 (3.3 ) 0 0 1 (3.3 ) 0 
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Gender: Female 

 
All patients 

N=30 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Herpes zoster 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Meningitis aseptic 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Neutropenic infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Parvovirus b19 infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Periorbital cellulitis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Pneumonia fungal 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Rotavirus infection 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Sinusitis 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Staphylococcal infection 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Tooth abscess 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Urinary tract infection viral 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Varicella 1 (3.3 ) 0 0 1 (3.3 ) 0 

Serious neurological adverse reactions      

  -Total 6 (20.0) 1 (3.3 ) 2 (6.7 ) 2 (6.7 ) 1 (3.3 ) 

  Disorientation 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Dysarthria 1 (3.3 ) 0 1 (3.3 ) 0 0 

  Encephalopathy 1 (3.3 ) 0 0 0 1 (3.3 ) 

  Hallucination 1 (3.3 ) 0 1 (3.3 ) 0 0 
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Gender: Female 

 
All patients 

N=30 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Irritability 1 (3.3 ) 1 (3.3 ) 0 0 0 

  Seizure 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Somnolence 1 (3.3 ) 0 0 1 (3.3 ) 0 

  Tremor 1 (3.3 ) 1 (3.3 ) 0 0 0 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility. 

-A patient with multiple adverse events within a group term is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 186c 

Serious adverse events of special interest (SAESI) at anytime during the study based on identified risks by group term, 

preferred term, maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 0 1 (100) 0 

Cytokine Release Syndrome      

  -Total 1 (100) 0 0 1 (100) 0 

  Cytokine release syndrome 1 (100) 0 0 1 (100) 0 

Hematological disorders including 
cytopenias 

     

  -Total 1 (100) 0 0 1 (100) 0 

  Febrile neutropenia 1 (100) 0 0 1 (100) 0 

Infections      

  -Total 1 (100) 0 0 1 (100) 0 

  Infection 1 (100) 0 0 1 (100) 0 
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-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility. 

-A patient with multiple adverse events within a group term is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 186c 

Serious adverse events of special interest (SAESI) at anytime during the study based on identified risks by group term, 

preferred term, maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

57 (78.1) 2 (2.7 ) 2 (2.7 ) 28 (38.4) 25 (34.2) 

Cytokine Release Syndrome      

  -Total 28 (38.4) 5 (6.8 ) 3 (4.1 ) 7 (9.6 ) 13 (17.8) 

  Cytokine release syndrome 27 (37.0) 6 (8.2 ) 2 (2.7 ) 6 (8.2 ) 13 (17.8) 

  Haemophagocytic 
lymphohistiocytosis 

4 (5.5 ) 0 1 (1.4 ) 3 (4.1 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 22 (30.1) 1 (1.4 ) 1 (1.4 ) 15 (20.5) 5 (6.8 ) 

  Febrile neutropenia 14 (19.2) 1 (1.4 ) 1 (1.4 ) 11 (15.1) 1 (1.4 ) 

  Neutropenia 4 (5.5 ) 0 0 1 (1.4 ) 3 (4.1 ) 

  Neutropenic infection 3 (4.1 ) 0 0 3 (4.1 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Bone marrow failure 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Anaemia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Platelet count decreased 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Thrombocytopenia 1 (1.4 ) 0 0 1 (1.4 ) 0 

Infections      

  -Total 36 (49.3) 0 3 (4.1 ) 23 (31.5) 10 (13.7) 

  Pneumonia 7 (9.6 ) 1 (1.4 ) 1 (1.4 ) 4 (5.5 ) 1 (1.4 ) 

  Sepsis 6 (8.2 ) 0 0 2 (2.7 ) 4 (5.5 ) 

  Device related infection 4 (5.5 ) 0 0 4 (5.5 ) 0 

  Herpes zoster 4 (5.5 ) 0 4 (5.5 ) 0 0 

  Neutropenic infection 3 (4.1 ) 0 0 3 (4.1 ) 0 

  Septic shock 3 (4.1 ) 0 0 1 (1.4 ) 2 (2.7 ) 

  Bacteraemia 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Bacterial infection 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Bronchopulmonary aspergillosis 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Cellulitis 2 (2.7 ) 0 1 (1.4 ) 1 (1.4 ) 0 

  Central nervous system infection 2 (2.7 ) 0 0 0 2 (2.7 ) 

  Periorbital cellulitis 2 (2.7 ) 0 0 2 (2.7 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Alternaria infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Anal fistula infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Aspergillus infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Candida infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Cellulitis orbital 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Cerebral fungal infection 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Clostridium difficile infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Enterococcal bacteraemia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Enterococcal infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Escherichia bacteraemia 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Influenza 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Listeria sepsis 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Meningitis aseptic 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Parvovirus b19 infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Pneumonia fungal 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Pneumonia haemophilus 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Respiratory syncytial virus infection 1 (1.4 ) 0 0 1 (1.4 ) 0 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Rotavirus infection 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Sinusitis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Staphylococcal bacteraemia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Staphylococcal infection 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Streptococcal bacteraemia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Tonsillitis 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Tooth abscess 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Urinary tract infection viral 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Varicella 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Viral upper respiratory tract infection 1 (1.4 ) 0 1 (1.4 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (1.4 ) 0 0 0 1 (1.4 ) 

  Immunoglobulins decreased 1 (1.4 ) 0 0 0 1 (1.4 ) 

Serious neurological adverse reactions      

  -Total 14 (19.2) 2 (2.7 ) 2 (2.7 ) 9 (12.3) 1 (1.4 ) 

  Seizure 5 (6.8 ) 0 1 (1.4 ) 4 (5.5 ) 0 

  Encephalopathy 3 (4.1 ) 0 0 2 (2.7 ) 1 (1.4 ) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Confusional state 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Depressed level of consciousness 2 (2.7 ) 0 0 2 (2.7 ) 0 

  Abnormal behaviour 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Agitation 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Disorientation 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Dysarthria 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Dyskinesia 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Hallucination 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Irritability 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Lethargy 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Muscular weakness 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Partial seizures 1 (1.4 ) 1 (1.4 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (1.4 ) 0 0 1 (1.4 ) 0 

  Somnolence 1 (1.4 ) 0 0 1 (1.4 ) 0 

  Speech disorder 1 (1.4 ) 0 1 (1.4 ) 0 0 

  Tremor 1 (1.4 ) 1 (1.4 ) 0 0 0 

Tumour Lysis Syndrome      
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  -Total 2 (2.7 ) 0 0 1 (1.4 ) 1 (1.4 ) 

  Tumour lysis syndrome 2 (2.7 ) 0 0 1 (1.4 ) 1 (1.4 ) 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility. 

-A patient with multiple adverse events within a group term is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 186d 

Serious adverse events of special interest (SAESI) at anytime during the study based on identified risks by group term, 

preferred term, maximum CTC grade and Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

41 (77.4) 2 (3.8 ) 1 (1.9 ) 21 (39.6) 17 (32.1) 

Cytokine Release Syndrome      

  -Total 21 (39.6) 3 (5.7 ) 2 (3.8 ) 6 (11.3) 10 (18.9) 

  Cytokine release syndrome 21 (39.6) 3 (5.7 ) 2 (3.8 ) 6 (11.3) 10 (18.9) 

  Haemophagocytic 
lymphohistiocytosis 

2 (3.8 ) 0 0 2 (3.8 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 13 (24.5) 0 0 13 (24.5) 0 

  Febrile neutropenia 8 (15.1) 0 0 8 (15.1) 0 

  Neutropenic infection 3 (5.7 ) 0 0 3 (5.7 ) 0 

  Bone marrow failure 2 (3.8 ) 0 0 2 (3.8 ) 0 
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Region: Europe 

 
All patients 

N=53 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Infections      

  -Total 27 (50.9) 0 3 (5.7 ) 17 (32.1) 7 (13.2) 

  Herpes zoster 4 (7.5 ) 0 4 (7.5 ) 0 0 

  Pneumonia 4 (7.5 ) 0 1 (1.9 ) 2 (3.8 ) 1 (1.9 ) 

  Neutropenic infection 3 (5.7 ) 0 0 3 (5.7 ) 0 

  Sepsis 3 (5.7 ) 0 0 1 (1.9 ) 2 (3.8 ) 

  Septic shock 3 (5.7 ) 0 0 1 (1.9 ) 2 (3.8 ) 

  Bacteraemia 2 (3.8 ) 0 0 2 (3.8 ) 0 

  Bronchopulmonary aspergillosis 2 (3.8 ) 0 1 (1.9 ) 1 (1.9 ) 0 

  Central nervous system infection 2 (3.8 ) 0 0 0 2 (3.8 ) 

  Device related infection 2 (3.8 ) 0 0 2 (3.8 ) 0 

  Cellulitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Cellulitis orbital 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Cerebral fungal infection 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Clostridium difficile infection 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Enterococcal bacteraemia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Influenza 1 (1.9 ) 0 0 1 (1.9 ) 0 
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Region: Europe 

 
All patients 

N=53 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Parvovirus b19 infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Pneumonia haemophilus 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Respiratory syncytial virus infection 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Rotavirus infection 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Sinusitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Staphylococcal bacteraemia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Streptococcal bacteraemia 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Tonsillitis 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Tooth abscess 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Urinary tract infection viral 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Varicella 1 (1.9 ) 0 0 1 (1.9 ) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Immunoglobulins decreased 1 (1.9 ) 0 0 0 1 (1.9 ) 

Serious neurological adverse reactions      

  -Total 9 (17.0) 1 (1.9 ) 1 (1.9 ) 6 (11.3) 1 (1.9 ) 

  Seizure 5 (9.4 ) 0 1 (1.9 ) 4 (7.5 ) 0 
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Region: Europe 

 
All patients 

N=53 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Disorientation 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Encephalopathy 1 (1.9 ) 0 0 0 1 (1.9 ) 

  Hallucination 1 (1.9 ) 0 1 (1.9 ) 0 0 

  Irritability 1 (1.9 ) 1 (1.9 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (1.9 ) 0 0 1 (1.9 ) 0 

  Somnolence 1 (1.9 ) 0 0 1 (1.9 ) 0 

  Tremor 1 (1.9 ) 1 (1.9 ) 0 0 0 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility. 

-A patient with multiple adverse events within a group term is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 186d 

Serious adverse events of special interest (SAESI) at anytime during the study based on identified risks by group term, 

preferred term, maximum CTC grade and Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

15 (83.3) 0 1 (5.6 ) 8 (44.4) 6 (33.3) 

Cytokine Release Syndrome      

  -Total 6 (33.3) 2 (11.1) 1 (5.6 ) 2 (11.1) 1 (5.6 ) 

  Cytokine release syndrome 5 (27.8) 3 (16.7) 0 1 (5.6 ) 1 (5.6 ) 

  Haemophagocytic 
lymphohistiocytosis 

2 (11.1) 0 1 (5.6 ) 1 (5.6 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 10 (55.6) 1 (5.6 ) 1 (5.6 ) 3 (16.7) 5 (27.8) 

  Febrile neutropenia 7 (38.9) 1 (5.6 ) 1 (5.6 ) 4 (22.2) 1 (5.6 ) 

  Neutropenia 4 (22.2) 0 0 1 (5.6 ) 3 (16.7) 

  Anaemia 1 (5.6 ) 0 0 1 (5.6 ) 0 
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Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Platelet count decreased 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Thrombocytopenia 1 (5.6 ) 0 0 1 (5.6 ) 0 

Infections      

  -Total 10 (55.6) 0 0 7 (38.9) 3 (16.7) 

  Pneumonia 3 (16.7) 1 (5.6 ) 0 2 (11.1) 0 

  Sepsis 3 (16.7) 0 0 1 (5.6 ) 2 (11.1) 

  Bacterial infection 2 (11.1) 0 0 2 (11.1) 0 

  Device related infection 2 (11.1) 0 0 2 (11.1) 0 

  Periorbital cellulitis 2 (11.1) 0 0 2 (11.1) 0 

  Alternaria infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Anal fistula infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Aspergillus infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Candida infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Cellulitis 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Enterococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Escherichia bacteraemia 1 (5.6 ) 0 0 0 1 (5.6 ) 

  Infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Listeria sepsis 1 (5.6 ) 0 0 0 1 (5.6 ) 
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Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Meningitis aseptic 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Pneumonia fungal 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Staphylococcal infection 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Viral upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 0 0 

Serious neurological adverse reactions      

  -Total 5 (27.8) 1 (5.6 ) 1 (5.6 ) 3 (16.7) 0 

  Confusional state 2 (11.1) 0 0 2 (11.1) 0 

  Depressed level of consciousness 2 (11.1) 0 0 2 (11.1) 0 

  Encephalopathy 2 (11.1) 0 0 2 (11.1) 0 

  Abnormal behaviour 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Agitation 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Dysarthria 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Dyskinesia 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Lethargy 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Muscular weakness 1 (5.6 ) 0 1 (5.6 ) 0 0 

  Partial seizures 1 (5.6 ) 1 (5.6 ) 0 0 0 

  Speech disorder 1 (5.6 ) 0 1 (5.6 ) 0 0 

Tumour Lysis Syndrome      
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Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 1 (5.6 ) 0 0 1 (5.6 ) 0 

  Tumour lysis syndrome 1 (5.6 ) 0 0 1 (5.6 ) 0 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility. 

-A patient with multiple adverse events within a group term is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 186d 

Serious adverse events of special interest (SAESI) at anytime during the study based on identified risks by group term, 

preferred term, maximum CTC grade and Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

2 (66.7) 0 0 0 2 (66.7) 

Cytokine Release Syndrome      

  -Total 2 (66.7) 0 0 0 2 (66.7) 

  Cytokine release syndrome 2 (66.7) 0 0 0 2 (66.7) 

Tumour Lysis Syndrome      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Tumour lysis syndrome 1 (33.3) 0 0 0 1 (33.3) 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility. 

-A patient with multiple adverse events within a group term is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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-Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 186e 

Serious adverse events of special interest (SAESI) at anytime during the study based on identified risks by group term, 

preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

32 (71.1) 1 (2.2 ) 2 (4.4 ) 15 (33.3) 14 (31.1) 

Cytokine Release Syndrome      

  -Total 13 (28.9) 3 (6.7 ) 3 (6.7 ) 2 (4.4 ) 5 (11.1) 

  Cytokine release syndrome 12 (26.7) 3 (6.7 ) 2 (4.4 ) 2 (4.4 ) 5 (11.1) 

  Haemophagocytic 
lymphohistiocytosis 

1 (2.2 ) 0 1 (2.2 ) 0 0 

Hematological disorders including 
cytopenias 

     

  -Total 12 (26.7) 1 (2.2 ) 0 8 (17.8) 3 (6.7 ) 

  Febrile neutropenia 8 (17.8) 1 (2.2 ) 0 6 (13.3) 1 (2.2 ) 

  Neutropenia 2 (4.4 ) 0 0 1 (2.2 ) 1 (2.2 ) 

  Neutropenic infection 2 (4.4 ) 0 0 2 (4.4 ) 0 



  

  

6547 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Anaemia 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Bone marrow failure 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Platelet count decreased 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Thrombocytopenia 1 (2.2 ) 0 0 1 (2.2 ) 0 

Infections      

  -Total 24 (53.3) 0 2 (4.4 ) 15 (33.3) 7 (15.6) 

  Pneumonia 6 (13.3) 1 (2.2 ) 1 (2.2 ) 4 (8.9 ) 0 

  Sepsis 4 (8.9 ) 0 0 2 (4.4 ) 2 (4.4 ) 

  Bronchopulmonary aspergillosis 2 (4.4 ) 0 1 (2.2 ) 1 (2.2 ) 0 

  Central nervous system infection 2 (4.4 ) 0 0 0 2 (4.4 ) 

  Device related infection 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Herpes zoster 2 (4.4 ) 0 2 (4.4 ) 0 0 

  Neutropenic infection 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Periorbital cellulitis 2 (4.4 ) 0 0 2 (4.4 ) 0 

  Septic shock 2 (4.4 ) 0 0 0 2 (4.4 ) 

  Bacterial infection 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Cellulitis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Cerebral fungal infection 1 (2.2 ) 0 0 0 1 (2.2 ) 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Infection 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Listeria sepsis 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Pneumonia fungal 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Pneumonia haemophilus 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Respiratory syncytial virus infection 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Sinusitis 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Staphylococcal infection 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Tooth abscess 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Varicella 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Viral upper respiratory tract infection 1 (2.2 ) 0 1 (2.2 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (2.2 ) 0 0 0 1 (2.2 ) 

  Immunoglobulins decreased 1 (2.2 ) 0 0 0 1 (2.2 ) 

Serious neurological adverse reactions      

  -Total 7 (15.6) 1 (2.2 ) 0 5 (11.1) 1 (2.2 ) 

  Seizure 3 (6.7 ) 0 0 3 (6.7 ) 0 

  Encephalopathy 2 (4.4 ) 0 0 1 (2.2 ) 1 (2.2 ) 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Abnormal behaviour 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Confusional state 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Depressed level of consciousness 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Lethargy 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Muscular weakness 1 (2.2 ) 0 1 (2.2 ) 0 0 

  Partial seizures 1 (2.2 ) 1 (2.2 ) 0 0 0 

  Somnolence 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Speech disorder 1 (2.2 ) 0 1 (2.2 ) 0 0 

Tumour Lysis Syndrome      

  -Total 1 (2.2 ) 0 0 1 (2.2 ) 0 

  Tumour lysis syndrome 1 (2.2 ) 0 0 1 (2.2 ) 0 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility. 

-A patient with multiple adverse events within a group term is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 186e 

Serious adverse events of special interest (SAESI) at anytime during the study based on identified risks by group term, 

preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

26 (89.7) 1 (3.4 ) 0 14 (48.3) 11 (37.9) 

Cytokine Release Syndrome      

  -Total 16 (55.2) 2 (6.9 ) 0 6 (20.7) 8 (27.6) 

  Cytokine release syndrome 16 (55.2) 3 (10.3) 0 5 (17.2) 8 (27.6) 

  Haemophagocytic 
lymphohistiocytosis 

3 (10.3) 0 0 3 (10.3) 0 

Hematological disorders including 
cytopenias 

     

  -Total 11 (37.9) 0 1 (3.4 ) 8 (27.6) 2 (6.9 ) 

  Febrile neutropenia 7 (24.1) 0 1 (3.4 ) 6 (20.7) 0 

  Neutropenia 2 (6.9 ) 0 0 0 2 (6.9 ) 

  Bone marrow failure 1 (3.4 ) 0 0 1 (3.4 ) 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Neutropenic infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

Infections      

  -Total 13 (44.8) 0 1 (3.4 ) 9 (31.0) 3 (10.3) 

  Bacteraemia 2 (6.9 ) 0 0 2 (6.9 ) 0 

  Device related infection 2 (6.9 ) 0 0 2 (6.9 ) 0 

  Herpes zoster 2 (6.9 ) 0 2 (6.9 ) 0 0 

  Sepsis 2 (6.9 ) 0 0 0 2 (6.9 ) 

  Alternaria infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Anal fistula infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Aspergillus infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Bacterial infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Candida infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Cellulitis 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Cellulitis orbital 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Clostridium difficile infection 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Enterococcal bacteraemia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Enterococcal infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Escherichia bacteraemia 1 (3.4 ) 0 0 0 1 (3.4 ) 
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Prior SCT therapy: No 

 
All patients 

N=29 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Influenza 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Meningitis aseptic 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Neutropenic infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Parvovirus b19 infection 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Pneumonia 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Rotavirus infection 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Septic shock 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Staphylococcal bacteraemia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Streptococcal bacteraemia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Tonsillitis 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Urinary tract infection viral 1 (3.4 ) 1 (3.4 ) 0 0 0 

Serious neurological adverse reactions      

  -Total 7 (24.1) 1 (3.4 ) 2 (6.9 ) 4 (13.8) 0 

  Seizure 2 (6.9 ) 0 1 (3.4 ) 1 (3.4 ) 0 

  Agitation 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Confusional state 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Depressed level of consciousness 1 (3.4 ) 0 0 1 (3.4 ) 0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Disorientation 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Dysarthria 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Dyskinesia 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Encephalopathy 1 (3.4 ) 0 0 1 (3.4 ) 0 

  Hallucination 1 (3.4 ) 0 1 (3.4 ) 0 0 

  Irritability 1 (3.4 ) 1 (3.4 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (3.4 ) 0 0 1 (3.4 ) 0 

  Tremor 1 (3.4 ) 1 (3.4 ) 0 0 0 

Tumour Lysis Syndrome      

  -Total 1 (3.4 ) 0 0 0 1 (3.4 ) 

  Tumour lysis syndrome 1 (3.4 ) 0 0 0 1 (3.4 ) 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility. 

-A patient with multiple adverse events within a group term is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 186f 

Serious adverse events of special interest (SAESI) at anytime during the study based on identified risks by group term, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

22 (81.5) 1 (3.7 ) 1 (3.7 ) 14 (51.9) 6 (22.2) 

Cytokine Release Syndrome      

  -Total 7 (25.9) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 4 (14.8) 

  Cytokine release syndrome 7 (25.9) 1 (3.7 ) 1 (3.7 ) 1 (3.7 ) 4 (14.8) 

Hematological disorders including 
cytopenias 

     

  -Total 6 (22.2) 0 0 6 (22.2) 0 

  Febrile neutropenia 4 (14.8) 0 0 4 (14.8) 0 

  Bone marrow failure 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Neutropenia 1 (3.7 ) 0 0 1 (3.7 ) 0 

Infections      

  -Total 15 (55.6) 0 2 (7.4 ) 12 (44.4) 1 (3.7 ) 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

  Device related infection 3 (11.1) 0 0 3 (11.1) 0 

  Herpes zoster 3 (11.1) 0 3 (11.1) 0 0 

  Pneumonia 3 (11.1) 0 1 (3.7 ) 2 (7.4 ) 0 

  Sepsis 2 (7.4 ) 0 0 1 (3.7 ) 1 (3.7 ) 

  Bacteraemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Enterococcal bacteraemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Influenza 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Meningitis aseptic 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Pneumonia haemophilus 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Respiratory syncytial virus infection 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Staphylococcal bacteraemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Streptococcal bacteraemia 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Tonsillitis 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Tooth abscess 1 (3.7 ) 0 0 1 (3.7 ) 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (3.7 ) 0 0 0 1 (3.7 ) 

  Immunoglobulins decreased 1 (3.7 ) 0 0 0 1 (3.7 ) 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

Serious neurological adverse reactions      

  -Total 3 (11.1) 0 0 3 (11.1) 0 

  Seizure 2 (7.4 ) 0 0 2 (7.4 ) 0 

  Abnormal behaviour 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Confusional state 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Depressed level of consciousness 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Encephalopathy 1 (3.7 ) 0 0 1 (3.7 ) 0 

  Lethargy 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Muscular weakness 1 (3.7 ) 0 1 (3.7 ) 0 0 

  Speech disorder 1 (3.7 ) 0 1 (3.7 ) 0 0 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility. 

-A patient with multiple adverse events within a group term is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 186f 

Serious adverse events of special interest (SAESI) at anytime during the study based on identified risks by group term, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

34 (77.3) 1 (2.3 ) 1 (2.3 ) 14 (31.8) 18 (40.9) 

Cytokine Release Syndrome      

  -Total 20 (45.5) 3 (6.8 ) 2 (4.5 ) 7 (15.9) 8 (18.2) 

  Cytokine release syndrome 19 (43.2) 4 (9.1 ) 1 (2.3 ) 6 (13.6) 8 (18.2) 

  Haemophagocytic 
lymphohistiocytosis 

4 (9.1 ) 0 1 (2.3 ) 3 (6.8 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 16 (36.4) 0 1 (2.3 ) 10 (22.7) 5 (11.4) 

  Febrile neutropenia 10 (22.7) 0 1 (2.3 ) 8 (18.2) 1 (2.3 ) 

  Neutropenia 3 (6.8 ) 0 0 0 3 (6.8 ) 

  Neutropenic infection 3 (6.8 ) 0 0 3 (6.8 ) 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Anaemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Bone marrow failure 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Platelet count decreased 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Thrombocytopenia 1 (2.3 ) 0 0 1 (2.3 ) 0 

Infections      

  -Total 21 (47.7) 0 1 (2.3 ) 11 (25.0) 9 (20.5) 

  Sepsis 4 (9.1 ) 0 0 1 (2.3 ) 3 (6.8 ) 

  Neutropenic infection 3 (6.8 ) 0 0 3 (6.8 ) 0 

  Pneumonia 3 (6.8 ) 0 0 2 (4.5 ) 1 (2.3 ) 

  Septic shock 3 (6.8 ) 0 0 1 (2.3 ) 2 (4.5 ) 

  Bacterial infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Bronchopulmonary aspergillosis 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Cellulitis 2 (4.5 ) 0 1 (2.3 ) 1 (2.3 ) 0 

  Central nervous system infection 2 (4.5 ) 0 0 0 2 (4.5 ) 

  Infection 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Periorbital cellulitis 2 (4.5 ) 0 0 2 (4.5 ) 0 

  Alternaria infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Anal fistula infection 1 (2.3 ) 0 1 (2.3 ) 0 0 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Aspergillus infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Bacteraemia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Candida infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Cellulitis orbital 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Cerebral fungal infection 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Clostridium difficile infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Device related infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Enterococcal infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Escherichia bacteraemia 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Herpes zoster 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Listeria sepsis 1 (2.3 ) 0 0 0 1 (2.3 ) 

  Parvovirus b19 infection 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Rotavirus infection 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Sinusitis 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Urinary tract infection viral 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Varicella 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Viral upper respiratory tract infection 1 (2.3 ) 0 1 (2.3 ) 0 0 

Serious neurological adverse reactions      
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  -Total 10 (22.7) 2 (4.5 ) 2 (4.5 ) 6 (13.6) 0 

  Seizure 3 (6.8 ) 0 1 (2.3 ) 2 (4.5 ) 0 

  Agitation 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Confusional state 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Depressed level of consciousness 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Disorientation 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Dysarthria 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Dyskinesia 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Encephalopathy 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Hallucination 1 (2.3 ) 0 1 (2.3 ) 0 0 

  Irritability 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Partial seizures 1 (2.3 ) 1 (2.3 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (2.3 ) 0 0 1 (2.3 ) 0 

  Somnolence 1 (2.3 ) 0 0 1 (2.3 ) 0 

  Tremor 1 (2.3 ) 1 (2.3 ) 0 0 0 

Tumour Lysis Syndrome      

  -Total 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 
Grade 4 

n (%) 

  Tumour lysis syndrome 2 (4.5 ) 0 0 1 (2.3 ) 1 (2.3 ) 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility. 

-A patient with multiple adverse events within a group term is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 186f 

Serious adverse events of special interest (SAESI) at anytime during the study based on identified risks by group term, 

preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

Number of patients with at least one 
AE 

2 (66.7) 0 0 1 (33.3) 1 (33.3) 

Cytokine Release Syndrome      

  -Total 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

  Cytokine release syndrome 2 (66.7) 1 (33.3) 0 0 1 (33.3) 

Hematological disorders including 
cytopenias 

     

  -Total 1 (33.3) 1 (33.3) 0 0 0 

  Febrile neutropenia 1 (33.3) 1 (33.3) 0 0 0 

Infections      

  -Total 1 (33.3) 0 0 1 (33.3) 0 

  Pneumonia 1 (33.3) 1 (33.3) 0 0 0 
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Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Grade 3 
n (%) 

Grade 4 
n (%) 

  Pneumonia fungal 1 (33.3) 0 0 1 (33.3) 0 

  Staphylococcal infection 1 (33.3) 0 0 1 (33.3) 0 

Serious neurological adverse reactions      

  -Total 1 (33.3) 0 0 0 1 (33.3) 

  Encephalopathy 1 (33.3) 0 0 0 1 (33.3) 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility. 

-A patient with multiple adverse events within a group term is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 186g 

Serious adverse events of special interest (SAESI) at anytime during the study based on identified risks by group term, 

preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

5 (71.4) 0 0 2 (28.6) 3 (42.9) 

Cytokine Release Syndrome      

  -Total 4 (57.1) 0 1 (14.3) 2 (28.6) 1 (14.3) 

  Cytokine release syndrome 4 (57.1) 1 (14.3) 1 (14.3) 1 (14.3) 1 (14.3) 

  Haemophagocytic 
lymphohistiocytosis 

1 (14.3) 0 0 1 (14.3) 0 

Hematological disorders including 
cytopenias 

     

  -Total 2 (28.6) 0 0 1 (14.3) 1 (14.3) 

  Febrile neutropenia 1 (14.3) 0 0 1 (14.3) 0 

  Neutropenia 1 (14.3) 0 0 0 1 (14.3) 

Infections      
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Number of previous relapses: 0 

 
All patients 

N=7 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  -Total 3 (42.9) 0 0 2 (28.6) 1 (14.3) 

  Alternaria infection 1 (14.3) 0 0 1 (14.3) 0 

  Aspergillus infection 1 (14.3) 0 0 1 (14.3) 0 

  Bacterial infection 1 (14.3) 0 0 1 (14.3) 0 

  Candida infection 1 (14.3) 0 0 1 (14.3) 0 

  Central nervous system infection 1 (14.3) 0 0 0 1 (14.3) 

  Enterococcal infection 1 (14.3) 0 0 1 (14.3) 0 

  Infection 1 (14.3) 0 0 1 (14.3) 0 

  Pneumonia 1 (14.3) 0 0 1 (14.3) 0 

Serious neurological adverse reactions      

  -Total 3 (42.9) 0 1 (14.3) 2 (28.6) 0 

  Seizure 2 (28.6) 0 0 2 (28.6) 0 

  Dysarthria 1 (14.3) 0 1 (14.3) 0 0 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility. 

-A patient with multiple adverse events within a group term is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 



  

  

6571 

All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 186g 

Serious adverse events of special interest (SAESI) at anytime during the study based on identified risks by group term, 

preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

25 (78.1) 1 (3.1 ) 0 16 (50.0) 8 (25.0) 

Cytokine Release Syndrome      

  -Total 10 (31.3) 2 (6.3 ) 1 (3.1 ) 4 (12.5) 3 (9.4 ) 

  Cytokine release syndrome 10 (31.3) 2 (6.3 ) 1 (3.1 ) 4 (12.5) 3 (9.4 ) 

  Haemophagocytic 
lymphohistiocytosis 

1 (3.1 ) 0 0 1 (3.1 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 10 (31.3) 0 0 9 (28.1) 1 (3.1 ) 

  Febrile neutropenia 6 (18.8) 0 0 6 (18.8) 0 

  Bone marrow failure 2 (6.3 ) 0 0 2 (6.3 ) 0 

  Anaemia 1 (3.1 ) 0 0 1 (3.1 ) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

  Neutropenia 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Neutropenic infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Platelet count decreased 1 (3.1 ) 0 0 0 1 (3.1 ) 

Infections      

  -Total 14 (43.8) 0 0 11 (34.4) 3 (9.4 ) 

  Device related infection 3 (9.4 ) 0 0 3 (9.4 ) 0 

  Sepsis 3 (9.4 ) 0 0 2 (6.3 ) 1 (3.1 ) 

  Herpes zoster 2 (6.3 ) 0 2 (6.3 ) 0 0 

  Septic shock 2 (6.3 ) 0 0 1 (3.1 ) 1 (3.1 ) 

  Bacteraemia 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Bacterial infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Bronchopulmonary aspergillosis 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Cellulitis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Cellulitis orbital 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Clostridium difficile infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

  Meningitis aseptic 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Neutropenic infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Parvovirus b19 infection 1 (3.1 ) 0 0 1 (3.1 ) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

  Periorbital cellulitis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Pneumonia 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Respiratory syncytial virus infection 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Rotavirus infection 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Sinusitis 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Urinary tract infection viral 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Varicella 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Viral upper respiratory tract infection 1 (3.1 ) 0 1 (3.1 ) 0 0 

Prolonged depletion of normal B cells 
or Agammaglobulinemia 

     

  -Total 1 (3.1 ) 0 0 0 1 (3.1 ) 

  Immunoglobulins decreased 1 (3.1 ) 0 0 0 1 (3.1 ) 

Serious neurological adverse reactions      

  -Total 5 (15.6) 1 (3.1 ) 0 4 (12.5) 0 

  Seizure 2 (6.3 ) 0 1 (3.1 ) 1 (3.1 ) 0 

  Dyskinesia 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Irritability 1 (3.1 ) 1 (3.1 ) 0 0 0 

  Posterior reversible encephalopathy 
syndrome 

1 (3.1 ) 0 0 1 (3.1 ) 0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 
Grade 3 

n (%) 

Grade 
4 

n (%) 

  Somnolence 1 (3.1 ) 0 0 1 (3.1 ) 0 

  Tremor 1 (3.1 ) 1 (3.1 ) 0 0 0 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility. 

-A patient with multiple adverse events within a group term is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 186g 

Serious adverse events of special interest (SAESI) at anytime during the study based on identified risks by group term, 

preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

Number of patients with at least one 
AE 

21 (95.5) 1 (4.5 ) 1 (4.5 ) 9 (40.9) 10 (45.5) 

Cytokine Release Syndrome      

  -Total 13 (59.1) 3 (13.6) 1 (4.5 ) 2 (9.1 ) 7 (31.8) 

  Cytokine release syndrome 12 (54.5) 3 (13.6) 0 2 (9.1 ) 7 (31.8) 

  Haemophagocytic 
lymphohistiocytosis 

2 (9.1 ) 0 1 (4.5 ) 1 (4.5 ) 0 

Hematological disorders including 
cytopenias 

     

  -Total 8 (36.4) 1 (4.5 ) 0 4 (18.2) 3 (13.6) 

  Febrile neutropenia 5 (22.7) 1 (4.5 ) 0 3 (13.6) 1 (4.5 ) 

  Neutropenia 2 (9.1 ) 0 0 0 2 (9.1 ) 

  Neutropenic infection 2 (9.1 ) 0 0 2 (9.1 ) 0 



  

  

6578 

Number of previous relapses: 2 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Thrombocytopenia 1 (4.5 ) 0 0 1 (4.5 ) 0 

Infections      

  -Total 15 (68.2) 0 2 (9.1 ) 9 (40.9) 4 (18.2) 

  Pneumonia 4 (18.2) 1 (4.5 ) 1 (4.5 ) 2 (9.1 ) 0 

  Neutropenic infection 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Anal fistula infection 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Bronchopulmonary aspergillosis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Cellulitis 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Central nervous system infection 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Cerebral fungal infection 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Device related infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Enterococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Escherichia bacteraemia 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Herpes zoster 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Influenza 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Listeria sepsis 1 (4.5 ) 0 0 0 1 (4.5 ) 
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Number of previous relapses: 2 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Periorbital cellulitis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Pneumonia fungal 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Sepsis 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Septic shock 1 (4.5 ) 0 0 0 1 (4.5 ) 

  Staphylococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Staphylococcal infection 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Streptococcal bacteraemia 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Tonsillitis 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Tooth abscess 1 (4.5 ) 0 0 1 (4.5 ) 0 

Serious neurological adverse reactions      

  -Total 5 (22.7) 1 (4.5 ) 1 (4.5 ) 3 (13.6) 0 

  Confusional state 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Depressed level of consciousness 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Encephalopathy 2 (9.1 ) 0 0 2 (9.1 ) 0 

  Abnormal behaviour 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Agitation 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Disorientation 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Hallucination 1 (4.5 ) 0 1 (4.5 ) 0 0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 
Grade 4 

n (%) 

  Lethargy 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Muscular weakness 1 (4.5 ) 0 1 (4.5 ) 0 0 

  Partial seizures 1 (4.5 ) 1 (4.5 ) 0 0 0 

  Seizure 1 (4.5 ) 0 0 1 (4.5 ) 0 

  Speech disorder 1 (4.5 ) 0 1 (4.5 ) 0 0 

Tumour Lysis Syndrome      

  -Total 2 (9.1 ) 0 0 1 (4.5 ) 1 (4.5 ) 

  Tumour lysis syndrome 2 (9.1 ) 0 0 1 (4.5 ) 1 (4.5 ) 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility. 

-A patient with multiple adverse events within a group term is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 186g 

Serious adverse events of special interest (SAESI) at anytime during the study based on identified risks by group term, 

preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

Number of patients with at least one 
AE 

7 (53.8) 0 1 (7.7 ) 2 (15.4) 4 (30.8) 

Cytokine Release Syndrome      

  -Total 2 (15.4) 0 0 0 2 (15.4) 

  Cytokine release syndrome 2 (15.4) 0 0 0 2 (15.4) 

Hematological disorders including 
cytopenias 

     

  -Total 3 (23.1) 0 1 (7.7 ) 2 (15.4) 0 

  Febrile neutropenia 3 (23.1) 0 1 (7.7 ) 2 (15.4) 0 

Infections      

  -Total 5 (38.5) 0 1 (7.7 ) 2 (15.4) 2 (15.4) 

  Sepsis 2 (15.4) 0 0 0 2 (15.4) 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Grade 
3 

n (%) 

Grade 
4 

n (%) 

  Herpes zoster 1 (7.7 ) 0 1 (7.7 ) 0 0 

  Pneumonia 1 (7.7 ) 0 0 1 (7.7 ) 0 

  Pneumonia haemophilus 1 (7.7 ) 0 0 1 (7.7 ) 0 

Serious neurological adverse reactions      

  -Total 1 (7.7 ) 0 0 0 1 (7.7 ) 

  Encephalopathy 1 (7.7 ) 0 0 0 1 (7.7 ) 

 

 
-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility. 

-A patient with multiple adverse events within a group term is counted only once in the total row. 

-A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

-Preferred terms are presented within group term in descending frequency of all grades column, as reported in the 

All patients column. 

-MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 187a => N umber of adverse events post CTL019 i nfusion, regar dless  of study drug r elati onshi p, by pri mar y sys tem organ cl ass, pr eferred term and Age (Safety Set ) 
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Table 187a 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Age 

Safety Set 

 

Timing: within 8 weeks post infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=34 
n (%)2 

Total number of AE per patient 483 34 (100.00) 137 25 (73.53) 

 
Blood and lymphatic system disorders     

  - Total 28 16 (47.06) 18 11 (32.35) 

  Anaemia 15 9 (26.47) 7 5 (14.71) 

  Neutropenia 9 6 (17.65) 9 6 (17.65) 

  Disseminated intravascular 
coagulation 

2 2 (5.88) 0 0 (0.00) 

  Febrile neutropenia 2 2 (5.88) 2 2 (5.88) 

 
Cardiac disorders     

  - Total 13 7 (20.59) 1 1 (2.94) 

  Tachycardia 4 3 (8.82) 0 0 (0.00) 

  Sinus bradycardia 3 2 (5.88) 0 0 (0.00) 

  Sinus tachycardia 3 3 (8.82) 0 0 (0.00) 
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Timing: within 8 weeks post infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=34 
n (%)2 

  Cardiac hypertrophy 1 1 (2.94) 0 0 (0.00) 

  Left ventricular dysfunction 1 1 (2.94) 1 1 (2.94) 

  Pericardial effusion 1 1 (2.94) 0 0 (0.00) 

 
Endocrine disorders     

  - Total 1 1 (2.94) 0 0 (0.00) 

  Precocious puberty 1 1 (2.94) 0 0 (0.00) 

 
Eye disorders     

  - Total 4 3 (8.82) 0 0 (0.00) 

  Blepharospasm 1 1 (2.94) 0 0 (0.00) 

  Diplopia 1 1 (2.94) 0 0 (0.00) 

  Dry eye 1 1 (2.94) 0 0 (0.00) 

  Ocular hypertension 1 1 (2.94) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 48 17 (50.00) 3 3 (8.82) 

  Diarrhoea 14 10 (29.41) 1 1 (2.94) 

  Vomiting 7 6 (17.65) 0 0 (0.00) 

  Abdominal pain 6 5 (14.71) 0 0 (0.00) 

  Nausea 5 4 (11.76) 0 0 (0.00) 
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Timing: within 8 weeks post infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=34 
n (%)2 

  Abdominal distension 2 1 (2.94) 0 0 (0.00) 

  Paraesthesia oral 2 2 (5.88) 0 0 (0.00) 

  Upper gastrointestinal haemorrhage 2 1 (2.94) 0 0 (0.00) 

  Anal fissure 1 1 (2.94) 0 0 (0.00) 

  Anal fistula 1 1 (2.94) 0 0 (0.00) 

  Anal haemorrhage 1 1 (2.94) 0 0 (0.00) 

  Gastrointestinal haemorrhage 1 1 (2.94) 1 1 (2.94) 

  Hypoaesthesia oral 1 1 (2.94) 0 0 (0.00) 

  Lip dry 1 1 (2.94) 0 0 (0.00) 

  Lip haemorrhage 1 1 (2.94) 0 0 (0.00) 

  Proctalgia 1 1 (2.94) 0 0 (0.00) 

  Rectal ulcer 1 1 (2.94) 1 1 (2.94) 

  Stomatitis 1 1 (2.94) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 37 18 (52.94) 4 4 (11.76) 

  Pyrexia 21 14 (41.18) 1 1 (2.94) 

  Face oedema 4 4 (11.76) 0 0 (0.00) 

  Fatigue 3 3 (8.82) 0 0 (0.00) 
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Timing: within 8 weeks post infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=34 
n (%)2 

  Catheter site pain 2 2 (5.88) 0 0 (0.00) 

  Drug withdrawal syndrome 1 1 (2.94) 1 1 (2.94) 

  Localised oedema 1 1 (2.94) 0 0 (0.00) 

  Mucosal inflammation 1 1 (2.94) 1 1 (2.94) 

  Multiple organ dysfunction syndrome 1 1 (2.94) 1 1 (2.94) 

  Non-cardiac chest pain 1 1 (2.94) 0 0 (0.00) 

  Oedema peripheral 1 1 (2.94) 0 0 (0.00) 

  Pain 1 1 (2.94) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 4 4 (11.76) 2 2 (5.88) 

  Cholestasis 1 1 (2.94) 1 1 (2.94) 

  Gallbladder oedema 1 1 (2.94) 0 0 (0.00) 

  Hepatic failure 1 1 (2.94) 0 0 (0.00) 

  Hepatosplenomegaly 1 1 (2.94) 1 1 (2.94) 

 
Immune system disorders     

  - Total 73 28 (82.35) 24 13 (38.24) 

  Cytokine release syndrome 58 25 (73.53) 23 12 (35.29) 

  Hypogammaglobulinaemia 12 12 (35.29) 1 1 (2.94) 
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Timing: within 8 weeks post infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=34 
n (%)2 

  Allergy to immunoglobulin therapy 2 2 (5.88) 0 0 (0.00) 

  Atopy 1 1 (2.94) 0 0 (0.00) 

 
Infections and infestations     

  - Total 20 11 (32.35) 5 5 (14.71) 

  Viral upper respiratory tract infection 2 1 (2.94) 0 0 (0.00) 

  Bronchopulmonary aspergillosis 1 1 (2.94) 0 0 (0.00) 

  Candida infection 1 1 (2.94) 0 0 (0.00) 

  Cellulitis 1 1 (2.94) 0 0 (0.00) 

  Device related infection 1 1 (2.94) 0 0 (0.00) 

  Helminthic infection 1 1 (2.94) 0 0 (0.00) 

  Influenza 1 1 (2.94) 0 0 (0.00) 

  Meningitis aseptic 1 1 (2.94) 1 1 (2.94) 

  Nail infection 1 1 (2.94) 0 0 (0.00) 

  Parotitis 1 1 (2.94) 0 0 (0.00) 

  Pneumonia 1 1 (2.94) 1 1 (2.94) 

  Pneumonia viral 1 1 (2.94) 0 0 (0.00) 

  Rash pustular 1 1 (2.94) 0 0 (0.00) 

  Respiratory tract infection 1 1 (2.94) 0 0 (0.00) 

  Sepsis 1 1 (2.94) 1 1 (2.94) 
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Timing: within 8 weeks post infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=34 
n (%)2 

  Sinusitis 1 1 (2.94) 1 1 (2.94) 

  Upper respiratory tract infection 1 1 (2.94) 0 0 (0.00) 

  Urinary tract infection viral 1 1 (2.94) 0 0 (0.00) 

  Vascular device infection 1 1 (2.94) 1 1 (2.94) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 10 5 (14.71) 0 0 (0.00) 

  Allergic transfusion reaction 2 2 (5.88) 0 0 (0.00) 

  Contusion 1 1 (2.94) 0 0 (0.00) 

  Fall 1 1 (2.94) 0 0 (0.00) 

  Infusion related reaction 1 1 (2.94) 0 0 (0.00) 

  Post procedural haemorrhage 1 1 (2.94) 0 0 (0.00) 

  Stoma site erythema 1 1 (2.94) 0 0 (0.00) 

  Stoma site haemorrhage 1 1 (2.94) 0 0 (0.00) 

  Subcutaneous haematoma 1 1 (2.94) 0 0 (0.00) 

  Transfusion reaction 1 1 (2.94) 0 0 (0.00) 

 
Investigations     

  - Total 74 21 (61.76) 42 17 (50.00) 

  Neutrophil count decreased 13 7 (20.59) 12 6 (17.65) 
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Timing: within 8 weeks post infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=34 
n (%)2 

  Platelet count decreased 12 5 (14.71) 7 3 (8.82) 

  White blood cell count decreased 12 9 (26.47) 9 7 (20.59) 

  Blood fibrinogen decreased 6 4 (11.76) 3 3 (8.82) 

  Blood creatine phosphokinase 
increased 

4 1 (2.94) 3 1 (2.94) 

  Aspartate aminotransferase 
increased 

3 3 (8.82) 1 1 (2.94) 

  Alanine aminotransferase increased 2 2 (5.88) 1 1 (2.94) 

  Blood bilirubin increased 2 2 (5.88) 2 2 (5.88) 

  Blood urea decreased 2 1 (2.94) 0 0 (0.00) 

  Lipase increased 2 1 (2.94) 0 0 (0.00) 

  Lymphocyte count decreased 2 2 (5.88) 2 2 (5.88) 

  Prothrombin time prolonged 2 2 (5.88) 0 0 (0.00) 

  Activated partial thromboplastin time 
prolonged 

1 1 (2.94) 0 0 (0.00) 

  Ammonia increased 1 1 (2.94) 0 0 (0.00) 

  Blood alkaline phosphatase 
increased 

1 1 (2.94) 0 0 (0.00) 

  Blood creatinine increased 1 1 (2.94) 0 0 (0.00) 

  Blood magnesium increased 1 1 (2.94) 1 1 (2.94) 



  

  

6590 

Timing: within 8 weeks post infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=34 
n (%)2 

  Blood urine present 1 1 (2.94) 0 0 (0.00) 

  C-reactive protein increased 1 1 (2.94) 0 0 (0.00) 

  Chest X-ray abnormal 1 1 (2.94) 0 0 (0.00) 

  Haemoglobin decreased 1 1 (2.94) 1 1 (2.94) 

  Heart sounds abnormal 1 1 (2.94) 0 0 (0.00) 

  International normalised ratio 
increased 

1 1 (2.94) 0 0 (0.00) 

  Serum ferritin increased 1 1 (2.94) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 60 18 (52.94) 21 9 (26.47) 

  Hypokalaemia 19 11 (32.35) 8 6 (17.65) 

  Hypophosphataemia 12 7 (20.59) 2 2 (5.88) 

  Hypocalcaemia 9 4 (11.76) 8 4 (11.76) 

  Hypoalbuminaemia 7 4 (11.76) 0 0 (0.00) 

  Decreased appetite 3 3 (8.82) 0 0 (0.00) 

  Hyponatraemia 3 1 (2.94) 1 1 (2.94) 

  Hypomagnesaemia 2 2 (5.88) 0 0 (0.00) 

  Dehydration 1 1 (2.94) 1 1 (2.94) 

  Fluid overload 1 1 (2.94) 0 0 (0.00) 



  

  

6591 

Timing: within 8 weeks post infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=34 
n (%)2 

  Hypernatraemia 1 1 (2.94) 0 0 (0.00) 

  Hyperuricaemia 1 1 (2.94) 0 0 (0.00) 

  Tumour lysis syndrome 1 1 (2.94) 1 1 (2.94) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 13 8 (23.53) 1 1 (2.94) 

  Pain in extremity 6 4 (11.76) 0 0 (0.00) 

  Myalgia 4 4 (11.76) 0 0 (0.00) 

  Muscular weakness 2 2 (5.88) 1 1 (2.94) 

  Bone pain 1 1 (2.94) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 1 1 (2.94) 1 1 (2.94) 

  Leukaemia 1 1 (2.94) 1 1 (2.94) 

 
Nervous system disorders     

  - Total 18 11 (32.35) 4 3 (8.82) 

  Headache 7 6 (17.65) 0 0 (0.00) 

  Seizure 3 3 (8.82) 2 2 (5.88) 



  

  

6592 

Timing: within 8 weeks post infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=34 
n (%)2 

  Tremor 3 3 (8.82) 0 0 (0.00) 

  Depressed level of consciousness 1 1 (2.94) 1 1 (2.94) 

  Dysgeusia 1 1 (2.94) 0 0 (0.00) 

  Encephalopathy 1 1 (2.94) 1 1 (2.94) 

  Lethargy 1 1 (2.94) 0 0 (0.00) 

  Nervous system disorder 1 1 (2.94) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 14 9 (26.47) 2 1 (2.94) 

  Agitation 4 3 (8.82) 1 1 (2.94) 

  Anxiety 3 3 (8.82) 0 0 (0.00) 

  Confusional state 2 2 (5.88) 1 1 (2.94) 

  Insomnia 2 2 (5.88) 0 0 (0.00) 

  Irritability 2 2 (5.88) 0 0 (0.00) 

  Delirium 1 1 (2.94) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 14 7 (20.59) 3 2 (5.88) 

  Acute kidney injury 6 3 (8.82) 3 2 (5.88) 

  Haematuria 3 2 (5.88) 0 0 (0.00) 



  

  

6593 

Timing: within 8 weeks post infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=34 
n (%)2 

  Dysuria 1 1 (2.94) 0 0 (0.00) 

  Polyuria 1 1 (2.94) 0 0 (0.00) 

  Proteinuria 1 1 (2.94) 0 0 (0.00) 

  Urinary incontinence 1 1 (2.94) 0 0 (0.00) 

  Urinary tract disorder 1 1 (2.94) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 1 1 (2.94) 0 0 (0.00) 

  Scrotal oedema 1 1 (2.94) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 19 12 (35.29) 4 4 (11.76) 

  Hypoxia 6 5 (14.71) 3 3 (8.82) 

  Cough 5 5 (14.71) 0 0 (0.00) 

  Epistaxis 2 2 (5.88) 0 0 (0.00) 

  Oropharyngeal pain 2 2 (5.88) 0 0 (0.00) 

  Apnoea 1 1 (2.94) 1 1 (2.94) 

  Pleural effusion 1 1 (2.94) 0 0 (0.00) 

  Rhinorrhoea 1 1 (2.94) 0 0 (0.00) 



  

  

6594 

Timing: within 8 weeks post infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=34 
n (%)2 

  Tachypnoea 1 1 (2.94) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 21 14 (41.18) 1 1 (2.94) 

  Rash 6 5 (14.71) 1 1 (2.94) 

  Pruritus 4 3 (8.82) 0 0 (0.00) 

  Erythema 3 3 (8.82) 0 0 (0.00) 

  Dry skin 2 2 (5.88) 0 0 (0.00) 

  Papule 2 2 (5.88) 0 0 (0.00) 

  Hangnail 1 1 (2.94) 0 0 (0.00) 

  Skin exfoliation 1 1 (2.94) 0 0 (0.00) 

  Skin lesion 1 1 (2.94) 0 0 (0.00) 

  Urticaria 1 1 (2.94) 0 0 (0.00) 

 
Vascular disorders     

  - Total 10 8 (23.53) 1 1 (2.94) 

  Hypertension 4 4 (11.76) 0 0 (0.00) 

  Hypotension 4 3 (8.82) 1 1 (2.94) 

  Lymphoedema 1 1 (2.94) 0 0 (0.00) 

  Venous thrombosis limb 1 1 (2.94) 0 0 (0.00) 



  

  

6595 

Timing: within 8 weeks post infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=34 
n (%)2 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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6596 

 



  

  

6597 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187a 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Age 

Safety Set 

 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=18 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=18 
n (%)2 

Total number of AE per patient 207 18 (100.00) 68 13 (72.22) 

 
Blood and lymphatic system disorders     

  - Total 19 10 (55.56) 13 8 (44.44) 

  Anaemia 6 2 (11.11) 3 1 (5.56) 

  Leukopenia 3 1 (5.56) 1 1 (5.56) 

  Neutropenia 3 2 (11.11) 3 2 (11.11) 

  Febrile neutropenia 2 2 (11.11) 2 2 (11.11) 

  Thrombocytopenia 2 2 (11.11) 1 1 (5.56) 

  Bone marrow failure 1 1 (5.56) 1 1 (5.56) 

  Coagulation factor deficiency 1 1 (5.56) 1 1 (5.56) 

  Pancytopenia 1 1 (5.56) 1 1 (5.56) 

 
Cardiac disorders     

  - Total 7 5 (27.78) 0 0 (0.00) 



  

  

6598 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=18 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=18 
n (%)2 

  Tachycardia 4 3 (16.67) 0 0 (0.00) 

  Bradycardia 1 1 (5.56) 0 0 (0.00) 

  Cardiac discomfort 1 1 (5.56) 0 0 (0.00) 

  Sinus bradycardia 1 1 (5.56) 0 0 (0.00) 

 
Congenital, familial and genetic 
disorders 

    

  - Total 1 1 (5.56) 0 0 (0.00) 

  Talipes 1 1 (5.56) 0 0 (0.00) 

 
Ear and labyrinth disorders     

  - Total 1 1 (5.56) 1 1 (5.56) 

  Vertigo 1 1 (5.56) 1 1 (5.56) 

 
Eye disorders     

  - Total 4 2 (11.11) 1 1 (5.56) 

  Amaurosis 1 1 (5.56) 1 1 (5.56) 

  Conjunctival haemorrhage 1 1 (5.56) 0 0 (0.00) 

  Optic atrophy 1 1 (5.56) 0 0 (0.00) 

  Vitreous opacities 1 1 (5.56) 0 0 (0.00) 

 
Gastrointestinal disorders     



  

  

6599 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=18 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=18 
n (%)2 

  - Total 17 9 (50.00) 2 2 (11.11) 

  Nausea 5 5 (27.78) 1 1 (5.56) 

  Vomiting 4 4 (22.22) 0 0 (0.00) 

  Diarrhoea 3 3 (16.67) 1 1 (5.56) 

  Abdominal pain upper 1 1 (5.56) 0 0 (0.00) 

  Constipation 1 1 (5.56) 0 0 (0.00) 

  Dyspepsia 1 1 (5.56) 0 0 (0.00) 

  Gastrointestinal pain 1 1 (5.56) 0 0 (0.00) 

  Gingival swelling 1 1 (5.56) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 20 11 (61.11) 3 2 (11.11) 

  Pyrexia 10 4 (22.22) 1 1 (5.56) 

  Pain 2 2 (11.11) 0 0 (0.00) 

  Asthenia 1 1 (5.56) 0 0 (0.00) 

  Catheter site erythema 1 1 (5.56) 0 0 (0.00) 

  Catheter site pruritus 1 1 (5.56) 0 0 (0.00) 

  Face oedema 1 1 (5.56) 1 1 (5.56) 

  Fatigue 1 1 (5.56) 0 0 (0.00) 

  Localised oedema 1 1 (5.56) 1 1 (5.56) 



  

  

6600 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=18 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=18 
n (%)2 

  Oedema 1 1 (5.56) 0 0 (0.00) 

  Oedema peripheral 1 1 (5.56) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 2 2 (11.11) 1 1 (5.56) 

  Hepatic steatosis 1 1 (5.56) 0 0 (0.00) 

  Hepatocellular injury 1 1 (5.56) 1 1 (5.56) 

 
Immune system disorders     

  - Total 24 13 (72.22) 10 6 (33.33) 

  Cytokine release syndrome 18 12 (66.67) 8 6 (33.33) 

  Haemophagocytic 
lymphohistiocytosis 

3 3 (16.67) 2 2 (11.11) 

  Hypogammaglobulinaemia 3 3 (16.67) 0 0 (0.00) 

 
Infections and infestations     

  - Total 7 6 (33.33) 3 2 (11.11) 

  Bacterial infection 1 1 (5.56) 1 1 (5.56) 

  Eye infection 1 1 (5.56) 0 0 (0.00) 

  Paronychia 1 1 (5.56) 0 0 (0.00) 

  Sepsis 1 1 (5.56) 1 1 (5.56) 

  Systemic infection 1 1 (5.56) 1 1 (5.56) 



  

  

6601 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=18 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=18 
n (%)2 

  Upper respiratory tract infection 1 1 (5.56) 0 0 (0.00) 

  Vulvitis 1 1 (5.56) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 4 3 (16.67) 1 1 (5.56) 

  Femoral neck fracture 1 1 (5.56) 0 0 (0.00) 

  Periorbital haematoma 1 1 (5.56) 1 1 (5.56) 

  Procedural pain 1 1 (5.56) 0 0 (0.00) 

  Thermal burn 1 1 (5.56) 0 0 (0.00) 

 
Investigations     

  - Total 36 8 (44.44) 22 4 (22.22) 

  Platelet count decreased 10 2 (11.11) 9 2 (11.11) 

  White blood cell count decreased 7 2 (11.11) 7 2 (11.11) 

  Neutrophil count decreased 4 3 (16.67) 4 3 (16.67) 

  Blood potassium decreased 2 1 (5.56) 0 0 (0.00) 

  Immunoglobulins decreased 2 2 (11.11) 1 1 (5.56) 

  Alanine aminotransferase increased 1 1 (5.56) 0 0 (0.00) 

  Antithrombin III decreased 1 1 (5.56) 0 0 (0.00) 

  Aspartate aminotransferase 
increased 

1 1 (5.56) 0 0 (0.00) 



  

  

6602 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=18 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=18 
n (%)2 

  Blood bilirubin increased 1 1 (5.56) 0 0 (0.00) 

  Blood chloride increased 1 1 (5.56) 0 0 (0.00) 

  Blood lactate dehydrogenase 
increased 

1 1 (5.56) 0 0 (0.00) 

  Blood uric acid increased 1 1 (5.56) 0 0 (0.00) 

  C-reactive protein increased 1 1 (5.56) 0 0 (0.00) 

  Electrocardiogram repolarisation 
abnormality 

1 1 (5.56) 0 0 (0.00) 

  Lymphocyte count decreased 1 1 (5.56) 1 1 (5.56) 

  Protein total decreased 1 1 (5.56) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 22 8 (44.44) 3 1 (5.56) 

  Hypoalbuminaemia 5 3 (16.67) 1 1 (5.56) 

  Hypocalcaemia 4 2 (11.11) 0 0 (0.00) 

  Decreased appetite 3 3 (16.67) 1 1 (5.56) 

  Hyperglycaemia 2 2 (11.11) 1 1 (5.56) 

  Hyperuricaemia 2 1 (5.56) 0 0 (0.00) 

  Dehydration 1 1 (5.56) 0 0 (0.00) 

  Hyperkalaemia 1 1 (5.56) 0 0 (0.00) 

  Hypokalaemia 1 1 (5.56) 0 0 (0.00) 



  

  

6603 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=18 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=18 
n (%)2 

  Hyponatraemia 1 1 (5.56) 0 0 (0.00) 

  Hypophosphataemia 1 1 (5.56) 0 0 (0.00) 

  Vitamin D deficiency 1 1 (5.56) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 6 5 (27.78) 1 1 (5.56) 

  Arthralgia 1 1 (5.56) 1 1 (5.56) 

  Back pain 1 1 (5.56) 0 0 (0.00) 

  Joint stiffness 1 1 (5.56) 0 0 (0.00) 

  Myalgia 1 1 (5.56) 0 0 (0.00) 

  Osteonecrosis 1 1 (5.56) 0 0 (0.00) 

  Osteopenia 1 1 (5.56) 0 0 (0.00) 

 
Nervous system disorders     

  - Total 12 9 (50.00) 1 1 (5.56) 

  Headache 5 5 (27.78) 1 1 (5.56) 

  Intention tremor 2 2 (11.11) 0 0 (0.00) 

  Seizure 2 2 (11.11) 0 0 (0.00) 

  Cerebral atrophy 1 1 (5.56) 0 0 (0.00) 

  Neurological decompensation 1 1 (5.56) 0 0 (0.00) 



  

  

6604 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=18 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=18 
n (%)2 

  Tremor 1 1 (5.56) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 3 2 (11.11) 0 0 (0.00) 

  Delirium 1 1 (5.56) 0 0 (0.00) 

  Disorientation 1 1 (5.56) 0 0 (0.00) 

  Hallucination 1 1 (5.56) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 2 2 (11.11) 0 0 (0.00) 

  Dysuria 1 1 (5.56) 0 0 (0.00) 

  Polyuria 1 1 (5.56) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 4 3 (16.67) 1 1 (5.56) 

  Cough 1 1 (5.56) 0 0 (0.00) 

  Hypoxia 1 1 (5.56) 1 1 (5.56) 

  Increased upper airway secretion 1 1 (5.56) 0 0 (0.00) 

  Oropharyngeal pain 1 1 (5.56) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    



  

  

6605 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=18 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=18 
n (%)2 

  - Total 8 5 (27.78) 0 0 (0.00) 

  Petechiae 2 2 (11.11) 0 0 (0.00) 

  Pruritus 2 2 (11.11) 0 0 (0.00) 

  Rash 2 2 (11.11) 0 0 (0.00) 

  Dermatitis acneiform 1 1 (5.56) 0 0 (0.00) 

  Skin discolouration 1 1 (5.56) 0 0 (0.00) 

 
Vascular disorders     

  - Total 8 6 (33.33) 5 5 (27.78) 

  Hypertension 3 3 (16.67) 3 3 (16.67) 

  Hot flush 2 1 (5.56) 0 0 (0.00) 

  Hypotension 1 1 (5.56) 1 1 (5.56) 

  Jugular vein thrombosis 1 1 (5.56) 1 1 (5.56) 

  Vascular occlusion 1 1 (5.56) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 



  

  

6606 
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6607 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187a 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Age 

Safety Set 

 

Timing: within 8 weeks post infusion, Age: >=18 years 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=17 
n (%)2 

Total number of AE per patient 188 17 (100.00) 41 12 (70.59) 

 
Blood and lymphatic system disorders     

  - Total 10 8 (47.06) 5 3 (17.65) 

  Thrombocytopenia 3 2 (11.76) 3 2 (11.76) 

  Anaemia 2 2 (11.76) 0 0 (0.00) 

  B-cell aplasia 1 1 (5.88) 0 0 (0.00) 

  Bone marrow failure 1 1 (5.88) 1 1 (5.88) 

  Disseminated intravascular 
coagulation 

1 1 (5.88) 1 1 (5.88) 

  Febrile neutropenia 1 1 (5.88) 0 0 (0.00) 

  Splenomegaly 1 1 (5.88) 0 0 (0.00) 

 
Cardiac disorders     



  

  

6608 

Timing: within 8 weeks post infusion, Age: >=18 years 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=17 
n (%)2 

  - Total 3 3 (17.65) 1 1 (5.88) 

  Tachycardia 2 2 (11.76) 0 0 (0.00) 

  Left ventricular dysfunction 1 1 (5.88) 1 1 (5.88) 

 
Eye disorders     

  - Total 2 2 (11.76) 0 0 (0.00) 

  Dry eye 1 1 (5.88) 0 0 (0.00) 

  Vision blurred 1 1 (5.88) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 13 8 (47.06) 0 0 (0.00) 

  Nausea 3 2 (11.76) 0 0 (0.00) 

  Abdominal pain upper 2 2 (11.76) 0 0 (0.00) 

  Constipation 2 2 (11.76) 0 0 (0.00) 

  Diarrhoea 2 2 (11.76) 0 0 (0.00) 

  Abdominal pain 1 1 (5.88) 0 0 (0.00) 

  Anal incontinence 1 1 (5.88) 0 0 (0.00) 

  Gingival bleeding 1 1 (5.88) 0 0 (0.00) 

  Rectal haemorrhage 1 1 (5.88) 0 0 (0.00) 

 



  

  

6609 

Timing: within 8 weeks post infusion, Age: >=18 years 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=17 
n (%)2 

General disorders and administration 
site conditions 

    

  - Total 22 8 (47.06) 4 2 (11.76) 

  Pyrexia 10 7 (41.18) 2 2 (11.76) 

  Fatigue 4 3 (17.65) 0 0 (0.00) 

  Oedema peripheral 3 2 (11.76) 0 0 (0.00) 

  Catheter site haemorrhage 2 2 (11.76) 1 1 (5.88) 

  Asthenia 1 1 (5.88) 0 0 (0.00) 

  Chills 1 1 (5.88) 0 0 (0.00) 

  Pain 1 1 (5.88) 1 1 (5.88) 

 
Immune system disorders     

  - Total 24 11 (64.71) 8 4 (23.53) 

  Cytokine release syndrome 20 9 (52.94) 8 4 (23.53) 

  Hypogammaglobulinaemia 2 1 (5.88) 0 0 (0.00) 

  Allergy to immunoglobulin therapy 1 1 (5.88) 0 0 (0.00) 

  Drug hypersensitivity 1 1 (5.88) 0 0 (0.00) 

 
Infections and infestations     

  - Total 14 9 (52.94) 7 4 (23.53) 

  Aspergillus infection 1 1 (5.88) 1 1 (5.88) 



  

  

6610 

Timing: within 8 weeks post infusion, Age: >=18 years 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=17 
n (%)2 

  Candida infection 1 1 (5.88) 1 1 (5.88) 

  Cellulitis orbital 1 1 (5.88) 1 1 (5.88) 

  Central nervous system infection 1 1 (5.88) 1 1 (5.88) 

  Cerebral fungal infection 1 1 (5.88) 1 1 (5.88) 

  Cystitis 1 1 (5.88) 0 0 (0.00) 

  Device related infection 1 1 (5.88) 0 0 (0.00) 

  Herpes zoster 1 1 (5.88) 0 0 (0.00) 

  Infection 1 1 (5.88) 1 1 (5.88) 

  Nasopharyngitis 1 1 (5.88) 0 0 (0.00) 

  Oral fungal infection 1 1 (5.88) 0 0 (0.00) 

  Pseudomembranous colitis 1 1 (5.88) 0 0 (0.00) 

  Respiratory syncytial virus infection 1 1 (5.88) 0 0 (0.00) 

  Vascular device infection 1 1 (5.88) 1 1 (5.88) 

 
Investigations     

  - Total 21 10 (58.82) 5 4 (23.53) 

  Blood creatinine increased 3 2 (11.76) 0 0 (0.00) 

  Immunoglobulins decreased 3 2 (11.76) 2 1 (5.88) 

  Blood urea increased 2 1 (5.88) 0 0 (0.00) 

  Platelet count decreased 2 2 (11.76) 1 1 (5.88) 
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Timing: within 8 weeks post infusion, Age: >=18 years 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=17 
n (%)2 

  Aspartate aminotransferase 
increased 

1 1 (5.88) 0 0 (0.00) 

  Blood alkaline phosphatase 
increased 

1 1 (5.88) 0 0 (0.00) 

  Blood fibrinogen decreased 1 1 (5.88) 0 0 (0.00) 

  Blood fibrinogen increased 1 1 (5.88) 0 0 (0.00) 

  Clostridium test positive 1 1 (5.88) 0 0 (0.00) 

  Fungal test positive 1 1 (5.88) 1 1 (5.88) 

  Gamma-glutamyltransferase 
increased 

1 1 (5.88) 0 0 (0.00) 

  Monocyte count decreased 1 1 (5.88) 0 0 (0.00) 

  Neutrophil count decreased 1 1 (5.88) 1 1 (5.88) 

  Prothrombin time prolonged 1 1 (5.88) 0 0 (0.00) 

  Serum ferritin increased 1 1 (5.88) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 14 5 (29.41) 1 1 (5.88) 

  Hyperphosphataemia 4 2 (11.76) 0 0 (0.00) 

  Hypokalaemia 4 3 (17.65) 0 0 (0.00) 

  Dehydration 1 1 (5.88) 1 1 (5.88) 

  Fluid retention 1 1 (5.88) 0 0 (0.00) 
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Timing: within 8 weeks post infusion, Age: >=18 years 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=17 
n (%)2 

  Hypercalcaemia 1 1 (5.88) 0 0 (0.00) 

  Hypocalcaemia 1 1 (5.88) 0 0 (0.00) 

  Hypomagnesaemia 1 1 (5.88) 0 0 (0.00) 

  Hypophosphataemia 1 1 (5.88) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 8 5 (29.41) 1 1 (5.88) 

  Arthralgia 4 3 (17.65) 0 0 (0.00) 

  Bone pain 1 1 (5.88) 0 0 (0.00) 

  Joint effusion 1 1 (5.88) 1 1 (5.88) 

  Muscular weakness 1 1 (5.88) 0 0 (0.00) 

  Myalgia 1 1 (5.88) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 2 2 (11.76) 2 2 (11.76) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (5.88) 1 1 (5.88) 

  Neoplasm progression 1 1 (5.88) 1 1 (5.88) 

 
Nervous system disorders     
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Timing: within 8 weeks post infusion, Age: >=18 years 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=17 
n (%)2 

  - Total 13 7 (41.18) 5 3 (17.65) 

  Dyskinesia 4 1 (5.88) 2 1 (5.88) 

  Somnolence 2 2 (11.76) 2 2 (11.76) 

  Dizziness 1 1 (5.88) 0 0 (0.00) 

  Encephalopathy 1 1 (5.88) 1 1 (5.88) 

  Head discomfort 1 1 (5.88) 0 0 (0.00) 

  Headache 1 1 (5.88) 0 0 (0.00) 

  Hyperkinesia 1 1 (5.88) 0 0 (0.00) 

  Neuralgia 1 1 (5.88) 0 0 (0.00) 

  Seizure 1 1 (5.88) 0 0 (0.00) 

 
Product issues     

  - Total 1 1 (5.88) 0 0 (0.00) 

  Device occlusion 1 1 (5.88) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 7 4 (23.53) 0 0 (0.00) 

  Insomnia 3 2 (11.76) 0 0 (0.00) 

  Anxiety 1 1 (5.88) 0 0 (0.00) 

  Disorientation 1 1 (5.88) 0 0 (0.00) 
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Timing: within 8 weeks post infusion, Age: >=18 years 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=17 
n (%)2 

  Initial insomnia 1 1 (5.88) 0 0 (0.00) 

  Restlessness 1 1 (5.88) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 3 2 (11.76) 0 0 (0.00) 

  Chromaturia 2 1 (5.88) 0 0 (0.00) 

  Renal impairment 1 1 (5.88) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 11 5 (29.41) 1 1 (5.88) 

  Hypoxia 4 2 (11.76) 0 0 (0.00) 

  Tachypnoea 2 2 (11.76) 0 0 (0.00) 

  Dyspnoea 1 1 (5.88) 0 0 (0.00) 

  Epistaxis 1 1 (5.88) 0 0 (0.00) 

  Lung disorder 1 1 (5.88) 1 1 (5.88) 

  Pleural effusion 1 1 (5.88) 0 0 (0.00) 

  Rhinorrhoea 1 1 (5.88) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 
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Timing: within 8 weeks post infusion, Age: >=18 years 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=17 
n (%)2 

  - Total 15 6 (35.29) 0 0 (0.00) 

  Erythema 4 2 (11.76) 0 0 (0.00) 

  Petechiae 3 2 (11.76) 0 0 (0.00) 

  Rash 2 2 (11.76) 0 0 (0.00) 

  Acne 1 1 (5.88) 0 0 (0.00) 

  Decubitus ulcer 1 1 (5.88) 0 0 (0.00) 

  Dry skin 1 1 (5.88) 0 0 (0.00) 

  Ingrowing nail 1 1 (5.88) 0 0 (0.00) 

  Pruritus 1 1 (5.88) 0 0 (0.00) 

  Urticaria 1 1 (5.88) 0 0 (0.00) 

 
Vascular disorders     

  - Total 5 4 (23.53) 1 1 (5.88) 

  Hypotension 3 2 (11.76) 0 0 (0.00) 

  Capillary leak syndrome 1 1 (5.88) 1 1 (5.88) 

  Pallor 1 1 (5.88) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 
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1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187a 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=28 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=28 
n (%)2 

Total number of AE per patient 289 22 (78.57) 40 12 (42.86) 

 
Blood and lymphatic system disorders     

  - Total 12 8 (28.57) 3 3 (10.71) 

  Anaemia 6 5 (17.86) 2 2 (7.14) 

  Febrile neutropenia 2 1 (3.57) 0 0 (0.00) 

  Leukocytosis 1 1 (3.57) 0 0 (0.00) 

  Lymphopenia 1 1 (3.57) 1 1 (3.57) 

  Neutropenia 1 1 (3.57) 0 0 (0.00) 

  Thrombocytopenia 1 1 (3.57) 0 0 (0.00) 

 
Cardiac disorders     

  - Total 4 2 (7.14) 0 0 (0.00) 

  Sinus tachycardia 2 2 (7.14) 0 0 (0.00) 

  Sinus bradycardia 1 1 (3.57) 0 0 (0.00) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=28 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=28 
n (%)2 

  Tachycardia 1 1 (3.57) 0 0 (0.00) 

 
Ear and labyrinth disorders     

  - Total 2 1 (3.57) 0 0 (0.00) 

  Ear pain 2 1 (3.57) 0 0 (0.00) 

 
Endocrine disorders     

  - Total 2 2 (7.14) 0 0 (0.00) 

  Hypothyroidism 1 1 (3.57) 0 0 (0.00) 

  Inappropriate antidiuretic hormone 
secretion 

1 1 (3.57) 0 0 (0.00) 

 
Eye disorders     

  - Total 8 4 (14.29) 0 0 (0.00) 

  Eye pain 3 2 (7.14) 0 0 (0.00) 

  Blepharitis 1 1 (3.57) 0 0 (0.00) 

  Blindness unilateral 1 1 (3.57) 0 0 (0.00) 

  Eye pruritus 1 1 (3.57) 0 0 (0.00) 

  Ocular hyperaemia 1 1 (3.57) 0 0 (0.00) 

  Visual impairment 1 1 (3.57) 0 0 (0.00) 

 
Gastrointestinal disorders     
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=28 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=28 
n (%)2 

  - Total 38 9 (32.14) 0 0 (0.00) 

  Vomiting 6 4 (14.29) 0 0 (0.00) 

  Abdominal pain 5 3 (10.71) 0 0 (0.00) 

  Constipation 5 4 (14.29) 0 0 (0.00) 

  Diarrhoea 5 2 (7.14) 0 0 (0.00) 

  Stomatitis 3 2 (7.14) 0 0 (0.00) 

  Abdominal distension 2 2 (7.14) 0 0 (0.00) 

  Nausea 2 1 (3.57) 0 0 (0.00) 

  Oral pain 2 1 (3.57) 0 0 (0.00) 

  Proctalgia 2 1 (3.57) 0 0 (0.00) 

  Abdominal pain lower 1 1 (3.57) 0 0 (0.00) 

  Abdominal pain upper 1 1 (3.57) 0 0 (0.00) 

  Dental caries 1 1 (3.57) 0 0 (0.00) 

  Gastrointestinal motility disorder 1 1 (3.57) 0 0 (0.00) 

  Gingival bleeding 1 1 (3.57) 0 0 (0.00) 

  Periodontal disease 1 1 (3.57) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 26 8 (28.57) 1 1 (3.57) 

  Pyrexia 14 7 (25.00) 1 1 (3.57) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=28 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=28 
n (%)2 

  Localised oedema 2 1 (3.57) 0 0 (0.00) 

  Axillary pain 1 1 (3.57) 0 0 (0.00) 

  Chills 1 1 (3.57) 0 0 (0.00) 

  Face oedema 1 1 (3.57) 0 0 (0.00) 

  Facial pain 1 1 (3.57) 0 0 (0.00) 

  Fatigue 1 1 (3.57) 0 0 (0.00) 

  Gait disturbance 1 1 (3.57) 0 0 (0.00) 

  Generalised oedema 1 1 (3.57) 0 0 (0.00) 

  Malaise 1 1 (3.57) 0 0 (0.00) 

  Non-cardiac chest pain 1 1 (3.57) 0 0 (0.00) 

  Pain 1 1 (3.57) 0 0 (0.00) 

 
Immune system disorders     

  - Total 7 6 (21.43) 1 1 (3.57) 

  Hypogammaglobulinaemia 3 3 (10.71) 1 1 (3.57) 

  Allergy to immunoglobulin therapy 2 2 (7.14) 0 0 (0.00) 

  Drug hypersensitivity 2 2 (7.14) 0 0 (0.00) 

 
Infections and infestations     

  - Total 54 17 (60.71) 11 5 (17.86) 

  Upper respiratory tract infection 7 5 (17.86) 0 0 (0.00) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=28 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=28 
n (%)2 

  Nasopharyngitis 4 4 (14.29) 0 0 (0.00) 

  Gastroenteritis 3 3 (10.71) 0 0 (0.00) 

  Rash pustular 3 3 (10.71) 0 0 (0.00) 

  Conjunctivitis 2 1 (3.57) 0 0 (0.00) 

  Rhinitis 2 2 (7.14) 0 0 (0.00) 

  Alternaria infection 1 1 (3.57) 1 1 (3.57) 

  Aspergillus infection 1 1 (3.57) 1 1 (3.57) 

  Bacterial infection 1 1 (3.57) 1 1 (3.57) 

  Body tinea 1 1 (3.57) 0 0 (0.00) 

  Bronchitis 1 1 (3.57) 0 0 (0.00) 

  Candida infection 1 1 (3.57) 1 1 (3.57) 

  Catheter site infection 1 1 (3.57) 0 0 (0.00) 

  Cellulitis 1 1 (3.57) 0 0 (0.00) 

  Conjunctivitis viral 1 1 (3.57) 0 0 (0.00) 

  Device related infection 1 1 (3.57) 1 1 (3.57) 

  Enterococcal infection 1 1 (3.57) 1 1 (3.57) 

  Enterovirus infection 1 1 (3.57) 0 0 (0.00) 

  Folliculitis 1 1 (3.57) 0 0 (0.00) 

  Gastrointestinal infection 1 1 (3.57) 1 1 (3.57) 

  Herpes zoster 1 1 (3.57) 0 0 (0.00) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=28 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=28 
n (%)2 

  Impetigo 1 1 (3.57) 0 0 (0.00) 

  Laryngitis 1 1 (3.57) 0 0 (0.00) 

  Meningitis aseptic 1 1 (3.57) 1 1 (3.57) 

  Molluscum contagiosum 1 1 (3.57) 0 0 (0.00) 

  Mucosal infection 1 1 (3.57) 0 0 (0.00) 

  Oral herpes 1 1 (3.57) 0 0 (0.00) 

  Otitis externa 1 1 (3.57) 0 0 (0.00) 

  Otitis media 1 1 (3.57) 0 0 (0.00) 

  Otitis media acute 1 1 (3.57) 0 0 (0.00) 

  Parainfluenzae virus infection 1 1 (3.57) 0 0 (0.00) 

  Paronychia 1 1 (3.57) 0 0 (0.00) 

  Periorbital cellulitis 1 1 (3.57) 1 1 (3.57) 

  Pharyngitis 1 1 (3.57) 0 0 (0.00) 

  Pneumonia 1 1 (3.57) 1 1 (3.57) 

  Rhinovirus infection 1 1 (3.57) 0 0 (0.00) 

  Sinusitis 1 1 (3.57) 1 1 (3.57) 

  Skin infection 1 1 (3.57) 0 0 (0.00) 

  Tinea pedis 1 1 (3.57) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=28 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=28 
n (%)2 

  - Total 6 4 (14.29) 0 0 (0.00) 

  Contusion 2 2 (7.14) 0 0 (0.00) 

  Fall 1 1 (3.57) 0 0 (0.00) 

  Infusion related reaction 1 1 (3.57) 0 0 (0.00) 

  Skin abrasion 1 1 (3.57) 0 0 (0.00) 

  Splinter 1 1 (3.57) 0 0 (0.00) 

 
Investigations     

  - Total 32 10 (35.71) 18 6 (21.43) 

  Neutrophil count decreased 10 3 (10.71) 8 3 (10.71) 

  Platelet count decreased 6 5 (17.86) 2 2 (7.14) 

  Alanine aminotransferase increased 5 3 (10.71) 3 2 (7.14) 

  Aspartate aminotransferase 
increased 

4 3 (10.71) 3 2 (7.14) 

  White blood cell count decreased 4 3 (10.71) 2 2 (7.14) 

  Blood alkaline phosphatase 
increased 

1 1 (3.57) 0 0 (0.00) 

  Gamma-glutamyltransferase 
increased 

1 1 (3.57) 0 0 (0.00) 

  Weight decreased 1 1 (3.57) 0 0 (0.00) 

 
Metabolism and nutrition disorders     
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=28 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=28 
n (%)2 

  - Total 13 5 (17.86) 3 1 (3.57) 

  Hypokalaemia 3 1 (3.57) 2 1 (3.57) 

  Decreased appetite 2 2 (7.14) 0 0 (0.00) 

  Hyperglycaemia 2 2 (7.14) 1 1 (3.57) 

  Hyperkalaemia 2 2 (7.14) 0 0 (0.00) 

  Hypophosphataemia 2 1 (3.57) 0 0 (0.00) 

  Hyperuricaemia 1 1 (3.57) 0 0 (0.00) 

  Hypomagnesaemia 1 1 (3.57) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 15 5 (17.86) 0 0 (0.00) 

  Pain in extremity 5 2 (7.14) 0 0 (0.00) 

  Arthralgia 4 4 (14.29) 0 0 (0.00) 

  Back pain 3 2 (7.14) 0 0 (0.00) 

  Muscular weakness 1 1 (3.57) 0 0 (0.00) 

  Neck pain 1 1 (3.57) 0 0 (0.00) 

  Osteopenia 1 1 (3.57) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 1 1 (3.57) 1 1 (3.57) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=28 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=28 
n (%)2 

  B precursor type acute leukaemia 1 1 (3.57) 1 1 (3.57) 

 
Nervous system disorders     

  - Total 13 7 (25.00) 0 0 (0.00) 

  Headache 5 5 (17.86) 0 0 (0.00) 

  Dizziness 1 1 (3.57) 0 0 (0.00) 

  Dysarthria 1 1 (3.57) 0 0 (0.00) 

  Facial paralysis 1 1 (3.57) 0 0 (0.00) 

  Hemiparesis 1 1 (3.57) 0 0 (0.00) 

  Intracranial pressure increased 1 1 (3.57) 0 0 (0.00) 

  Lethargy 1 1 (3.57) 0 0 (0.00) 

  Neuropathy peripheral 1 1 (3.57) 0 0 (0.00) 

  Subdural hygroma 1 1 (3.57) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 3 3 (10.71) 0 0 (0.00) 

  Agitation 1 1 (3.57) 0 0 (0.00) 

  Anxiety 1 1 (3.57) 0 0 (0.00) 

  Insomnia 1 1 (3.57) 0 0 (0.00) 

 
Renal and urinary disorders     
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=28 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=28 
n (%)2 

  - Total 4 2 (7.14) 1 1 (3.57) 

  Haematuria 3 2 (7.14) 1 1 (3.57) 

  Proteinuria 1 1 (3.57) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 2 1 (3.57) 0 0 (0.00) 

  Perineal pain 1 1 (3.57) 0 0 (0.00) 

  Vulvovaginal pain 1 1 (3.57) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 26 8 (28.57) 1 1 (3.57) 

  Cough 8 6 (21.43) 0 0 (0.00) 

  Epistaxis 3 3 (10.71) 0 0 (0.00) 

  Nasal congestion 3 3 (10.71) 0 0 (0.00) 

  Dyspnoea 2 1 (3.57) 0 0 (0.00) 

  Rhinorrhoea 2 1 (3.57) 0 0 (0.00) 

  Hypoxia 1 1 (3.57) 1 1 (3.57) 

  Nasal septum perforation 1 1 (3.57) 0 0 (0.00) 

  Oropharyngeal pain 1 1 (3.57) 0 0 (0.00) 

  Productive cough 1 1 (3.57) 0 0 (0.00) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=28 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=28 
n (%)2 

  Rhinalgia 1 1 (3.57) 0 0 (0.00) 

  Rhonchi 1 1 (3.57) 0 0 (0.00) 

  Sinus pain 1 1 (3.57) 0 0 (0.00) 

  Tachypnoea 1 1 (3.57) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 14 8 (28.57) 0 0 (0.00) 

  Eczema 2 2 (7.14) 0 0 (0.00) 

  Petechiae 2 2 (7.14) 0 0 (0.00) 

  Pruritus 2 2 (7.14) 0 0 (0.00) 

  Rash 2 2 (7.14) 0 0 (0.00) 

  Skin ulcer 2 1 (3.57) 0 0 (0.00) 

  Alopecia 1 1 (3.57) 0 0 (0.00) 

  Dermatitis 1 1 (3.57) 0 0 (0.00) 

  Dermatitis bullous 1 1 (3.57) 0 0 (0.00) 

  Dry skin 1 1 (3.57) 0 0 (0.00) 

 
Vascular disorders     

  - Total 7 4 (14.29) 0 0 (0.00) 

  Flushing 3 1 (3.57) 0 0 (0.00) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=28 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=28 
n (%)2 

  Pallor 2 2 (7.14) 0 0 (0.00) 

  Embolism 1 1 (3.57) 0 0 (0.00) 

  Hypertension 1 1 (3.57) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187a 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=18 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=18 
n (%)2 

Total number of AE per patient 115 12 (66.67) 28 8 (44.44) 

 
Blood and lymphatic system disorders     

  - Total 5 2 (11.11) 3 2 (11.11) 

  Anaemia 4 1 (5.56) 2 1 (5.56) 

  Thrombocytopenia 1 1 (5.56) 1 1 (5.56) 

 
Cardiac disorders     

  - Total 1 1 (5.56) 0 0 (0.00) 

  Tachycardia 1 1 (5.56) 0 0 (0.00) 

 
Eye disorders     

  - Total 3 2 (11.11) 0 0 (0.00) 

  Astigmatism 1 1 (5.56) 0 0 (0.00) 

  Conjunctivitis allergic 1 1 (5.56) 0 0 (0.00) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=18 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=18 
n (%)2 

  Hypermetropia 1 1 (5.56) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 9 6 (33.33) 0 0 (0.00) 

  Nausea 4 4 (22.22) 0 0 (0.00) 

  Diarrhoea 2 1 (5.56) 0 0 (0.00) 

  Abdominal pain 1 1 (5.56) 0 0 (0.00) 

  Constipation 1 1 (5.56) 0 0 (0.00) 

  Vomiting 1 1 (5.56) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 11 5 (27.78) 0 0 (0.00) 

  Pyrexia 10 4 (22.22) 0 0 (0.00) 

  Chills 1 1 (5.56) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 1 1 (5.56) 0 0 (0.00) 

  Hepatotoxicity 1 1 (5.56) 0 0 (0.00) 

 
Immune system disorders     

  - Total 1 1 (5.56) 0 0 (0.00) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=18 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=18 
n (%)2 

  Hypogammaglobulinaemia 1 1 (5.56) 0 0 (0.00) 

 
Infections and infestations     

  - Total 18 11 (61.11) 5 5 (27.78) 

  Nasopharyngitis 4 4 (22.22) 0 0 (0.00) 

  Rhinitis 3 3 (16.67) 0 0 (0.00) 

  Herpes zoster 2 2 (11.11) 1 1 (5.56) 

  Atypical pneumonia 1 1 (5.56) 1 1 (5.56) 

  Device related infection 1 1 (5.56) 1 1 (5.56) 

  Enterovirus infection 1 1 (5.56) 0 0 (0.00) 

  Otitis externa 1 1 (5.56) 0 0 (0.00) 

  Otitis media 1 1 (5.56) 0 0 (0.00) 

  Pneumonia 1 1 (5.56) 1 1 (5.56) 

  Sepsis 1 1 (5.56) 1 1 (5.56) 

  Tooth infection 1 1 (5.56) 0 0 (0.00) 

  Viral upper respiratory tract infection 1 1 (5.56) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 1 1 (5.56) 0 0 (0.00) 

  Ligament sprain 1 1 (5.56) 0 0 (0.00) 

 



  

  

6632 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=18 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=18 
n (%)2 

Investigations     

  - Total 35 6 (33.33) 15 3 (16.67) 

  Neutrophil count decreased 11 2 (11.11) 7 2 (11.11) 

  White blood cell count decreased 10 3 (16.67) 5 2 (11.11) 

  Platelet count decreased 5 2 (11.11) 1 1 (5.56) 

  Lymphocyte count decreased 2 2 (11.11) 1 1 (5.56) 

  Activated partial thromboplastin time 
prolonged 

1 1 (5.56) 0 0 (0.00) 

  Alanine aminotransferase increased 1 1 (5.56) 0 0 (0.00) 

  Aspartate aminotransferase 
increased 

1 1 (5.56) 0 0 (0.00) 

  Blood lactate dehydrogenase 
increased 

1 1 (5.56) 0 0 (0.00) 

  Cytomegalovirus test positive 1 1 (5.56) 0 0 (0.00) 

  Immunoglobulins decreased 1 1 (5.56) 1 1 (5.56) 

  Lymph node palpable 1 1 (5.56) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 5 2 (11.11) 1 1 (5.56) 

  Dehydration 1 1 (5.56) 0 0 (0.00) 

  Hypercalcaemia 1 1 (5.56) 0 0 (0.00) 



  

  

6633 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=18 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=18 
n (%)2 

  Hyperuricaemia 1 1 (5.56) 0 0 (0.00) 

  Hypomagnesaemia 1 1 (5.56) 0 0 (0.00) 

  Lactic acidosis 1 1 (5.56) 1 1 (5.56) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 6 3 (16.67) 1 1 (5.56) 

  Arthralgia 2 1 (5.56) 1 1 (5.56) 

  Back pain 1 1 (5.56) 0 0 (0.00) 

  Bone pain 1 1 (5.56) 0 0 (0.00) 

  Neck pain 1 1 (5.56) 0 0 (0.00) 

  Pain in extremity 1 1 (5.56) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 1 1 (5.56) 1 1 (5.56) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (5.56) 1 1 (5.56) 

 
Reproductive system and breast 
disorders 

    

  - Total 1 1 (5.56) 1 1 (5.56) 

  Ovarian failure 1 1 (5.56) 1 1 (5.56) 



  

  

6634 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=18 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=18 
n (%)2 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 15 5 (27.78) 1 1 (5.56) 

  Cough 6 2 (11.11) 0 0 (0.00) 

  Epistaxis 2 2 (11.11) 0 0 (0.00) 

  Oropharyngeal pain 2 2 (11.11) 0 0 (0.00) 

  Dyspnoea 1 1 (5.56) 0 0 (0.00) 

  Nasal congestion 1 1 (5.56) 0 0 (0.00) 

  Pharyngeal erythema 1 1 (5.56) 0 0 (0.00) 

  Pulmonary granuloma 1 1 (5.56) 1 1 (5.56) 

  Stridor 1 1 (5.56) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 2 2 (11.11) 0 0 (0.00) 

  Dry skin 1 1 (5.56) 0 0 (0.00) 

  Ingrowing nail 1 1 (5.56) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 
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Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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6636 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187a 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=14 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=14 
n (%)2 

Total number of AE per patient 69 14 (100.00) 11 7 (50.00) 

 
Blood and lymphatic system disorders     

  - Total 6 3 (21.43) 2 2 (14.29) 

  Thrombocytopenia 3 2 (14.29) 1 1 (7.14) 

  Neutropenia 2 1 (7.14) 0 0 (0.00) 

  B-cell aplasia 1 1 (7.14) 1 1 (7.14) 

 
Eye disorders     

  - Total 1 1 (7.14) 0 0 (0.00) 

  Lacrimation increased 1 1 (7.14) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 5 2 (14.29) 0 0 (0.00) 

  Abdominal pain 1 1 (7.14) 0 0 (0.00) 



  

  

6637 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=14 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=14 
n (%)2 

  Constipation 1 1 (7.14) 0 0 (0.00) 

  Diarrhoea 1 1 (7.14) 0 0 (0.00) 

  Nausea 1 1 (7.14) 0 0 (0.00) 

  Toothache 1 1 (7.14) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 7 5 (35.71) 0 0 (0.00) 

  Pyrexia 3 3 (21.43) 0 0 (0.00) 

  Catheter site erythema 1 1 (7.14) 0 0 (0.00) 

  Chills 1 1 (7.14) 0 0 (0.00) 

  Gait disturbance 1 1 (7.14) 0 0 (0.00) 

  Oedema peripheral 1 1 (7.14) 0 0 (0.00) 

 
Immune system disorders     

  - Total 2 2 (14.29) 0 0 (0.00) 

  Cytokine release syndrome 1 1 (7.14) 0 0 (0.00) 

  Hypogammaglobulinaemia 1 1 (7.14) 0 0 (0.00) 

 
Infections and infestations     

  - Total 11 7 (50.00) 5 4 (28.57) 

  Bronchitis 1 1 (7.14) 0 0 (0.00) 



  

  

6638 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=14 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=14 
n (%)2 

  Central nervous system infection 1 1 (7.14) 0 0 (0.00) 

  Escherichia urinary tract infection 1 1 (7.14) 0 0 (0.00) 

  Herpes zoster 1 1 (7.14) 0 0 (0.00) 

  Influenza 1 1 (7.14) 1 1 (7.14) 

  Oral herpes 1 1 (7.14) 0 0 (0.00) 

  Pneumonia haemophilus 1 1 (7.14) 1 1 (7.14) 

  Respiratory syncytial virus infection 1 1 (7.14) 1 1 (7.14) 

  Septic shock 1 1 (7.14) 1 1 (7.14) 

  Sinusitis 1 1 (7.14) 0 0 (0.00) 

  Tonsillitis 1 1 (7.14) 1 1 (7.14) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 1 1 (7.14) 0 0 (0.00) 

  Procedural pain 1 1 (7.14) 0 0 (0.00) 

 
Investigations     

  - Total 9 4 (28.57) 2 1 (7.14) 

  Alanine aminotransferase increased 2 2 (14.29) 0 0 (0.00) 

  Aspartate aminotransferase 
increased 

2 2 (14.29) 0 0 (0.00) 

  Chlamydia test positive 1 1 (7.14) 0 0 (0.00) 



  

  

6639 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=14 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=14 
n (%)2 

  Neutrophil count decreased 1 1 (7.14) 1 1 (7.14) 

  Platelet count decreased 1 1 (7.14) 0 0 (0.00) 

  Vitamin D decreased 1 1 (7.14) 0 0 (0.00) 

  White blood cell count decreased 1 1 (7.14) 1 1 (7.14) 

 
Metabolism and nutrition disorders     

  - Total 7 3 (21.43) 0 0 (0.00) 

  Hypomagnesaemia 2 2 (14.29) 0 0 (0.00) 

  Hyperferritinaemia 1 1 (7.14) 0 0 (0.00) 

  Hypoalbuminaemia 1 1 (7.14) 0 0 (0.00) 

  Hypocalcaemia 1 1 (7.14) 0 0 (0.00) 

  Hypokalaemia 1 1 (7.14) 0 0 (0.00) 

  Hypophosphataemia 1 1 (7.14) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 5 4 (28.57) 0 0 (0.00) 

  Back pain 2 2 (14.29) 0 0 (0.00) 

  Arthralgia 1 1 (7.14) 0 0 (0.00) 

  Osteoporosis 1 1 (7.14) 0 0 (0.00) 

  Pain in extremity 1 1 (7.14) 0 0 (0.00) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=14 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=14 
n (%)2 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 2 2 (14.29) 2 2 (14.29) 

  Acute lymphocytic leukaemia 1 1 (7.14) 1 1 (7.14) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (7.14) 1 1 (7.14) 

 
Nervous system disorders     

  - Total 1 1 (7.14) 0 0 (0.00) 

  Neuralgia 1 1 (7.14) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 2 2 (14.29) 0 0 (0.00) 

  Confusional state 1 1 (7.14) 0 0 (0.00) 

  Depression 1 1 (7.14) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 2 2 (14.29) 0 0 (0.00) 

  Metrorrhagia 1 1 (7.14) 0 0 (0.00) 

  Vulvovaginal dryness 1 1 (7.14) 0 0 (0.00) 

 



  

  

6641 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=14 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=14 
n (%)2 

Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 2 2 (14.29) 0 0 (0.00) 

  Cough 2 2 (14.29) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 6 4 (28.57) 0 0 (0.00) 

  Eczema 2 1 (7.14) 0 0 (0.00) 

  Ingrowing nail 2 1 (7.14) 0 0 (0.00) 

  Erythema 1 1 (7.14) 0 0 (0.00) 

  Hangnail 1 1 (7.14) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187a 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Age 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Age: <10 years 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=9 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=9 
n (%)2 

Total number of AE per patient 3 3 (33.33) 2 2 (22.22) 

 
Eye disorders     

  - Total 1 1 (11.11) 1 1 (11.11) 

  Keratitis 1 1 (11.11) 1 1 (11.11) 

 
Infections and infestations     

  - Total 1 1 (11.11) 0 0 (0.00) 

  Rhinitis 1 1 (11.11) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 1 1 (11.11) 1 1 (11.11) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (11.11) 1 1 (11.11) 

 



  

  

6643 

 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187a 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Age 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=7 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=7 

n (%)2 

Total number of AE per patient 2 2 (28.57) 0 0 (0.00) 

 
Infections and infestations     

  - Total 1 1 (14.29) 0 0 (0.00) 

  Infection 1 1 (14.29) 0 0 (0.00) 

 
Investigations     

  - Total 1 1 (14.29) 0 0 (0.00) 

  Lymphocyte count decreased 1 1 (14.29) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187a 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Age 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Age: >=18 years 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=4 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=4 
n (%)2 

Total number of AE per patient 1 1 (25.00) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 1 1 (25.00) 0 0 (0.00) 

  Completed suicide 1 1 (25.00) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187a 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Age 

Safety Set 

 

Timing: At anytime, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=34 
n (%)2 

Total number of AE per patient 775 34 (100.00) 179 28 (82.35) 

 
Blood and lymphatic system disorders     

  - Total 40 18 (52.94) 21 12 (35.29) 

  Anaemia 21 10 (29.41) 9 6 (17.65) 

  Neutropenia 10 7 (20.59) 9 6 (17.65) 

  Febrile neutropenia 4 3 (8.82) 2 2 (5.88) 

  Disseminated intravascular 
coagulation 

2 2 (5.88) 0 0 (0.00) 

  Leukocytosis 1 1 (2.94) 0 0 (0.00) 

  Lymphopenia 1 1 (2.94) 1 1 (2.94) 

  Thrombocytopenia 1 1 (2.94) 0 0 (0.00) 

 
Cardiac disorders     



  

  

6648 

Timing: At anytime, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=34 
n (%)2 

  - Total 17 7 (20.59) 1 1 (2.94) 

  Sinus tachycardia 5 4 (11.76) 0 0 (0.00) 

  Tachycardia 5 4 (11.76) 0 0 (0.00) 

  Sinus bradycardia 4 2 (5.88) 0 0 (0.00) 

  Cardiac hypertrophy 1 1 (2.94) 0 0 (0.00) 

  Left ventricular dysfunction 1 1 (2.94) 1 1 (2.94) 

  Pericardial effusion 1 1 (2.94) 0 0 (0.00) 

 
Ear and labyrinth disorders     

  - Total 2 1 (2.94) 0 0 (0.00) 

  Ear pain 2 1 (2.94) 0 0 (0.00) 

 
Endocrine disorders     

  - Total 3 2 (5.88) 0 0 (0.00) 

  Hypothyroidism 1 1 (2.94) 0 0 (0.00) 

  Inappropriate antidiuretic hormone 
secretion 

1 1 (2.94) 0 0 (0.00) 

  Precocious puberty 1 1 (2.94) 0 0 (0.00) 

 
Eye disorders     

  - Total 13 6 (17.65) 1 1 (2.94) 
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Timing: At anytime, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=34 
n (%)2 

  Eye pain 3 2 (5.88) 0 0 (0.00) 

  Blepharitis 1 1 (2.94) 0 0 (0.00) 

  Blepharospasm 1 1 (2.94) 0 0 (0.00) 

  Blindness unilateral 1 1 (2.94) 0 0 (0.00) 

  Diplopia 1 1 (2.94) 0 0 (0.00) 

  Dry eye 1 1 (2.94) 0 0 (0.00) 

  Eye pruritus 1 1 (2.94) 0 0 (0.00) 

  Keratitis 1 1 (2.94) 1 1 (2.94) 

  Ocular hyperaemia 1 1 (2.94) 0 0 (0.00) 

  Ocular hypertension 1 1 (2.94) 0 0 (0.00) 

  Visual impairment 1 1 (2.94) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 86 20 (58.82) 3 3 (8.82) 

  Diarrhoea 19 10 (29.41) 1 1 (2.94) 

  Vomiting 13 8 (23.53) 0 0 (0.00) 

  Abdominal pain 11 5 (14.71) 0 0 (0.00) 

  Nausea 7 5 (14.71) 0 0 (0.00) 

  Constipation 5 4 (11.76) 0 0 (0.00) 

  Abdominal distension 4 3 (8.82) 0 0 (0.00) 
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Timing: At anytime, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=34 
n (%)2 

  Stomatitis 4 3 (8.82) 0 0 (0.00) 

  Proctalgia 3 2 (5.88) 0 0 (0.00) 

  Oral pain 2 1 (2.94) 0 0 (0.00) 

  Paraesthesia oral 2 2 (5.88) 0 0 (0.00) 

  Upper gastrointestinal haemorrhage 2 1 (2.94) 0 0 (0.00) 

  Abdominal pain lower 1 1 (2.94) 0 0 (0.00) 

  Abdominal pain upper 1 1 (2.94) 0 0 (0.00) 

  Anal fissure 1 1 (2.94) 0 0 (0.00) 

  Anal fistula 1 1 (2.94) 0 0 (0.00) 

  Anal haemorrhage 1 1 (2.94) 0 0 (0.00) 

  Dental caries 1 1 (2.94) 0 0 (0.00) 

  Gastrointestinal haemorrhage 1 1 (2.94) 1 1 (2.94) 

  Gastrointestinal motility disorder 1 1 (2.94) 0 0 (0.00) 

  Gingival bleeding 1 1 (2.94) 0 0 (0.00) 

  Hypoaesthesia oral 1 1 (2.94) 0 0 (0.00) 

  Lip dry 1 1 (2.94) 0 0 (0.00) 

  Lip haemorrhage 1 1 (2.94) 0 0 (0.00) 

  Periodontal disease 1 1 (2.94) 0 0 (0.00) 

  Rectal ulcer 1 1 (2.94) 1 1 (2.94) 
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Timing: At anytime, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=34 
n (%)2 

General disorders and administration 
site conditions 

    

  - Total 63 21 (61.76) 5 5 (14.71) 

  Pyrexia 35 18 (52.94) 2 2 (5.88) 

  Face oedema 5 5 (14.71) 0 0 (0.00) 

  Fatigue 4 3 (8.82) 0 0 (0.00) 

  Localised oedema 3 2 (5.88) 0 0 (0.00) 

  Catheter site pain 2 2 (5.88) 0 0 (0.00) 

  Non-cardiac chest pain 2 2 (5.88) 0 0 (0.00) 

  Pain 2 2 (5.88) 0 0 (0.00) 

  Axillary pain 1 1 (2.94) 0 0 (0.00) 

  Chills 1 1 (2.94) 0 0 (0.00) 

  Drug withdrawal syndrome 1 1 (2.94) 1 1 (2.94) 

  Facial pain 1 1 (2.94) 0 0 (0.00) 

  Gait disturbance 1 1 (2.94) 0 0 (0.00) 

  Generalised oedema 1 1 (2.94) 0 0 (0.00) 

  Malaise 1 1 (2.94) 0 0 (0.00) 

  Mucosal inflammation 1 1 (2.94) 1 1 (2.94) 

  Multiple organ dysfunction syndrome 1 1 (2.94) 1 1 (2.94) 
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Timing: At anytime, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=34 
n (%)2 

  Oedema peripheral 1 1 (2.94) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 4 4 (11.76) 2 2 (5.88) 

  Cholestasis 1 1 (2.94) 1 1 (2.94) 

  Gallbladder oedema 1 1 (2.94) 0 0 (0.00) 

  Hepatic failure 1 1 (2.94) 0 0 (0.00) 

  Hepatosplenomegaly 1 1 (2.94) 1 1 (2.94) 

 
Immune system disorders     

  - Total 80 29 (85.29) 25 14 (41.18) 

  Cytokine release syndrome 58 25 (73.53) 23 12 (35.29) 

  Hypogammaglobulinaemia 15 15 (44.12) 2 2 (5.88) 

  Allergy to immunoglobulin therapy 4 3 (8.82) 0 0 (0.00) 

  Drug hypersensitivity 2 2 (5.88) 0 0 (0.00) 

  Atopy 1 1 (2.94) 0 0 (0.00) 

 
Infections and infestations     

  - Total 75 22 (64.71) 16 8 (23.53) 

  Upper respiratory tract infection 8 6 (17.65) 0 0 (0.00) 

  Nasopharyngitis 4 4 (11.76) 0 0 (0.00) 
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Timing: At anytime, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=34 
n (%)2 

  Rash pustular 4 3 (8.82) 0 0 (0.00) 

  Gastroenteritis 3 3 (8.82) 0 0 (0.00) 

  Rhinitis 3 2 (5.88) 0 0 (0.00) 

  Candida infection 2 2 (5.88) 1 1 (2.94) 

  Cellulitis 2 2 (5.88) 0 0 (0.00) 

  Conjunctivitis 2 1 (2.94) 0 0 (0.00) 

  Device related infection 2 2 (5.88) 1 1 (2.94) 

  Meningitis aseptic 2 1 (2.94) 2 1 (2.94) 

  Pneumonia 2 2 (5.88) 2 2 (5.88) 

  Sinusitis 2 2 (5.88) 2 2 (5.88) 

  Viral upper respiratory tract infection 2 1 (2.94) 0 0 (0.00) 

  Alternaria infection 1 1 (2.94) 1 1 (2.94) 

  Aspergillus infection 1 1 (2.94) 1 1 (2.94) 

  Bacterial infection 1 1 (2.94) 1 1 (2.94) 

  Body tinea 1 1 (2.94) 0 0 (0.00) 

  Bronchitis 1 1 (2.94) 0 0 (0.00) 

  Bronchopulmonary aspergillosis 1 1 (2.94) 0 0 (0.00) 

  Catheter site infection 1 1 (2.94) 0 0 (0.00) 

  Conjunctivitis viral 1 1 (2.94) 0 0 (0.00) 



  

  

6654 

Timing: At anytime, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=34 
n (%)2 

  Enterococcal infection 1 1 (2.94) 1 1 (2.94) 

  Enterovirus infection 1 1 (2.94) 0 0 (0.00) 

  Folliculitis 1 1 (2.94) 0 0 (0.00) 

  Gastrointestinal infection 1 1 (2.94) 1 1 (2.94) 

  Helminthic infection 1 1 (2.94) 0 0 (0.00) 

  Herpes zoster 1 1 (2.94) 0 0 (0.00) 

  Impetigo 1 1 (2.94) 0 0 (0.00) 

  Influenza 1 1 (2.94) 0 0 (0.00) 

  Laryngitis 1 1 (2.94) 0 0 (0.00) 

  Molluscum contagiosum 1 1 (2.94) 0 0 (0.00) 

  Mucosal infection 1 1 (2.94) 0 0 (0.00) 

  Nail infection 1 1 (2.94) 0 0 (0.00) 

  Oral herpes 1 1 (2.94) 0 0 (0.00) 

  Otitis externa 1 1 (2.94) 0 0 (0.00) 

  Otitis media 1 1 (2.94) 0 0 (0.00) 

  Otitis media acute 1 1 (2.94) 0 0 (0.00) 

  Parainfluenzae virus infection 1 1 (2.94) 0 0 (0.00) 

  Paronychia 1 1 (2.94) 0 0 (0.00) 

  Parotitis 1 1 (2.94) 0 0 (0.00) 



  

  

6655 

Timing: At anytime, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=34 
n (%)2 

  Periorbital cellulitis 1 1 (2.94) 1 1 (2.94) 

  Pharyngitis 1 1 (2.94) 0 0 (0.00) 

  Pneumonia viral 1 1 (2.94) 0 0 (0.00) 

  Respiratory tract infection 1 1 (2.94) 0 0 (0.00) 

  Rhinovirus infection 1 1 (2.94) 0 0 (0.00) 

  Sepsis 1 1 (2.94) 1 1 (2.94) 

  Skin infection 1 1 (2.94) 0 0 (0.00) 

  Tinea pedis 1 1 (2.94) 0 0 (0.00) 

  Urinary tract infection viral 1 1 (2.94) 0 0 (0.00) 

  Vascular device infection 1 1 (2.94) 1 1 (2.94) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 16 8 (23.53) 0 0 (0.00) 

  Contusion 3 3 (8.82) 0 0 (0.00) 

  Allergic transfusion reaction 2 2 (5.88) 0 0 (0.00) 

  Fall 2 2 (5.88) 0 0 (0.00) 

  Infusion related reaction 2 1 (2.94) 0 0 (0.00) 

  Post procedural haemorrhage 1 1 (2.94) 0 0 (0.00) 

  Skin abrasion 1 1 (2.94) 0 0 (0.00) 



  

  

6656 

Timing: At anytime, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=34 
n (%)2 

  Splinter 1 1 (2.94) 0 0 (0.00) 

  Stoma site erythema 1 1 (2.94) 0 0 (0.00) 

  Stoma site haemorrhage 1 1 (2.94) 0 0 (0.00) 

  Subcutaneous haematoma 1 1 (2.94) 0 0 (0.00) 

  Transfusion reaction 1 1 (2.94) 0 0 (0.00) 

 
Investigations     

  - Total 106 21 (61.76) 60 18 (52.94) 

  Neutrophil count decreased 23 7 (20.59) 20 6 (17.65) 

  Platelet count decreased 18 6 (17.65) 9 4 (11.76) 

  White blood cell count decreased 16 10 (29.41) 11 8 (23.53) 

  Alanine aminotransferase increased 7 4 (11.76) 4 3 (8.82) 

  Aspartate aminotransferase 
increased 

7 5 (14.71) 4 3 (8.82) 

  Blood fibrinogen decreased 6 4 (11.76) 3 3 (8.82) 

  Blood creatine phosphokinase 
increased 

4 1 (2.94) 3 1 (2.94) 

  Blood alkaline phosphatase 
increased 

2 1 (2.94) 0 0 (0.00) 

  Blood bilirubin increased 2 2 (5.88) 2 2 (5.88) 

  Blood urea decreased 2 1 (2.94) 0 0 (0.00) 



  

  

6657 

Timing: At anytime, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=34 
n (%)2 

  Lipase increased 2 1 (2.94) 0 0 (0.00) 

  Lymphocyte count decreased 2 2 (5.88) 2 2 (5.88) 

  Prothrombin time prolonged 2 2 (5.88) 0 0 (0.00) 

  Activated partial thromboplastin time 
prolonged 

1 1 (2.94) 0 0 (0.00) 

  Ammonia increased 1 1 (2.94) 0 0 (0.00) 

  Blood creatinine increased 1 1 (2.94) 0 0 (0.00) 

  Blood magnesium increased 1 1 (2.94) 1 1 (2.94) 

  Blood urine present 1 1 (2.94) 0 0 (0.00) 

  C-reactive protein increased 1 1 (2.94) 0 0 (0.00) 

  Chest X-ray abnormal 1 1 (2.94) 0 0 (0.00) 

  Gamma-glutamyltransferase 
increased 

1 1 (2.94) 0 0 (0.00) 

  Haemoglobin decreased 1 1 (2.94) 1 1 (2.94) 

  Heart sounds abnormal 1 1 (2.94) 0 0 (0.00) 

  International normalised ratio 
increased 

1 1 (2.94) 0 0 (0.00) 

  Serum ferritin increased 1 1 (2.94) 0 0 (0.00) 

  Weight decreased 1 1 (2.94) 0 0 (0.00) 

 
Metabolism and nutrition disorders     



  

  

6658 

Timing: At anytime, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=34 
n (%)2 

  - Total 73 19 (55.88) 24 10 (29.41) 

  Hypokalaemia 22 11 (32.35) 10 7 (20.59) 

  Hypophosphataemia 14 7 (20.59) 2 2 (5.88) 

  Hypocalcaemia 9 4 (11.76) 8 4 (11.76) 

  Hypoalbuminaemia 7 4 (11.76) 0 0 (0.00) 

  Decreased appetite 5 5 (14.71) 0 0 (0.00) 

  Hypomagnesaemia 3 3 (8.82) 0 0 (0.00) 

  Hyponatraemia 3 1 (2.94) 1 1 (2.94) 

  Hyperglycaemia 2 2 (5.88) 1 1 (2.94) 

  Hyperkalaemia 2 2 (5.88) 0 0 (0.00) 

  Hyperuricaemia 2 2 (5.88) 0 0 (0.00) 

  Dehydration 1 1 (2.94) 1 1 (2.94) 

  Fluid overload 1 1 (2.94) 0 0 (0.00) 

  Hypernatraemia 1 1 (2.94) 0 0 (0.00) 

  Tumour lysis syndrome 1 1 (2.94) 1 1 (2.94) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 28 9 (26.47) 1 1 (2.94) 

  Pain in extremity 11 5 (14.71) 0 0 (0.00) 



  

  

6659 

Timing: At anytime, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=34 
n (%)2 

  Arthralgia 4 4 (11.76) 0 0 (0.00) 

  Myalgia 4 4 (11.76) 0 0 (0.00) 

  Back pain 3 2 (5.88) 0 0 (0.00) 

  Muscular weakness 3 2 (5.88) 1 1 (2.94) 

  Bone pain 1 1 (2.94) 0 0 (0.00) 

  Neck pain 1 1 (2.94) 0 0 (0.00) 

  Osteopenia 1 1 (2.94) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 3 3 (8.82) 3 3 (8.82) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (2.94) 1 1 (2.94) 

  B precursor type acute leukaemia 1 1 (2.94) 1 1 (2.94) 

  Leukaemia 1 1 (2.94) 1 1 (2.94) 

 
Nervous system disorders     

  - Total 31 15 (44.12) 4 3 (8.82) 

  Headache 12 10 (29.41) 0 0 (0.00) 

  Seizure 3 3 (8.82) 2 2 (5.88) 

  Tremor 3 3 (8.82) 0 0 (0.00) 



  

  

6660 

Timing: At anytime, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=34 
n (%)2 

  Lethargy 2 2 (5.88) 0 0 (0.00) 

  Depressed level of consciousness 1 1 (2.94) 1 1 (2.94) 

  Dizziness 1 1 (2.94) 0 0 (0.00) 

  Dysarthria 1 1 (2.94) 0 0 (0.00) 

  Dysgeusia 1 1 (2.94) 0 0 (0.00) 

  Encephalopathy 1 1 (2.94) 1 1 (2.94) 

  Facial paralysis 1 1 (2.94) 0 0 (0.00) 

  Hemiparesis 1 1 (2.94) 0 0 (0.00) 

  Intracranial pressure increased 1 1 (2.94) 0 0 (0.00) 

  Nervous system disorder 1 1 (2.94) 0 0 (0.00) 

  Neuropathy peripheral 1 1 (2.94) 0 0 (0.00) 

  Subdural hygroma 1 1 (2.94) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 17 10 (29.41) 2 1 (2.94) 

  Agitation 5 3 (8.82) 1 1 (2.94) 

  Anxiety 4 3 (8.82) 0 0 (0.00) 

  Insomnia 3 3 (8.82) 0 0 (0.00) 

  Confusional state 2 2 (5.88) 1 1 (2.94) 

  Irritability 2 2 (5.88) 0 0 (0.00) 



  

  

6661 

Timing: At anytime, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=34 
n (%)2 

  Delirium 1 1 (2.94) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 18 9 (26.47) 4 3 (8.82) 

  Acute kidney injury 6 3 (8.82) 3 2 (5.88) 

  Haematuria 6 4 (11.76) 1 1 (2.94) 

  Proteinuria 2 2 (5.88) 0 0 (0.00) 

  Dysuria 1 1 (2.94) 0 0 (0.00) 

  Polyuria 1 1 (2.94) 0 0 (0.00) 

  Urinary incontinence 1 1 (2.94) 0 0 (0.00) 

  Urinary tract disorder 1 1 (2.94) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 3 2 (5.88) 0 0 (0.00) 

  Perineal pain 1 1 (2.94) 0 0 (0.00) 

  Scrotal oedema 1 1 (2.94) 0 0 (0.00) 

  Vulvovaginal pain 1 1 (2.94) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    



  

  

6662 

Timing: At anytime, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=34 
n (%)2 

  - Total 45 15 (44.12) 5 5 (14.71) 

  Cough 13 10 (29.41) 0 0 (0.00) 

  Hypoxia 7 5 (14.71) 4 4 (11.76) 

  Epistaxis 5 5 (14.71) 0 0 (0.00) 

  Nasal congestion 3 3 (8.82) 0 0 (0.00) 

  Oropharyngeal pain 3 3 (8.82) 0 0 (0.00) 

  Rhinorrhoea 3 2 (5.88) 0 0 (0.00) 

  Dyspnoea 2 1 (2.94) 0 0 (0.00) 

  Tachypnoea 2 1 (2.94) 0 0 (0.00) 

  Apnoea 1 1 (2.94) 1 1 (2.94) 

  Nasal septum perforation 1 1 (2.94) 0 0 (0.00) 

  Pleural effusion 1 1 (2.94) 0 0 (0.00) 

  Productive cough 1 1 (2.94) 0 0 (0.00) 

  Rhinalgia 1 1 (2.94) 0 0 (0.00) 

  Rhonchi 1 1 (2.94) 0 0 (0.00) 

  Sinus pain 1 1 (2.94) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 35 17 (50.00) 1 1 (2.94) 



  

  

6663 

Timing: At anytime, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=34 
n (%)2 

  Rash 8 6 (17.65) 1 1 (2.94) 

  Pruritus 6 5 (14.71) 0 0 (0.00) 

  Dry skin 3 3 (8.82) 0 0 (0.00) 

  Erythema 3 3 (8.82) 0 0 (0.00) 

  Eczema 2 2 (5.88) 0 0 (0.00) 

  Papule 2 2 (5.88) 0 0 (0.00) 

  Petechiae 2 2 (5.88) 0 0 (0.00) 

  Skin ulcer 2 1 (2.94) 0 0 (0.00) 

  Alopecia 1 1 (2.94) 0 0 (0.00) 

  Dermatitis 1 1 (2.94) 0 0 (0.00) 

  Dermatitis bullous 1 1 (2.94) 0 0 (0.00) 

  Hangnail 1 1 (2.94) 0 0 (0.00) 

  Skin exfoliation 1 1 (2.94) 0 0 (0.00) 

  Skin lesion 1 1 (2.94) 0 0 (0.00) 

  Urticaria 1 1 (2.94) 0 0 (0.00) 

 
Vascular disorders     

  - Total 17 11 (32.35) 1 1 (2.94) 

  Hypertension 5 5 (14.71) 0 0 (0.00) 

  Hypotension 4 3 (8.82) 1 1 (2.94) 



  

  

6664 

Timing: At anytime, Age: <10 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=34 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=34 
n (%)2 

  Flushing 3 1 (2.94) 0 0 (0.00) 

  Pallor 2 2 (5.88) 0 0 (0.00) 

  Embolism 1 1 (2.94) 0 0 (0.00) 

  Lymphoedema 1 1 (2.94) 0 0 (0.00) 

  Venous thrombosis limb 1 1 (2.94) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:11                                        Final 

 
  



  

  

6665 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187a 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Age 

Safety Set 

 

Timing: At anytime, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

Total number of AE per patient 324 18 (100.00) 96 17 (94.44) 

 
Blood and lymphatic system disorders     

  - Total 24 10 (55.56) 16 9 (50.00) 

  Anaemia 10 2 (11.11) 5 1 (5.56) 

  Leukopenia 3 1 (5.56) 1 1 (5.56) 

  Neutropenia 3 2 (11.11) 3 2 (11.11) 

  Thrombocytopenia 3 2 (11.11) 2 2 (11.11) 

  Febrile neutropenia 2 2 (11.11) 2 2 (11.11) 

  Bone marrow failure 1 1 (5.56) 1 1 (5.56) 

  Coagulation factor deficiency 1 1 (5.56) 1 1 (5.56) 

  Pancytopenia 1 1 (5.56) 1 1 (5.56) 

 
Cardiac disorders     



  

  

6666 

Timing: At anytime, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  - Total 8 5 (27.78) 0 0 (0.00) 

  Tachycardia 5 3 (16.67) 0 0 (0.00) 

  Bradycardia 1 1 (5.56) 0 0 (0.00) 

  Cardiac discomfort 1 1 (5.56) 0 0 (0.00) 

  Sinus bradycardia 1 1 (5.56) 0 0 (0.00) 

 
Congenital, familial and genetic 
disorders 

    

  - Total 1 1 (5.56) 0 0 (0.00) 

  Talipes 1 1 (5.56) 0 0 (0.00) 

 
Ear and labyrinth disorders     

  - Total 1 1 (5.56) 1 1 (5.56) 

  Vertigo 1 1 (5.56) 1 1 (5.56) 

 
Eye disorders     

  - Total 7 4 (22.22) 1 1 (5.56) 

  Amaurosis 1 1 (5.56) 1 1 (5.56) 

  Astigmatism 1 1 (5.56) 0 0 (0.00) 

  Conjunctival haemorrhage 1 1 (5.56) 0 0 (0.00) 

  Conjunctivitis allergic 1 1 (5.56) 0 0 (0.00) 



  

  

6667 

Timing: At anytime, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  Hypermetropia 1 1 (5.56) 0 0 (0.00) 

  Optic atrophy 1 1 (5.56) 0 0 (0.00) 

  Vitreous opacities 1 1 (5.56) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 26 13 (72.22) 2 2 (11.11) 

  Nausea 9 8 (44.44) 1 1 (5.56) 

  Diarrhoea 5 4 (22.22) 1 1 (5.56) 

  Vomiting 5 5 (27.78) 0 0 (0.00) 

  Constipation 2 1 (5.56) 0 0 (0.00) 

  Abdominal pain 1 1 (5.56) 0 0 (0.00) 

  Abdominal pain upper 1 1 (5.56) 0 0 (0.00) 

  Dyspepsia 1 1 (5.56) 0 0 (0.00) 

  Gastrointestinal pain 1 1 (5.56) 0 0 (0.00) 

  Gingival swelling 1 1 (5.56) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 31 13 (72.22) 3 2 (11.11) 

  Pyrexia 20 6 (33.33) 1 1 (5.56) 

  Pain 2 2 (11.11) 0 0 (0.00) 



  

  

6668 

Timing: At anytime, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  Asthenia 1 1 (5.56) 0 0 (0.00) 

  Catheter site erythema 1 1 (5.56) 0 0 (0.00) 

  Catheter site pruritus 1 1 (5.56) 0 0 (0.00) 

  Chills 1 1 (5.56) 0 0 (0.00) 

  Face oedema 1 1 (5.56) 1 1 (5.56) 

  Fatigue 1 1 (5.56) 0 0 (0.00) 

  Localised oedema 1 1 (5.56) 1 1 (5.56) 

  Oedema 1 1 (5.56) 0 0 (0.00) 

  Oedema peripheral 1 1 (5.56) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 3 3 (16.67) 1 1 (5.56) 

  Hepatic steatosis 1 1 (5.56) 0 0 (0.00) 

  Hepatocellular injury 1 1 (5.56) 1 1 (5.56) 

  Hepatotoxicity 1 1 (5.56) 0 0 (0.00) 

 
Immune system disorders     

  - Total 25 13 (72.22) 10 6 (33.33) 

  Cytokine release syndrome 18 12 (66.67) 8 6 (33.33) 

  Hypogammaglobulinaemia 4 4 (22.22) 0 0 (0.00) 



  

  

6669 

Timing: At anytime, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  Haemophagocytic 
lymphohistiocytosis 

3 3 (16.67) 2 2 (11.11) 

 
Infections and infestations     

  - Total 26 12 (66.67) 8 6 (33.33) 

  Nasopharyngitis 4 4 (22.22) 0 0 (0.00) 

  Rhinitis 3 3 (16.67) 0 0 (0.00) 

  Herpes zoster 2 2 (11.11) 1 1 (5.56) 

  Sepsis 2 2 (11.11) 2 2 (11.11) 

  Atypical pneumonia 1 1 (5.56) 1 1 (5.56) 

  Bacterial infection 1 1 (5.56) 1 1 (5.56) 

  Device related infection 1 1 (5.56) 1 1 (5.56) 

  Enterovirus infection 1 1 (5.56) 0 0 (0.00) 

  Eye infection 1 1 (5.56) 0 0 (0.00) 

  Infection 1 1 (5.56) 0 0 (0.00) 

  Otitis externa 1 1 (5.56) 0 0 (0.00) 

  Otitis media 1 1 (5.56) 0 0 (0.00) 

  Paronychia 1 1 (5.56) 0 0 (0.00) 

  Pneumonia 1 1 (5.56) 1 1 (5.56) 

  Systemic infection 1 1 (5.56) 1 1 (5.56) 



  

  

6670 

Timing: At anytime, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  Tooth infection 1 1 (5.56) 0 0 (0.00) 

  Upper respiratory tract infection 1 1 (5.56) 0 0 (0.00) 

  Viral upper respiratory tract infection 1 1 (5.56) 0 0 (0.00) 

  Vulvitis 1 1 (5.56) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 5 3 (16.67) 1 1 (5.56) 

  Femoral neck fracture 1 1 (5.56) 0 0 (0.00) 

  Ligament sprain 1 1 (5.56) 0 0 (0.00) 

  Periorbital haematoma 1 1 (5.56) 1 1 (5.56) 

  Procedural pain 1 1 (5.56) 0 0 (0.00) 

  Thermal burn 1 1 (5.56) 0 0 (0.00) 

 
Investigations     

  - Total 72 8 (44.44) 37 5 (27.78) 

  White blood cell count decreased 17 3 (16.67) 12 2 (11.11) 

  Neutrophil count decreased 15 3 (16.67) 11 3 (16.67) 

  Platelet count decreased 15 2 (11.11) 10 2 (11.11) 

  Lymphocyte count decreased 4 3 (16.67) 2 2 (11.11) 

  Immunoglobulins decreased 3 3 (16.67) 2 2 (11.11) 



  

  

6671 

Timing: At anytime, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  Alanine aminotransferase increased 2 1 (5.56) 0 0 (0.00) 

  Aspartate aminotransferase 
increased 

2 1 (5.56) 0 0 (0.00) 

  Blood lactate dehydrogenase 
increased 

2 1 (5.56) 0 0 (0.00) 

  Blood potassium decreased 2 1 (5.56) 0 0 (0.00) 

  Activated partial thromboplastin time 
prolonged 

1 1 (5.56) 0 0 (0.00) 

  Antithrombin III decreased 1 1 (5.56) 0 0 (0.00) 

  Blood bilirubin increased 1 1 (5.56) 0 0 (0.00) 

  Blood chloride increased 1 1 (5.56) 0 0 (0.00) 

  Blood uric acid increased 1 1 (5.56) 0 0 (0.00) 

  C-reactive protein increased 1 1 (5.56) 0 0 (0.00) 

  Cytomegalovirus test positive 1 1 (5.56) 0 0 (0.00) 

  Electrocardiogram repolarisation 
abnormality 

1 1 (5.56) 0 0 (0.00) 

  Lymph node palpable 1 1 (5.56) 0 0 (0.00) 

  Protein total decreased 1 1 (5.56) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 27 8 (44.44) 4 2 (11.11) 



  

  

6672 

Timing: At anytime, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  Hypoalbuminaemia 5 3 (16.67) 1 1 (5.56) 

  Hypocalcaemia 4 2 (11.11) 0 0 (0.00) 

  Decreased appetite 3 3 (16.67) 1 1 (5.56) 

  Hyperuricaemia 3 2 (11.11) 0 0 (0.00) 

  Dehydration 2 1 (5.56) 0 0 (0.00) 

  Hyperglycaemia 2 2 (11.11) 1 1 (5.56) 

  Hypercalcaemia 1 1 (5.56) 0 0 (0.00) 

  Hyperkalaemia 1 1 (5.56) 0 0 (0.00) 

  Hypokalaemia 1 1 (5.56) 0 0 (0.00) 

  Hypomagnesaemia 1 1 (5.56) 0 0 (0.00) 

  Hyponatraemia 1 1 (5.56) 0 0 (0.00) 

  Hypophosphataemia 1 1 (5.56) 0 0 (0.00) 

  Lactic acidosis 1 1 (5.56) 1 1 (5.56) 

  Vitamin D deficiency 1 1 (5.56) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 12 7 (38.89) 2 2 (11.11) 

  Arthralgia 3 2 (11.11) 2 2 (11.11) 

  Back pain 2 2 (11.11) 0 0 (0.00) 



  

  

6673 

Timing: At anytime, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  Bone pain 1 1 (5.56) 0 0 (0.00) 

  Joint stiffness 1 1 (5.56) 0 0 (0.00) 

  Myalgia 1 1 (5.56) 0 0 (0.00) 

  Neck pain 1 1 (5.56) 0 0 (0.00) 

  Osteonecrosis 1 1 (5.56) 0 0 (0.00) 

  Osteopenia 1 1 (5.56) 0 0 (0.00) 

  Pain in extremity 1 1 (5.56) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 1 1 (5.56) 1 1 (5.56) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (5.56) 1 1 (5.56) 

 
Nervous system disorders     

  - Total 12 9 (50.00) 1 1 (5.56) 

  Headache 5 5 (27.78) 1 1 (5.56) 

  Intention tremor 2 2 (11.11) 0 0 (0.00) 

  Seizure 2 2 (11.11) 0 0 (0.00) 

  Cerebral atrophy 1 1 (5.56) 0 0 (0.00) 

  Neurological decompensation 1 1 (5.56) 0 0 (0.00) 



  

  

6674 

Timing: At anytime, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  Tremor 1 1 (5.56) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 3 2 (11.11) 0 0 (0.00) 

  Delirium 1 1 (5.56) 0 0 (0.00) 

  Disorientation 1 1 (5.56) 0 0 (0.00) 

  Hallucination 1 1 (5.56) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 2 2 (11.11) 0 0 (0.00) 

  Dysuria 1 1 (5.56) 0 0 (0.00) 

  Polyuria 1 1 (5.56) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 1 1 (5.56) 1 1 (5.56) 

  Ovarian failure 1 1 (5.56) 1 1 (5.56) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 19 6 (33.33) 2 1 (5.56) 

  Cough 7 2 (11.11) 0 0 (0.00) 



  

  

6675 

Timing: At anytime, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  Oropharyngeal pain 3 3 (16.67) 0 0 (0.00) 

  Epistaxis 2 2 (11.11) 0 0 (0.00) 

  Dyspnoea 1 1 (5.56) 0 0 (0.00) 

  Hypoxia 1 1 (5.56) 1 1 (5.56) 

  Increased upper airway secretion 1 1 (5.56) 0 0 (0.00) 

  Nasal congestion 1 1 (5.56) 0 0 (0.00) 

  Pharyngeal erythema 1 1 (5.56) 0 0 (0.00) 

  Pulmonary granuloma 1 1 (5.56) 1 1 (5.56) 

  Stridor 1 1 (5.56) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 10 6 (33.33) 0 0 (0.00) 

  Petechiae 2 2 (11.11) 0 0 (0.00) 

  Pruritus 2 2 (11.11) 0 0 (0.00) 

  Rash 2 2 (11.11) 0 0 (0.00) 

  Dermatitis acneiform 1 1 (5.56) 0 0 (0.00) 

  Dry skin 1 1 (5.56) 0 0 (0.00) 

  Ingrowing nail 1 1 (5.56) 0 0 (0.00) 

  Skin discolouration 1 1 (5.56) 0 0 (0.00) 

 



  

  

6676 

Timing: At anytime, Age: >=10 years to <18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

Vascular disorders     

  - Total 8 6 (33.33) 5 5 (27.78) 

  Hypertension 3 3 (16.67) 3 3 (16.67) 

  Hot flush 2 1 (5.56) 0 0 (0.00) 

  Hypotension 1 1 (5.56) 1 1 (5.56) 

  Jugular vein thrombosis 1 1 (5.56) 1 1 (5.56) 

  Vascular occlusion 1 1 (5.56) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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6677 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187a 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Age 

Safety Set 

 

Timing: At anytime, Age: >=18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=17 
n (%)2 

Total number of AE per patient 258 17 (100.00) 52 14 (82.35) 

 
Blood and lymphatic system disorders     

  - Total 16 10 (58.82) 7 4 (23.53) 

  Thrombocytopenia 6 3 (17.65) 4 2 (11.76) 

  Anaemia 2 2 (11.76) 0 0 (0.00) 

  B-cell aplasia 2 2 (11.76) 1 1 (5.88) 

  Neutropenia 2 1 (5.88) 0 0 (0.00) 

  Bone marrow failure 1 1 (5.88) 1 1 (5.88) 

  Disseminated intravascular 
coagulation 

1 1 (5.88) 1 1 (5.88) 

  Febrile neutropenia 1 1 (5.88) 0 0 (0.00) 

  Splenomegaly 1 1 (5.88) 0 0 (0.00) 

 



  

  

6678 

Timing: At anytime, Age: >=18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=17 
n (%)2 

Cardiac disorders     

  - Total 3 3 (17.65) 1 1 (5.88) 

  Tachycardia 2 2 (11.76) 0 0 (0.00) 

  Left ventricular dysfunction 1 1 (5.88) 1 1 (5.88) 

 
Eye disorders     

  - Total 3 2 (11.76) 0 0 (0.00) 

  Dry eye 1 1 (5.88) 0 0 (0.00) 

  Lacrimation increased 1 1 (5.88) 0 0 (0.00) 

  Vision blurred 1 1 (5.88) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 18 9 (52.94) 0 0 (0.00) 

  Nausea 4 3 (17.65) 0 0 (0.00) 

  Constipation 3 2 (11.76) 0 0 (0.00) 

  Diarrhoea 3 3 (17.65) 0 0 (0.00) 

  Abdominal pain 2 2 (11.76) 0 0 (0.00) 

  Abdominal pain upper 2 2 (11.76) 0 0 (0.00) 

  Anal incontinence 1 1 (5.88) 0 0 (0.00) 

  Gingival bleeding 1 1 (5.88) 0 0 (0.00) 



  

  

6679 

Timing: At anytime, Age: >=18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=17 
n (%)2 

  Rectal haemorrhage 1 1 (5.88) 0 0 (0.00) 

  Toothache 1 1 (5.88) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 29 11 (64.71) 4 2 (11.76) 

  Pyrexia 13 9 (52.94) 2 2 (11.76) 

  Fatigue 4 3 (17.65) 0 0 (0.00) 

  Oedema peripheral 4 3 (17.65) 0 0 (0.00) 

  Catheter site haemorrhage 2 2 (11.76) 1 1 (5.88) 

  Chills 2 2 (11.76) 0 0 (0.00) 

  Asthenia 1 1 (5.88) 0 0 (0.00) 

  Catheter site erythema 1 1 (5.88) 0 0 (0.00) 

  Gait disturbance 1 1 (5.88) 0 0 (0.00) 

  Pain 1 1 (5.88) 1 1 (5.88) 

 
Immune system disorders     

  - Total 26 12 (70.59) 8 4 (23.53) 

  Cytokine release syndrome 21 10 (58.82) 8 4 (23.53) 

  Hypogammaglobulinaemia 3 2 (11.76) 0 0 (0.00) 

  Allergy to immunoglobulin therapy 1 1 (5.88) 0 0 (0.00) 



  

  

6680 

Timing: At anytime, Age: >=18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=17 
n (%)2 

  Drug hypersensitivity 1 1 (5.88) 0 0 (0.00) 

 
Infections and infestations     

  - Total 25 11 (64.71) 12 7 (41.18) 

  Central nervous system infection 2 1 (5.88) 1 1 (5.88) 

  Herpes zoster 2 2 (11.76) 0 0 (0.00) 

  Respiratory syncytial virus infection 2 2 (11.76) 1 1 (5.88) 

  Aspergillus infection 1 1 (5.88) 1 1 (5.88) 

  Bronchitis 1 1 (5.88) 0 0 (0.00) 

  Candida infection 1 1 (5.88) 1 1 (5.88) 

  Cellulitis orbital 1 1 (5.88) 1 1 (5.88) 

  Cerebral fungal infection 1 1 (5.88) 1 1 (5.88) 

  Cystitis 1 1 (5.88) 0 0 (0.00) 

  Device related infection 1 1 (5.88) 0 0 (0.00) 

  Escherichia urinary tract infection 1 1 (5.88) 0 0 (0.00) 

  Infection 1 1 (5.88) 1 1 (5.88) 

  Influenza 1 1 (5.88) 1 1 (5.88) 

  Nasopharyngitis 1 1 (5.88) 0 0 (0.00) 

  Oral fungal infection 1 1 (5.88) 0 0 (0.00) 

  Oral herpes 1 1 (5.88) 0 0 (0.00) 



  

  

6681 

Timing: At anytime, Age: >=18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=17 
n (%)2 

  Pneumonia haemophilus 1 1 (5.88) 1 1 (5.88) 

  Pseudomembranous colitis 1 1 (5.88) 0 0 (0.00) 

  Septic shock 1 1 (5.88) 1 1 (5.88) 

  Sinusitis 1 1 (5.88) 0 0 (0.00) 

  Tonsillitis 1 1 (5.88) 1 1 (5.88) 

  Vascular device infection 1 1 (5.88) 1 1 (5.88) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 1 1 (5.88) 0 0 (0.00) 

  Procedural pain 1 1 (5.88) 0 0 (0.00) 

 
Investigations     

  - Total 30 10 (58.82) 7 4 (23.53) 

  Aspartate aminotransferase 
increased 

3 2 (11.76) 0 0 (0.00) 

  Blood creatinine increased 3 2 (11.76) 0 0 (0.00) 

  Immunoglobulins decreased 3 2 (11.76) 2 1 (5.88) 

  Platelet count decreased 3 2 (11.76) 1 1 (5.88) 

  Alanine aminotransferase increased 2 2 (11.76) 0 0 (0.00) 

  Blood urea increased 2 1 (5.88) 0 0 (0.00) 



  

  

6682 

Timing: At anytime, Age: >=18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=17 
n (%)2 

  Neutrophil count decreased 2 1 (5.88) 2 1 (5.88) 

  Blood alkaline phosphatase 
increased 

1 1 (5.88) 0 0 (0.00) 

  Blood fibrinogen decreased 1 1 (5.88) 0 0 (0.00) 

  Blood fibrinogen increased 1 1 (5.88) 0 0 (0.00) 

  Chlamydia test positive 1 1 (5.88) 0 0 (0.00) 

  Clostridium test positive 1 1 (5.88) 0 0 (0.00) 

  Fungal test positive 1 1 (5.88) 1 1 (5.88) 

  Gamma-glutamyltransferase 
increased 

1 1 (5.88) 0 0 (0.00) 

  Monocyte count decreased 1 1 (5.88) 0 0 (0.00) 

  Prothrombin time prolonged 1 1 (5.88) 0 0 (0.00) 

  Serum ferritin increased 1 1 (5.88) 0 0 (0.00) 

  Vitamin D decreased 1 1 (5.88) 0 0 (0.00) 

  White blood cell count decreased 1 1 (5.88) 1 1 (5.88) 

 
Metabolism and nutrition disorders     

  - Total 21 7 (41.18) 1 1 (5.88) 

  Hypokalaemia 5 3 (17.65) 0 0 (0.00) 

  Hyperphosphataemia 4 2 (11.76) 0 0 (0.00) 



  

  

6683 

Timing: At anytime, Age: >=18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=17 
n (%)2 

  Hypomagnesaemia 3 3 (17.65) 0 0 (0.00) 

  Hypocalcaemia 2 2 (11.76) 0 0 (0.00) 

  Hypophosphataemia 2 2 (11.76) 0 0 (0.00) 

  Dehydration 1 1 (5.88) 1 1 (5.88) 

  Fluid retention 1 1 (5.88) 0 0 (0.00) 

  Hypercalcaemia 1 1 (5.88) 0 0 (0.00) 

  Hyperferritinaemia 1 1 (5.88) 0 0 (0.00) 

  Hypoalbuminaemia 1 1 (5.88) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 13 7 (41.18) 1 1 (5.88) 

  Arthralgia 5 3 (17.65) 0 0 (0.00) 

  Back pain 2 2 (11.76) 0 0 (0.00) 

  Bone pain 1 1 (5.88) 0 0 (0.00) 

  Joint effusion 1 1 (5.88) 1 1 (5.88) 

  Muscular weakness 1 1 (5.88) 0 0 (0.00) 

  Myalgia 1 1 (5.88) 0 0 (0.00) 

  Osteoporosis 1 1 (5.88) 0 0 (0.00) 

  Pain in extremity 1 1 (5.88) 0 0 (0.00) 

 



  

  

6684 

Timing: At anytime, Age: >=18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=17 
n (%)2 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 4 4 (23.53) 4 4 (23.53) 

  Acute lymphocytic leukaemia 
recurrent 

2 2 (11.76) 2 2 (11.76) 

  Acute lymphocytic leukaemia 1 1 (5.88) 1 1 (5.88) 

  Neoplasm progression 1 1 (5.88) 1 1 (5.88) 

 
Nervous system disorders     

  - Total 14 7 (41.18) 5 3 (17.65) 

  Dyskinesia 4 1 (5.88) 2 1 (5.88) 

  Neuralgia 2 2 (11.76) 0 0 (0.00) 

  Somnolence 2 2 (11.76) 2 2 (11.76) 

  Dizziness 1 1 (5.88) 0 0 (0.00) 

  Encephalopathy 1 1 (5.88) 1 1 (5.88) 

  Head discomfort 1 1 (5.88) 0 0 (0.00) 

  Headache 1 1 (5.88) 0 0 (0.00) 

  Hyperkinesia 1 1 (5.88) 0 0 (0.00) 

  Seizure 1 1 (5.88) 0 0 (0.00) 

 
Product issues     



  

  

6685 

Timing: At anytime, Age: >=18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=17 
n (%)2 

  - Total 1 1 (5.88) 0 0 (0.00) 

  Device occlusion 1 1 (5.88) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 10 5 (29.41) 0 0 (0.00) 

  Insomnia 3 2 (11.76) 0 0 (0.00) 

  Anxiety 1 1 (5.88) 0 0 (0.00) 

  Completed suicide 1 1 (5.88) 0 0 (0.00) 

  Confusional state 1 1 (5.88) 0 0 (0.00) 

  Depression 1 1 (5.88) 0 0 (0.00) 

  Disorientation 1 1 (5.88) 0 0 (0.00) 

  Initial insomnia 1 1 (5.88) 0 0 (0.00) 

  Restlessness 1 1 (5.88) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 3 2 (11.76) 0 0 (0.00) 

  Chromaturia 2 1 (5.88) 0 0 (0.00) 

  Renal impairment 1 1 (5.88) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    



  

  

6686 

Timing: At anytime, Age: >=18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=17 
n (%)2 

  - Total 2 2 (11.76) 0 0 (0.00) 

  Metrorrhagia 1 1 (5.88) 0 0 (0.00) 

  Vulvovaginal dryness 1 1 (5.88) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 13 6 (35.29) 1 1 (5.88) 

  Hypoxia 4 2 (11.76) 0 0 (0.00) 

  Cough 2 2 (11.76) 0 0 (0.00) 

  Tachypnoea 2 2 (11.76) 0 0 (0.00) 

  Dyspnoea 1 1 (5.88) 0 0 (0.00) 

  Epistaxis 1 1 (5.88) 0 0 (0.00) 

  Lung disorder 1 1 (5.88) 1 1 (5.88) 

  Pleural effusion 1 1 (5.88) 0 0 (0.00) 

  Rhinorrhoea 1 1 (5.88) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 21 9 (52.94) 0 0 (0.00) 

  Erythema 5 3 (17.65) 0 0 (0.00) 

  Ingrowing nail 3 2 (11.76) 0 0 (0.00) 



  

  

6687 

Timing: At anytime, Age: >=18 years 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=17 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=17 
n (%)2 

  Petechiae 3 2 (11.76) 0 0 (0.00) 

  Eczema 2 1 (5.88) 0 0 (0.00) 

  Rash 2 2 (11.76) 0 0 (0.00) 

  Acne 1 1 (5.88) 0 0 (0.00) 

  Decubitus ulcer 1 1 (5.88) 0 0 (0.00) 

  Dry skin 1 1 (5.88) 0 0 (0.00) 

  Hangnail 1 1 (5.88) 0 0 (0.00) 

  Pruritus 1 1 (5.88) 0 0 (0.00) 

  Urticaria 1 1 (5.88) 0 0 (0.00) 

 
Vascular disorders     

  - Total 5 4 (23.53) 1 1 (5.88) 

  Hypotension 3 2 (11.76) 0 0 (0.00) 

  Capillary leak syndrome 1 1 (5.88) 1 1 (5.88) 

  Pallor 1 1 (5.88) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 



  

  

6688 

2 number of patients with Grade 3 or more AE 
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Tabl e 187b => N umber of adverse events post CTL019 i nfusion, regar dless  of study drug r elati onshi p, by pri mar y sys tem organ cl ass, pr eferred term and Gender (Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187b 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Gender 

Safety Set 

 

Timing: within 8 weeks post infusion, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=41 
n (%)2 

Total number of AE per patient 594 41 (100.00) 164 29 (70.73) 

 
Blood and lymphatic system disorders     

  - Total 41 22 (53.66) 25 14 (34.15) 

  Anaemia 20 10 (24.39) 9 5 (12.20) 

  Neutropenia 6 4 (9.76) 6 4 (9.76) 

  Febrile neutropenia 4 4 (9.76) 3 3 (7.32) 

  Thrombocytopenia 4 3 (7.32) 3 2 (4.88) 

  Leukopenia 3 1 (2.44) 1 1 (2.44) 

  Disseminated intravascular 
coagulation 

2 2 (4.88) 1 1 (2.44) 

  Bone marrow failure 1 1 (2.44) 1 1 (2.44) 

  Coagulation factor deficiency 1 1 (2.44) 1 1 (2.44) 

 
Cardiac disorders     



  

  

6690 

Timing: within 8 weeks post infusion, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=41 
n (%)2 

  - Total 14 9 (21.95) 2 2 (4.88) 

  Tachycardia 5 4 (9.76) 0 0 (0.00) 

  Left ventricular dysfunction 2 2 (4.88) 2 2 (4.88) 

  Sinus bradycardia 2 2 (4.88) 0 0 (0.00) 

  Sinus tachycardia 2 2 (4.88) 0 0 (0.00) 

  Bradycardia 1 1 (2.44) 0 0 (0.00) 

  Cardiac discomfort 1 1 (2.44) 0 0 (0.00) 

  Pericardial effusion 1 1 (2.44) 0 0 (0.00) 

 
Congenital, familial and genetic 
disorders 

    

  - Total 1 1 (2.44) 0 0 (0.00) 

  Talipes 1 1 (2.44) 0 0 (0.00) 

 
Eye disorders     

  - Total 6 4 (9.76) 1 1 (2.44) 

  Amaurosis 1 1 (2.44) 1 1 (2.44) 

  Blepharospasm 1 1 (2.44) 0 0 (0.00) 

  Diplopia 1 1 (2.44) 0 0 (0.00) 

  Dry eye 1 1 (2.44) 0 0 (0.00) 

  Optic atrophy 1 1 (2.44) 0 0 (0.00) 



  

  

6691 

Timing: within 8 weeks post infusion, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=41 
n (%)2 

  Vitreous opacities 1 1 (2.44) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 54 20 (48.78) 3 3 (7.32) 

  Diarrhoea 11 9 (21.95) 1 1 (2.44) 

  Nausea 9 7 (17.07) 0 0 (0.00) 

  Vomiting 5 5 (12.20) 0 0 (0.00) 

  Abdominal pain 4 4 (9.76) 0 0 (0.00) 

  Abdominal distension 2 1 (2.44) 0 0 (0.00) 

  Abdominal pain upper 2 2 (4.88) 0 0 (0.00) 

  Constipation 2 2 (4.88) 0 0 (0.00) 

  Paraesthesia oral 2 2 (4.88) 0 0 (0.00) 

  Upper gastrointestinal haemorrhage 2 1 (2.44) 0 0 (0.00) 

  Anal fissure 1 1 (2.44) 0 0 (0.00) 

  Anal fistula 1 1 (2.44) 0 0 (0.00) 

  Anal haemorrhage 1 1 (2.44) 0 0 (0.00) 

  Anal incontinence 1 1 (2.44) 0 0 (0.00) 

  Dyspepsia 1 1 (2.44) 0 0 (0.00) 

  Gastrointestinal haemorrhage 1 1 (2.44) 1 1 (2.44) 

  Gastrointestinal pain 1 1 (2.44) 0 0 (0.00) 



  

  

6692 

Timing: within 8 weeks post infusion, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=41 
n (%)2 

  Gingival bleeding 1 1 (2.44) 0 0 (0.00) 

  Gingival swelling 1 1 (2.44) 0 0 (0.00) 

  Hypoaesthesia oral 1 1 (2.44) 0 0 (0.00) 

  Lip dry 1 1 (2.44) 0 0 (0.00) 

  Lip haemorrhage 1 1 (2.44) 0 0 (0.00) 

  Proctalgia 1 1 (2.44) 0 0 (0.00) 

  Rectal haemorrhage 1 1 (2.44) 0 0 (0.00) 

  Rectal ulcer 1 1 (2.44) 1 1 (2.44) 

 
General disorders and administration 
site conditions 

    

  - Total 49 22 (53.66) 4 3 (7.32) 

  Pyrexia 22 14 (34.15) 2 2 (4.88) 

  Face oedema 4 4 (9.76) 1 1 (2.44) 

  Fatigue 4 4 (9.76) 0 0 (0.00) 

  Oedema peripheral 4 3 (7.32) 0 0 (0.00) 

  Pain 3 3 (7.32) 0 0 (0.00) 

  Asthenia 2 2 (4.88) 0 0 (0.00) 

  Catheter site pain 2 2 (4.88) 0 0 (0.00) 

  Localised oedema 2 2 (4.88) 1 1 (2.44) 



  

  

6693 

Timing: within 8 weeks post infusion, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=41 
n (%)2 

  Catheter site erythema 1 1 (2.44) 0 0 (0.00) 

  Catheter site haemorrhage 1 1 (2.44) 0 0 (0.00) 

  Catheter site pruritus 1 1 (2.44) 0 0 (0.00) 

  Chills 1 1 (2.44) 0 0 (0.00) 

  Non-cardiac chest pain 1 1 (2.44) 0 0 (0.00) 

  Oedema 1 1 (2.44) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 5 5 (12.20) 3 3 (7.32) 

  Cholestasis 1 1 (2.44) 1 1 (2.44) 

  Gallbladder oedema 1 1 (2.44) 0 0 (0.00) 

  Hepatic steatosis 1 1 (2.44) 0 0 (0.00) 

  Hepatocellular injury 1 1 (2.44) 1 1 (2.44) 

  Hepatosplenomegaly 1 1 (2.44) 1 1 (2.44) 

 
Immune system disorders     

  - Total 75 32 (78.05) 26 15 (36.59) 

  Cytokine release syndrome 61 29 (70.73) 25 15 (36.59) 

  Hypogammaglobulinaemia 8 8 (19.51) 0 0 (0.00) 

  Allergy to immunoglobulin therapy 2 2 (4.88) 0 0 (0.00) 



  

  

6694 

Timing: within 8 weeks post infusion, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=41 
n (%)2 

  Haemophagocytic 
lymphohistiocytosis 

2 2 (4.88) 1 1 (2.44) 

  Atopy 1 1 (2.44) 0 0 (0.00) 

  Drug hypersensitivity 1 1 (2.44) 0 0 (0.00) 

 
Infections and infestations     

  - Total 24 15 (36.59) 10 6 (14.63) 

  Candida infection 2 2 (4.88) 1 1 (2.44) 

  Device related infection 2 2 (4.88) 0 0 (0.00) 

  Sepsis 2 2 (4.88) 2 2 (4.88) 

  Aspergillus infection 1 1 (2.44) 1 1 (2.44) 

  Bacterial infection 1 1 (2.44) 1 1 (2.44) 

  Cellulitis 1 1 (2.44) 0 0 (0.00) 

  Central nervous system infection 1 1 (2.44) 1 1 (2.44) 

  Cerebral fungal infection 1 1 (2.44) 1 1 (2.44) 

  Eye infection 1 1 (2.44) 0 0 (0.00) 

  Helminthic infection 1 1 (2.44) 0 0 (0.00) 

  Herpes zoster 1 1 (2.44) 0 0 (0.00) 

  Infection 1 1 (2.44) 1 1 (2.44) 

  Nasopharyngitis 1 1 (2.44) 0 0 (0.00) 



  

  

6695 

Timing: within 8 weeks post infusion, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=41 
n (%)2 

  Oral fungal infection 1 1 (2.44) 0 0 (0.00) 

  Paronychia 1 1 (2.44) 0 0 (0.00) 

  Respiratory syncytial virus infection 1 1 (2.44) 0 0 (0.00) 

  Respiratory tract infection 1 1 (2.44) 0 0 (0.00) 

  Systemic infection 1 1 (2.44) 1 1 (2.44) 

  Upper respiratory tract infection 1 1 (2.44) 0 0 (0.00) 

  Urinary tract infection viral 1 1 (2.44) 0 0 (0.00) 

  Vascular device infection 1 1 (2.44) 1 1 (2.44) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 13 7 (17.07) 1 1 (2.44) 

  Allergic transfusion reaction 1 1 (2.44) 0 0 (0.00) 

  Contusion 1 1 (2.44) 0 0 (0.00) 

  Fall 1 1 (2.44) 0 0 (0.00) 

  Femoral neck fracture 1 1 (2.44) 0 0 (0.00) 

  Infusion related reaction 1 1 (2.44) 0 0 (0.00) 

  Periorbital haematoma 1 1 (2.44) 1 1 (2.44) 

  Post procedural haemorrhage 1 1 (2.44) 0 0 (0.00) 

  Procedural pain 1 1 (2.44) 0 0 (0.00) 



  

  

6696 

Timing: within 8 weeks post infusion, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=41 
n (%)2 

  Stoma site erythema 1 1 (2.44) 0 0 (0.00) 

  Stoma site haemorrhage 1 1 (2.44) 0 0 (0.00) 

  Subcutaneous haematoma 1 1 (2.44) 0 0 (0.00) 

  Thermal burn 1 1 (2.44) 0 0 (0.00) 

  Transfusion reaction 1 1 (2.44) 0 0 (0.00) 

 
Investigations     

  - Total 96 25 (60.98) 48 14 (34.15) 

  Platelet count decreased 21 6 (14.63) 15 4 (9.76) 

  White blood cell count decreased 14 7 (17.07) 11 5 (12.20) 

  Neutrophil count decreased 12 7 (17.07) 11 6 (14.63) 

  Immunoglobulins decreased 5 4 (9.76) 3 2 (4.88) 

  Aspartate aminotransferase 
increased 

4 4 (9.76) 1 1 (2.44) 

  Blood creatinine increased 3 2 (4.88) 0 0 (0.00) 

  Blood fibrinogen decreased 3 3 (7.32) 2 2 (4.88) 

  Alanine aminotransferase increased 2 2 (4.88) 1 1 (2.44) 

  Blood alkaline phosphatase 
increased 

2 2 (4.88) 0 0 (0.00) 

  Blood bilirubin increased 2 2 (4.88) 1 1 (2.44) 



  

  

6697 

Timing: within 8 weeks post infusion, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=41 
n (%)2 

  Blood potassium decreased 2 1 (2.44) 0 0 (0.00) 

  Blood urea decreased 2 1 (2.44) 0 0 (0.00) 

  Blood urea increased 2 1 (2.44) 0 0 (0.00) 

  C-reactive protein increased 2 2 (4.88) 0 0 (0.00) 

  Lipase increased 2 1 (2.44) 0 0 (0.00) 

  Prothrombin time prolonged 2 2 (4.88) 0 0 (0.00) 

  Serum ferritin increased 2 2 (4.88) 0 0 (0.00) 

  Ammonia increased 1 1 (2.44) 0 0 (0.00) 

  Antithrombin III decreased 1 1 (2.44) 0 0 (0.00) 

  Blood chloride increased 1 1 (2.44) 0 0 (0.00) 

  Blood lactate dehydrogenase 
increased 

1 1 (2.44) 0 0 (0.00) 

  Blood uric acid increased 1 1 (2.44) 0 0 (0.00) 

  Blood urine present 1 1 (2.44) 0 0 (0.00) 

  Electrocardiogram repolarisation 
abnormality 

1 1 (2.44) 0 0 (0.00) 

  Fungal test positive 1 1 (2.44) 1 1 (2.44) 

  Gamma-glutamyltransferase 
increased 

1 1 (2.44) 0 0 (0.00) 

  Haemoglobin decreased 1 1 (2.44) 1 1 (2.44) 



  

  

6698 

Timing: within 8 weeks post infusion, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=41 
n (%)2 

  Heart sounds abnormal 1 1 (2.44) 0 0 (0.00) 

  International normalised ratio 
increased 

1 1 (2.44) 0 0 (0.00) 

  Lymphocyte count decreased 1 1 (2.44) 1 1 (2.44) 

  Protein total decreased 1 1 (2.44) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 67 22 (53.66) 14 5 (12.20) 

  Hypokalaemia 17 10 (24.39) 6 4 (9.76) 

  Hypoalbuminaemia 10 6 (14.63) 1 1 (2.44) 

  Hypophosphataemia 9 6 (14.63) 1 1 (2.44) 

  Hypocalcaemia 8 4 (9.76) 3 1 (2.44) 

  Decreased appetite 5 5 (12.20) 1 1 (2.44) 

  Hyperphosphataemia 4 2 (4.88) 0 0 (0.00) 

  Hyperuricaemia 3 2 (4.88) 0 0 (0.00) 

  Hypomagnesaemia 3 3 (7.32) 0 0 (0.00) 

  Hyperglycaemia 2 2 (4.88) 1 1 (2.44) 

  Dehydration 1 1 (2.44) 0 0 (0.00) 

  Fluid retention 1 1 (2.44) 0 0 (0.00) 

  Hypercalcaemia 1 1 (2.44) 0 0 (0.00) 



  

  

6699 

Timing: within 8 weeks post infusion, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=41 
n (%)2 

  Hyperkalaemia 1 1 (2.44) 0 0 (0.00) 

  Hyponatraemia 1 1 (2.44) 0 0 (0.00) 

  Tumour lysis syndrome 1 1 (2.44) 1 1 (2.44) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 18 12 (29.27) 1 1 (2.44) 

  Arthralgia 4 3 (7.32) 1 1 (2.44) 

  Myalgia 3 3 (7.32) 0 0 (0.00) 

  Pain in extremity 3 3 (7.32) 0 0 (0.00) 

  Bone pain 2 2 (4.88) 0 0 (0.00) 

  Muscular weakness 2 2 (4.88) 0 0 (0.00) 

  Back pain 1 1 (2.44) 0 0 (0.00) 

  Joint stiffness 1 1 (2.44) 0 0 (0.00) 

  Osteonecrosis 1 1 (2.44) 0 0 (0.00) 

  Osteopenia 1 1 (2.44) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 3 3 (7.32) 3 3 (7.32) 



  

  

6700 

Timing: within 8 weeks post infusion, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=41 
n (%)2 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (2.44) 1 1 (2.44) 

  Leukaemia 1 1 (2.44) 1 1 (2.44) 

  Neoplasm progression 1 1 (2.44) 1 1 (2.44) 

 
Nervous system disorders     

  - Total 29 17 (41.46) 6 4 (9.76) 

  Headache 6 6 (14.63) 0 0 (0.00) 

  Seizure 5 5 (12.20) 2 2 (4.88) 

  Dyskinesia 4 1 (2.44) 2 1 (2.44) 

  Tremor 3 3 (7.32) 0 0 (0.00) 

  Intention tremor 2 2 (4.88) 0 0 (0.00) 

  Cerebral atrophy 1 1 (2.44) 0 0 (0.00) 

  Depressed level of consciousness 1 1 (2.44) 1 1 (2.44) 

  Dysgeusia 1 1 (2.44) 0 0 (0.00) 

  Encephalopathy 1 1 (2.44) 1 1 (2.44) 

  Hyperkinesia 1 1 (2.44) 0 0 (0.00) 

  Lethargy 1 1 (2.44) 0 0 (0.00) 

  Nervous system disorder 1 1 (2.44) 0 0 (0.00) 

  Neuralgia 1 1 (2.44) 0 0 (0.00) 



  

  

6701 

Timing: within 8 weeks post infusion, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=41 
n (%)2 

  Neurological decompensation 1 1 (2.44) 0 0 (0.00) 

 
Product issues     

  - Total 1 1 (2.44) 0 0 (0.00) 

  Device occlusion 1 1 (2.44) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 11 7 (17.07) 2 1 (2.44) 

  Agitation 3 2 (4.88) 1 1 (2.44) 

  Confusional state 2 2 (4.88) 1 1 (2.44) 

  Delirium 2 2 (4.88) 0 0 (0.00) 

  Anxiety 1 1 (2.44) 0 0 (0.00) 

  Disorientation 1 1 (2.44) 0 0 (0.00) 

  Initial insomnia 1 1 (2.44) 0 0 (0.00) 

  Insomnia 1 1 (2.44) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 17 9 (21.95) 3 2 (4.88) 

  Acute kidney injury 6 3 (7.32) 3 2 (4.88) 

  Haematuria 3 2 (4.88) 0 0 (0.00) 

  Chromaturia 2 1 (2.44) 0 0 (0.00) 



  

  

6702 

Timing: within 8 weeks post infusion, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=41 
n (%)2 

  Dysuria 2 2 (4.88) 0 0 (0.00) 

  Polyuria 2 2 (4.88) 0 0 (0.00) 

  Proteinuria 1 1 (2.44) 0 0 (0.00) 

  Urinary tract disorder 1 1 (2.44) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 1 1 (2.44) 0 0 (0.00) 

  Scrotal oedema 1 1 (2.44) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 20 10 (24.39) 5 5 (12.20) 

  Hypoxia 7 5 (12.20) 3 3 (7.32) 

  Cough 2 2 (4.88) 0 0 (0.00) 

  Epistaxis 2 2 (4.88) 0 0 (0.00) 

  Oropharyngeal pain 2 2 (4.88) 0 0 (0.00) 

  Tachypnoea 2 2 (4.88) 0 0 (0.00) 

  Apnoea 1 1 (2.44) 1 1 (2.44) 

  Dyspnoea 1 1 (2.44) 0 0 (0.00) 

  Lung disorder 1 1 (2.44) 1 1 (2.44) 



  

  

6703 

Timing: within 8 weeks post infusion, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=41 
n (%)2 

  Pleural effusion 1 1 (2.44) 0 0 (0.00) 

  Rhinorrhoea 1 1 (2.44) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 31 16 (39.02) 0 0 (0.00) 

  Pruritus 6 5 (12.20) 0 0 (0.00) 

  Petechiae 5 4 (9.76) 0 0 (0.00) 

  Rash 5 4 (9.76) 0 0 (0.00) 

  Dry skin 3 3 (7.32) 0 0 (0.00) 

  Erythema 3 3 (7.32) 0 0 (0.00) 

  Urticaria 2 2 (4.88) 0 0 (0.00) 

  Acne 1 1 (2.44) 0 0 (0.00) 

  Dermatitis acneiform 1 1 (2.44) 0 0 (0.00) 

  Hangnail 1 1 (2.44) 0 0 (0.00) 

  Ingrowing nail 1 1 (2.44) 0 0 (0.00) 

  Papule 1 1 (2.44) 0 0 (0.00) 

  Skin discolouration 1 1 (2.44) 0 0 (0.00) 

  Skin exfoliation 1 1 (2.44) 0 0 (0.00) 

 
Vascular disorders     



  

  

6704 

Timing: within 8 weeks post infusion, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=41 
n (%)2 

  - Total 18 13 (31.71) 7 7 (17.07) 

  Hypertension 5 5 (12.20) 3 3 (7.32) 

  Hypotension 5 3 (7.32) 2 2 (4.88) 

  Hot flush 2 1 (2.44) 0 0 (0.00) 

  Capillary leak syndrome 1 1 (2.44) 1 1 (2.44) 

  Jugular vein thrombosis 1 1 (2.44) 1 1 (2.44) 

  Lymphoedema 1 1 (2.44) 0 0 (0.00) 

  Pallor 1 1 (2.44) 0 0 (0.00) 

  Vascular occlusion 1 1 (2.44) 0 0 (0.00) 

  Venous thrombosis limb 1 1 (2.44) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:11                                        Final 
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6706 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187b 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Gender 

Safety Set 

 

Timing: within 8 weeks post infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=28 
n (%)2 

Total number of AE per patient 284 28 (100.00) 82 21 (75.00) 

 
Blood and lymphatic system disorders     

  - Total 16 12 (42.86) 11 8 (28.57) 

  Neutropenia 6 4 (14.29) 6 4 (14.29) 

  Anaemia 3 3 (10.71) 1 1 (3.57) 

  B-cell aplasia 1 1 (3.57) 0 0 (0.00) 

  Bone marrow failure 1 1 (3.57) 1 1 (3.57) 

  Disseminated intravascular 
coagulation 

1 1 (3.57) 0 0 (0.00) 

  Febrile neutropenia 1 1 (3.57) 1 1 (3.57) 

  Pancytopenia 1 1 (3.57) 1 1 (3.57) 

  Splenomegaly 1 1 (3.57) 0 0 (0.00) 

  Thrombocytopenia 1 1 (3.57) 1 1 (3.57) 

 



  

  

6707 

Timing: within 8 weeks post infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=28 
n (%)2 

Cardiac disorders     

  - Total 9 6 (21.43) 0 0 (0.00) 

  Tachycardia 5 4 (14.29) 0 0 (0.00) 

  Sinus bradycardia 2 1 (3.57) 0 0 (0.00) 

  Cardiac hypertrophy 1 1 (3.57) 0 0 (0.00) 

  Sinus tachycardia 1 1 (3.57) 0 0 (0.00) 

 
Ear and labyrinth disorders     

  - Total 1 1 (3.57) 1 1 (3.57) 

  Vertigo 1 1 (3.57) 1 1 (3.57) 

 
Endocrine disorders     

  - Total 1 1 (3.57) 0 0 (0.00) 

  Precocious puberty 1 1 (3.57) 0 0 (0.00) 

 
Eye disorders     

  - Total 4 3 (10.71) 0 0 (0.00) 

  Conjunctival haemorrhage 1 1 (3.57) 0 0 (0.00) 

  Dry eye 1 1 (3.57) 0 0 (0.00) 

  Ocular hypertension 1 1 (3.57) 0 0 (0.00) 

  Vision blurred 1 1 (3.57) 0 0 (0.00) 



  

  

6708 

Timing: within 8 weeks post infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=28 
n (%)2 

 
Gastrointestinal disorders     

  - Total 24 14 (50.00) 2 2 (7.14) 

  Diarrhoea 8 6 (21.43) 1 1 (3.57) 

  Vomiting 6 5 (17.86) 0 0 (0.00) 

  Nausea 4 4 (14.29) 1 1 (3.57) 

  Abdominal pain 3 2 (7.14) 0 0 (0.00) 

  Abdominal pain upper 1 1 (3.57) 0 0 (0.00) 

  Constipation 1 1 (3.57) 0 0 (0.00) 

  Stomatitis 1 1 (3.57) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 30 15 (53.57) 7 5 (17.86) 

  Pyrexia 19 11 (39.29) 2 2 (7.14) 

  Fatigue 4 3 (10.71) 0 0 (0.00) 

  Catheter site haemorrhage 1 1 (3.57) 1 1 (3.57) 

  Drug withdrawal syndrome 1 1 (3.57) 1 1 (3.57) 

  Face oedema 1 1 (3.57) 0 0 (0.00) 

  Mucosal inflammation 1 1 (3.57) 1 1 (3.57) 

  Multiple organ dysfunction syndrome 1 1 (3.57) 1 1 (3.57) 



  

  

6709 

Timing: within 8 weeks post infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=28 
n (%)2 

  Oedema peripheral 1 1 (3.57) 0 0 (0.00) 

  Pain 1 1 (3.57) 1 1 (3.57) 

 
Hepatobiliary disorders     

  - Total 1 1 (3.57) 0 0 (0.00) 

  Hepatic failure 1 1 (3.57) 0 0 (0.00) 

 
Immune system disorders     

  - Total 46 20 (71.43) 16 8 (28.57) 

  Cytokine release syndrome 35 17 (60.71) 14 7 (25.00) 

  Hypogammaglobulinaemia 9 8 (28.57) 1 1 (3.57) 

  Allergy to immunoglobulin therapy 1 1 (3.57) 0 0 (0.00) 

  Haemophagocytic 
lymphohistiocytosis 

1 1 (3.57) 1 1 (3.57) 

 
Infections and infestations     

  - Total 17 11 (39.29) 5 5 (17.86) 

  Viral upper respiratory tract infection 2 1 (3.57) 0 0 (0.00) 

  Bronchopulmonary aspergillosis 1 1 (3.57) 0 0 (0.00) 

  Cellulitis orbital 1 1 (3.57) 1 1 (3.57) 

  Cystitis 1 1 (3.57) 0 0 (0.00) 



  

  

6710 

Timing: within 8 weeks post infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=28 
n (%)2 

  Influenza 1 1 (3.57) 0 0 (0.00) 

  Meningitis aseptic 1 1 (3.57) 1 1 (3.57) 

  Nail infection 1 1 (3.57) 0 0 (0.00) 

  Parotitis 1 1 (3.57) 0 0 (0.00) 

  Pneumonia 1 1 (3.57) 1 1 (3.57) 

  Pneumonia viral 1 1 (3.57) 0 0 (0.00) 

  Pseudomembranous colitis 1 1 (3.57) 0 0 (0.00) 

  Rash pustular 1 1 (3.57) 0 0 (0.00) 

  Sinusitis 1 1 (3.57) 1 1 (3.57) 

  Upper respiratory tract infection 1 1 (3.57) 0 0 (0.00) 

  Vascular device infection 1 1 (3.57) 1 1 (3.57) 

  Vulvitis 1 1 (3.57) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 1 1 (3.57) 0 0 (0.00) 

  Allergic transfusion reaction 1 1 (3.57) 0 0 (0.00) 

 
Investigations     

  - Total 35 14 (50.00) 21 11 (39.29) 

  Neutrophil count decreased 6 4 (14.29) 6 4 (14.29) 



  

  

6711 

Timing: within 8 weeks post infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=28 
n (%)2 

  White blood cell count decreased 5 4 (14.29) 5 4 (14.29) 

  Blood creatine phosphokinase 
increased 

4 1 (3.57) 3 1 (3.57) 

  Blood fibrinogen decreased 4 2 (7.14) 1 1 (3.57) 

  Platelet count decreased 3 3 (10.71) 2 2 (7.14) 

  Lymphocyte count decreased 2 2 (7.14) 2 2 (7.14) 

  Activated partial thromboplastin time 
prolonged 

1 1 (3.57) 0 0 (0.00) 

  Alanine aminotransferase increased 1 1 (3.57) 0 0 (0.00) 

  Aspartate aminotransferase 
increased 

1 1 (3.57) 0 0 (0.00) 

  Blood bilirubin increased 1 1 (3.57) 1 1 (3.57) 

  Blood creatinine increased 1 1 (3.57) 0 0 (0.00) 

  Blood fibrinogen increased 1 1 (3.57) 0 0 (0.00) 

  Blood magnesium increased 1 1 (3.57) 1 1 (3.57) 

  Chest X-ray abnormal 1 1 (3.57) 0 0 (0.00) 

  Clostridium test positive 1 1 (3.57) 0 0 (0.00) 

  Monocyte count decreased 1 1 (3.57) 0 0 (0.00) 

  Prothrombin time prolonged 1 1 (3.57) 0 0 (0.00) 

 
Metabolism and nutrition disorders     



  

  

6712 

Timing: within 8 weeks post infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=28 
n (%)2 

  - Total 29 9 (32.14) 11 6 (21.43) 

  Hypokalaemia 7 5 (17.86) 2 2 (7.14) 

  Hypocalcaemia 6 3 (10.71) 5 3 (10.71) 

  Hypophosphataemia 5 3 (10.71) 1 1 (3.57) 

  Hyponatraemia 3 1 (3.57) 1 1 (3.57) 

  Dehydration 2 2 (7.14) 2 2 (7.14) 

  Hypoalbuminaemia 2 1 (3.57) 0 0 (0.00) 

  Decreased appetite 1 1 (3.57) 0 0 (0.00) 

  Fluid overload 1 1 (3.57) 0 0 (0.00) 

  Hypernatraemia 1 1 (3.57) 0 0 (0.00) 

  Vitamin D deficiency 1 1 (3.57) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 9 6 (21.43) 2 2 (7.14) 

  Myalgia 3 3 (10.71) 0 0 (0.00) 

  Pain in extremity 3 1 (3.57) 0 0 (0.00) 

  Arthralgia 1 1 (3.57) 0 0 (0.00) 

  Joint effusion 1 1 (3.57) 1 1 (3.57) 

  Muscular weakness 1 1 (3.57) 1 1 (3.57) 

 



  

  

6713 

Timing: within 8 weeks post infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=28 
n (%)2 

Nervous system disorders     

  - Total 14 10 (35.71) 4 3 (10.71) 

  Headache 7 6 (21.43) 1 1 (3.57) 

  Somnolence 2 2 (7.14) 2 2 (7.14) 

  Dizziness 1 1 (3.57) 0 0 (0.00) 

  Encephalopathy 1 1 (3.57) 1 1 (3.57) 

  Head discomfort 1 1 (3.57) 0 0 (0.00) 

  Seizure 1 1 (3.57) 0 0 (0.00) 

  Tremor 1 1 (3.57) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 13 8 (28.57) 0 0 (0.00) 

  Insomnia 4 3 (10.71) 0 0 (0.00) 

  Anxiety 3 3 (10.71) 0 0 (0.00) 

  Irritability 2 2 (7.14) 0 0 (0.00) 

  Agitation 1 1 (3.57) 0 0 (0.00) 

  Disorientation 1 1 (3.57) 0 0 (0.00) 

  Hallucination 1 1 (3.57) 0 0 (0.00) 

  Restlessness 1 1 (3.57) 0 0 (0.00) 

 



  

  

6714 

Timing: within 8 weeks post infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=28 
n (%)2 

Renal and urinary disorders     

  - Total 2 2 (7.14) 0 0 (0.00) 

  Renal impairment 1 1 (3.57) 0 0 (0.00) 

  Urinary incontinence 1 1 (3.57) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 14 10 (35.71) 1 1 (3.57) 

  Cough 4 4 (14.29) 0 0 (0.00) 

  Hypoxia 4 3 (10.71) 1 1 (3.57) 

  Epistaxis 1 1 (3.57) 0 0 (0.00) 

  Increased upper airway secretion 1 1 (3.57) 0 0 (0.00) 

  Oropharyngeal pain 1 1 (3.57) 0 0 (0.00) 

  Pleural effusion 1 1 (3.57) 0 0 (0.00) 

  Rhinorrhoea 1 1 (3.57) 0 0 (0.00) 

  Tachypnoea 1 1 (3.57) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 13 9 (32.14) 1 1 (3.57) 

  Rash 5 5 (17.86) 1 1 (3.57) 



  

  

6715 

Timing: within 8 weeks post infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=28 
n (%)2 

  Erythema 4 2 (7.14) 0 0 (0.00) 

  Decubitus ulcer 1 1 (3.57) 0 0 (0.00) 

  Papule 1 1 (3.57) 0 0 (0.00) 

  Pruritus 1 1 (3.57) 0 0 (0.00) 

  Skin lesion 1 1 (3.57) 0 0 (0.00) 

 
Vascular disorders     

  - Total 5 5 (17.86) 0 0 (0.00) 

  Hypotension 3 3 (10.71) 0 0 (0.00) 

  Hypertension 2 2 (7.14) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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6716 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187b 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

Total number of AE per patient 246 33 (86.84) 49 18 (47.37) 

 
Blood and lymphatic system disorders     

  - Total 16 10 (26.32) 6 5 (13.16) 

  Anaemia 7 4 (10.53) 3 2 (5.26) 

  Thrombocytopenia 5 4 (10.53) 2 2 (5.26) 

  Neutropenia 3 2 (5.26) 0 0 (0.00) 

  B-cell aplasia 1 1 (2.63) 1 1 (2.63) 

 
Cardiac disorders     

  - Total 1 1 (2.63) 0 0 (0.00) 

  Tachycardia 1 1 (2.63) 0 0 (0.00) 

 
Eye disorders     

  - Total 5 3 (7.89) 0 0 (0.00) 



  

  

6717 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

  Astigmatism 1 1 (2.63) 0 0 (0.00) 

  Blindness unilateral 1 1 (2.63) 0 0 (0.00) 

  Conjunctivitis allergic 1 1 (2.63) 0 0 (0.00) 

  Eye pain 1 1 (2.63) 0 0 (0.00) 

  Hypermetropia 1 1 (2.63) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 22 11 (28.95) 0 0 (0.00) 

  Diarrhoea 5 3 (7.89) 0 0 (0.00) 

  Nausea 5 5 (13.16) 0 0 (0.00) 

  Vomiting 4 3 (7.89) 0 0 (0.00) 

  Abdominal pain 2 2 (5.26) 0 0 (0.00) 

  Constipation 2 2 (5.26) 0 0 (0.00) 

  Abdominal distension 1 1 (2.63) 0 0 (0.00) 

  Abdominal pain lower 1 1 (2.63) 0 0 (0.00) 

  Gastrointestinal motility disorder 1 1 (2.63) 0 0 (0.00) 

  Toothache 1 1 (2.63) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 21 10 (26.32) 1 1 (2.63) 



  

  

6718 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

  Pyrexia 13 7 (18.42) 1 1 (2.63) 

  Chills 2 2 (5.26) 0 0 (0.00) 

  Gait disturbance 2 2 (5.26) 0 0 (0.00) 

  Axillary pain 1 1 (2.63) 0 0 (0.00) 

  Catheter site erythema 1 1 (2.63) 0 0 (0.00) 

  Fatigue 1 1 (2.63) 0 0 (0.00) 

  Pain 1 1 (2.63) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 1 1 (2.63) 0 0 (0.00) 

  Hepatotoxicity 1 1 (2.63) 0 0 (0.00) 

 
Immune system disorders     

  - Total 4 4 (10.53) 0 0 (0.00) 

  Allergy to immunoglobulin therapy 2 2 (5.26) 0 0 (0.00) 

  Hypogammaglobulinaemia 2 2 (5.26) 0 0 (0.00) 

 
Infections and infestations     

  - Total 45 22 (57.89) 11 10 (26.32) 

  Herpes zoster 4 4 (10.53) 1 1 (2.63) 

  Nasopharyngitis 4 4 (10.53) 0 0 (0.00) 



  

  

6719 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

  Bronchitis 2 2 (5.26) 0 0 (0.00) 

  Conjunctivitis 2 1 (2.63) 0 0 (0.00) 

  Device related infection 2 2 (5.26) 2 2 (5.26) 

  Gastroenteritis 2 2 (5.26) 0 0 (0.00) 

  Otitis media 2 2 (5.26) 0 0 (0.00) 

  Rhinitis 2 2 (5.26) 0 0 (0.00) 

  Upper respiratory tract infection 2 1 (2.63) 0 0 (0.00) 

  Atypical pneumonia 1 1 (2.63) 1 1 (2.63) 

  Cellulitis 1 1 (2.63) 0 0 (0.00) 

  Central nervous system infection 1 1 (2.63) 0 0 (0.00) 

  Enterovirus infection 1 1 (2.63) 0 0 (0.00) 

  Folliculitis 1 1 (2.63) 0 0 (0.00) 

  Gastrointestinal infection 1 1 (2.63) 1 1 (2.63) 

  Impetigo 1 1 (2.63) 0 0 (0.00) 

  Influenza 1 1 (2.63) 1 1 (2.63) 

  Laryngitis 1 1 (2.63) 0 0 (0.00) 

  Molluscum contagiosum 1 1 (2.63) 0 0 (0.00) 

  Oral herpes 1 1 (2.63) 0 0 (0.00) 

  Otitis externa 1 1 (2.63) 0 0 (0.00) 

  Otitis media acute 1 1 (2.63) 0 0 (0.00) 



  

  

6720 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

  Pneumonia 1 1 (2.63) 1 1 (2.63) 

  Pneumonia haemophilus 1 1 (2.63) 1 1 (2.63) 

  Rash pustular 1 1 (2.63) 0 0 (0.00) 

  Respiratory syncytial virus infection 1 1 (2.63) 1 1 (2.63) 

  Sepsis 1 1 (2.63) 1 1 (2.63) 

  Skin infection 1 1 (2.63) 0 0 (0.00) 

  Tinea pedis 1 1 (2.63) 0 0 (0.00) 

  Tonsillitis 1 1 (2.63) 1 1 (2.63) 

  Tooth infection 1 1 (2.63) 0 0 (0.00) 

  Viral upper respiratory tract infection 1 1 (2.63) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 4 3 (7.89) 0 0 (0.00) 

  Contusion 1 1 (2.63) 0 0 (0.00) 

  Fall 1 1 (2.63) 0 0 (0.00) 

  Infusion related reaction 1 1 (2.63) 0 0 (0.00) 

  Ligament sprain 1 1 (2.63) 0 0 (0.00) 

 
Investigations     

  - Total 55 14 (36.84) 24 6 (15.79) 



  

  

6721 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

  Neutrophil count decreased 12 3 (7.89) 8 3 (7.89) 

  White blood cell count decreased 12 4 (10.53) 6 3 (7.89) 

  Platelet count decreased 10 6 (15.79) 2 2 (5.26) 

  Alanine aminotransferase increased 6 4 (10.53) 3 2 (5.26) 

  Aspartate aminotransferase 
increased 

5 4 (10.53) 3 2 (5.26) 

  Activated partial thromboplastin time 
prolonged 

1 1 (2.63) 0 0 (0.00) 

  Blood alkaline phosphatase 
increased 

1 1 (2.63) 0 0 (0.00) 

  Blood lactate dehydrogenase 
increased 

1 1 (2.63) 0 0 (0.00) 

  Chlamydia test positive 1 1 (2.63) 0 0 (0.00) 

  Cytomegalovirus test positive 1 1 (2.63) 0 0 (0.00) 

  Gamma-glutamyltransferase 
increased 

1 1 (2.63) 0 0 (0.00) 

  Immunoglobulins decreased 1 1 (2.63) 1 1 (2.63) 

  Lymph node palpable 1 1 (2.63) 0 0 (0.00) 

  Lymphocyte count decreased 1 1 (2.63) 1 1 (2.63) 

  Vitamin D decreased 1 1 (2.63) 0 0 (0.00) 

 
Metabolism and nutrition disorders     



  

  

6722 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

  - Total 15 6 (15.79) 1 1 (2.63) 

  Hyperuricaemia 2 2 (5.26) 0 0 (0.00) 

  Hypomagnesaemia 2 2 (5.26) 0 0 (0.00) 

  Hypophosphataemia 2 1 (2.63) 0 0 (0.00) 

  Decreased appetite 1 1 (2.63) 0 0 (0.00) 

  Dehydration 1 1 (2.63) 0 0 (0.00) 

  Hypercalcaemia 1 1 (2.63) 0 0 (0.00) 

  Hyperferritinaemia 1 1 (2.63) 0 0 (0.00) 

  Hyperkalaemia 1 1 (2.63) 0 0 (0.00) 

  Hypoalbuminaemia 1 1 (2.63) 0 0 (0.00) 

  Hypocalcaemia 1 1 (2.63) 0 0 (0.00) 

  Hypokalaemia 1 1 (2.63) 0 0 (0.00) 

  Lactic acidosis 1 1 (2.63) 1 1 (2.63) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 12 8 (21.05) 1 1 (2.63) 

  Arthralgia 5 4 (10.53) 1 1 (2.63) 

  Back pain 3 3 (7.89) 0 0 (0.00) 

  Bone pain 1 1 (2.63) 0 0 (0.00) 

  Neck pain 1 1 (2.63) 0 0 (0.00) 



  

  

6723 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

  Osteopenia 1 1 (2.63) 0 0 (0.00) 

  Pain in extremity 1 1 (2.63) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 4 4 (10.53) 4 4 (10.53) 

  Acute lymphocytic leukaemia 
recurrent 

2 2 (5.26) 2 2 (5.26) 

  Acute lymphocytic leukaemia 1 1 (2.63) 1 1 (2.63) 

  B precursor type acute leukaemia 1 1 (2.63) 1 1 (2.63) 

 
Nervous system disorders     

  - Total 3 2 (5.26) 0 0 (0.00) 

  Dizziness 1 1 (2.63) 0 0 (0.00) 

  Headache 1 1 (2.63) 0 0 (0.00) 

  Hemiparesis 1 1 (2.63) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 3 3 (7.89) 0 0 (0.00) 

  Confusional state 1 1 (2.63) 0 0 (0.00) 

  Depression 1 1 (2.63) 0 0 (0.00) 

  Insomnia 1 1 (2.63) 0 0 (0.00) 

 



  

  

6724 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 23 11 (28.95) 1 1 (2.63) 

  Cough 13 8 (21.05) 0 0 (0.00) 

  Epistaxis 2 2 (5.26) 0 0 (0.00) 

  Nasal congestion 2 2 (5.26) 0 0 (0.00) 

  Oropharyngeal pain 2 2 (5.26) 0 0 (0.00) 

  Dyspnoea 1 1 (2.63) 0 0 (0.00) 

  Pulmonary granuloma 1 1 (2.63) 1 1 (2.63) 

  Rhonchi 1 1 (2.63) 0 0 (0.00) 

  Stridor 1 1 (2.63) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 11 8 (21.05) 0 0 (0.00) 

  Eczema 3 2 (5.26) 0 0 (0.00) 

  Ingrowing nail 3 2 (5.26) 0 0 (0.00) 

  Alopecia 1 1 (2.63) 0 0 (0.00) 

  Dermatitis 1 1 (2.63) 0 0 (0.00) 

  Dry skin 1 1 (2.63) 0 0 (0.00) 

  Erythema 1 1 (2.63) 0 0 (0.00) 



  

  

6725 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

  Petechiae 1 1 (2.63) 0 0 (0.00) 

 
Vascular disorders     

  - Total 1 1 (2.63) 0 0 (0.00) 

  Pallor 1 1 (2.63) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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6726 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187b 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

Total number of AE per patient 227 15 (68.18) 30 9 (40.91) 

 
Blood and lymphatic system disorders     

  - Total 7 3 (13.64) 2 2 (9.09) 

  Anaemia 3 2 (9.09) 1 1 (4.55) 

  Febrile neutropenia 2 1 (4.55) 0 0 (0.00) 

  Leukocytosis 1 1 (4.55) 0 0 (0.00) 

  Lymphopenia 1 1 (4.55) 1 1 (4.55) 

 
Cardiac disorders     

  - Total 4 2 (9.09) 0 0 (0.00) 

  Sinus tachycardia 2 2 (9.09) 0 0 (0.00) 

  Sinus bradycardia 1 1 (4.55) 0 0 (0.00) 

  Tachycardia 1 1 (4.55) 0 0 (0.00) 

 



  

  

6727 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

Ear and labyrinth disorders     

  - Total 2 1 (4.55) 0 0 (0.00) 

  Ear pain 2 1 (4.55) 0 0 (0.00) 

 
Endocrine disorders     

  - Total 2 2 (9.09) 0 0 (0.00) 

  Hypothyroidism 1 1 (4.55) 0 0 (0.00) 

  Inappropriate antidiuretic hormone 
secretion 

1 1 (4.55) 0 0 (0.00) 

 
Eye disorders     

  - Total 7 4 (18.18) 0 0 (0.00) 

  Eye pain 2 1 (4.55) 0 0 (0.00) 

  Blepharitis 1 1 (4.55) 0 0 (0.00) 

  Eye pruritus 1 1 (4.55) 0 0 (0.00) 

  Lacrimation increased 1 1 (4.55) 0 0 (0.00) 

  Ocular hyperaemia 1 1 (4.55) 0 0 (0.00) 

  Visual impairment 1 1 (4.55) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 30 6 (27.27) 0 0 (0.00) 

  Abdominal pain 5 3 (13.64) 0 0 (0.00) 



  

  

6728 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

  Constipation 5 4 (18.18) 0 0 (0.00) 

  Diarrhoea 3 1 (4.55) 0 0 (0.00) 

  Stomatitis 3 2 (9.09) 0 0 (0.00) 

  Vomiting 3 2 (9.09) 0 0 (0.00) 

  Nausea 2 1 (4.55) 0 0 (0.00) 

  Oral pain 2 1 (4.55) 0 0 (0.00) 

  Proctalgia 2 1 (4.55) 0 0 (0.00) 

  Abdominal distension 1 1 (4.55) 0 0 (0.00) 

  Abdominal pain upper 1 1 (4.55) 0 0 (0.00) 

  Dental caries 1 1 (4.55) 0 0 (0.00) 

  Gingival bleeding 1 1 (4.55) 0 0 (0.00) 

  Periodontal disease 1 1 (4.55) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 23 8 (36.36) 0 0 (0.00) 

  Pyrexia 14 7 (31.82) 0 0 (0.00) 

  Localised oedema 2 1 (4.55) 0 0 (0.00) 

  Chills 1 1 (4.55) 0 0 (0.00) 

  Face oedema 1 1 (4.55) 0 0 (0.00) 

  Facial pain 1 1 (4.55) 0 0 (0.00) 



  

  

6729 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

  Generalised oedema 1 1 (4.55) 0 0 (0.00) 

  Malaise 1 1 (4.55) 0 0 (0.00) 

  Non-cardiac chest pain 1 1 (4.55) 0 0 (0.00) 

  Oedema peripheral 1 1 (4.55) 0 0 (0.00) 

 
Immune system disorders     

  - Total 6 5 (22.73) 1 1 (4.55) 

  Hypogammaglobulinaemia 3 3 (13.64) 1 1 (4.55) 

  Drug hypersensitivity 2 2 (9.09) 0 0 (0.00) 

  Cytokine release syndrome 1 1 (4.55) 0 0 (0.00) 

 
Infections and infestations     

  - Total 38 13 (59.09) 10 4 (18.18) 

  Upper respiratory tract infection 5 4 (18.18) 0 0 (0.00) 

  Nasopharyngitis 4 4 (18.18) 0 0 (0.00) 

  Rhinitis 3 3 (13.64) 0 0 (0.00) 

  Rash pustular 2 2 (9.09) 0 0 (0.00) 

  Sinusitis 2 2 (9.09) 1 1 (4.55) 

  Alternaria infection 1 1 (4.55) 1 1 (4.55) 

  Aspergillus infection 1 1 (4.55) 1 1 (4.55) 

  Bacterial infection 1 1 (4.55) 1 1 (4.55) 



  

  

6730 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

  Body tinea 1 1 (4.55) 0 0 (0.00) 

  Candida infection 1 1 (4.55) 1 1 (4.55) 

  Catheter site infection 1 1 (4.55) 0 0 (0.00) 

  Conjunctivitis viral 1 1 (4.55) 0 0 (0.00) 

  Enterococcal infection 1 1 (4.55) 1 1 (4.55) 

  Enterovirus infection 1 1 (4.55) 0 0 (0.00) 

  Escherichia urinary tract infection 1 1 (4.55) 0 0 (0.00) 

  Gastroenteritis 1 1 (4.55) 0 0 (0.00) 

  Meningitis aseptic 1 1 (4.55) 1 1 (4.55) 

  Mucosal infection 1 1 (4.55) 0 0 (0.00) 

  Oral herpes 1 1 (4.55) 0 0 (0.00) 

  Otitis externa 1 1 (4.55) 0 0 (0.00) 

  Parainfluenzae virus infection 1 1 (4.55) 0 0 (0.00) 

  Paronychia 1 1 (4.55) 0 0 (0.00) 

  Periorbital cellulitis 1 1 (4.55) 1 1 (4.55) 

  Pharyngitis 1 1 (4.55) 0 0 (0.00) 

  Pneumonia 1 1 (4.55) 1 1 (4.55) 

  Rhinovirus infection 1 1 (4.55) 0 0 (0.00) 

  Septic shock 1 1 (4.55) 1 1 (4.55) 

 



  

  

6731 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

Injury, poisoning and procedural 
complications 

    

  - Total 4 3 (13.64) 0 0 (0.00) 

  Contusion 1 1 (4.55) 0 0 (0.00) 

  Procedural pain 1 1 (4.55) 0 0 (0.00) 

  Skin abrasion 1 1 (4.55) 0 0 (0.00) 

  Splinter 1 1 (4.55) 0 0 (0.00) 

 
Investigations     

  - Total 21 6 (27.27) 11 4 (18.18) 

  Neutrophil count decreased 10 3 (13.64) 8 3 (13.64) 

  White blood cell count decreased 3 3 (13.64) 2 2 (9.09) 

  Alanine aminotransferase increased 2 2 (9.09) 0 0 (0.00) 

  Aspartate aminotransferase 
increased 

2 2 (9.09) 0 0 (0.00) 

  Platelet count decreased 2 2 (9.09) 1 1 (4.55) 

  Lymphocyte count decreased 1 1 (4.55) 0 0 (0.00) 

  Weight decreased 1 1 (4.55) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 10 4 (18.18) 3 1 (4.55) 

  Hypokalaemia 3 1 (4.55) 2 1 (4.55) 



  

  

6732 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

  Hyperglycaemia 2 2 (9.09) 1 1 (4.55) 

  Hypomagnesaemia 2 2 (9.09) 0 0 (0.00) 

  Decreased appetite 1 1 (4.55) 0 0 (0.00) 

  Hyperkalaemia 1 1 (4.55) 0 0 (0.00) 

  Hypophosphataemia 1 1 (4.55) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 14 4 (18.18) 0 0 (0.00) 

  Pain in extremity 6 3 (13.64) 0 0 (0.00) 

  Back pain 3 2 (9.09) 0 0 (0.00) 

  Arthralgia 2 2 (9.09) 0 0 (0.00) 

  Muscular weakness 1 1 (4.55) 0 0 (0.00) 

  Neck pain 1 1 (4.55) 0 0 (0.00) 

  Osteoporosis 1 1 (4.55) 0 0 (0.00) 

 
Nervous system disorders     

  - Total 11 6 (27.27) 0 0 (0.00) 

  Headache 4 4 (18.18) 0 0 (0.00) 

  Dysarthria 1 1 (4.55) 0 0 (0.00) 

  Facial paralysis 1 1 (4.55) 0 0 (0.00) 



  

  

6733 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

  Intracranial pressure increased 1 1 (4.55) 0 0 (0.00) 

  Lethargy 1 1 (4.55) 0 0 (0.00) 

  Neuralgia 1 1 (4.55) 0 0 (0.00) 

  Neuropathy peripheral 1 1 (4.55) 0 0 (0.00) 

  Subdural hygroma 1 1 (4.55) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 2 2 (9.09) 0 0 (0.00) 

  Agitation 1 1 (4.55) 0 0 (0.00) 

  Anxiety 1 1 (4.55) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 4 2 (9.09) 1 1 (4.55) 

  Haematuria 3 2 (9.09) 1 1 (4.55) 

  Proteinuria 1 1 (4.55) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 5 4 (18.18) 1 1 (4.55) 

  Metrorrhagia 1 1 (4.55) 0 0 (0.00) 

  Ovarian failure 1 1 (4.55) 1 1 (4.55) 

  Perineal pain 1 1 (4.55) 0 0 (0.00) 



  

  

6734 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

  Vulvovaginal dryness 1 1 (4.55) 0 0 (0.00) 

  Vulvovaginal pain 1 1 (4.55) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 20 4 (18.18) 1 1 (4.55) 

  Cough 3 2 (9.09) 0 0 (0.00) 

  Epistaxis 3 3 (13.64) 0 0 (0.00) 

  Dyspnoea 2 1 (4.55) 0 0 (0.00) 

  Nasal congestion 2 2 (9.09) 0 0 (0.00) 

  Rhinorrhoea 2 1 (4.55) 0 0 (0.00) 

  Hypoxia 1 1 (4.55) 1 1 (4.55) 

  Nasal septum perforation 1 1 (4.55) 0 0 (0.00) 

  Oropharyngeal pain 1 1 (4.55) 0 0 (0.00) 

  Pharyngeal erythema 1 1 (4.55) 0 0 (0.00) 

  Productive cough 1 1 (4.55) 0 0 (0.00) 

  Rhinalgia 1 1 (4.55) 0 0 (0.00) 

  Sinus pain 1 1 (4.55) 0 0 (0.00) 

  Tachypnoea 1 1 (4.55) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    



  

  

6735 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

  - Total 11 6 (27.27) 0 0 (0.00) 

  Pruritus 2 2 (9.09) 0 0 (0.00) 

  Rash 2 2 (9.09) 0 0 (0.00) 

  Skin ulcer 2 1 (4.55) 0 0 (0.00) 

  Dermatitis bullous 1 1 (4.55) 0 0 (0.00) 

  Dry skin 1 1 (4.55) 0 0 (0.00) 

  Eczema 1 1 (4.55) 0 0 (0.00) 

  Hangnail 1 1 (4.55) 0 0 (0.00) 

  Petechiae 1 1 (4.55) 0 0 (0.00) 

 
Vascular disorders     

  - Total 6 3 (13.64) 0 0 (0.00) 

  Flushing 3 1 (4.55) 0 0 (0.00) 

  Embolism 1 1 (4.55) 0 0 (0.00) 

  Hypertension 1 1 (4.55) 0 0 (0.00) 

  Pallor 1 1 (4.55) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 
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2 number of patients with Grade 3 or more AE 
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6737 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187b 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Gender 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Gender: Male 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=10 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=10 
n (%)2 

Total number of AE per patient 2 2 (20.00) 1 1 (10.00) 

 
Eye disorders     

  - Total 1 1 (10.00) 1 1 (10.00) 

  Keratitis 1 1 (10.00) 1 1 (10.00) 

 
Psychiatric disorders     

  - Total 1 1 (10.00) 0 0 (0.00) 

  Completed suicide 1 1 (10.00) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 
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2 number of patients with Grade 3 or more AE 
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6739 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187b 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Gender 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=10 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=10 
n (%)2 

Total number of AE per patient 4 4 (40.00) 1 1 (10.00) 

 
Infections and infestations     

  - Total 2 2 (20.00) 0 0 (0.00) 

  Infection 1 1 (10.00) 0 0 (0.00) 

  Rhinitis 1 1 (10.00) 0 0 (0.00) 

 
Investigations     

  - Total 1 1 (10.00) 0 0 (0.00) 

  Lymphocyte count decreased 1 1 (10.00) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 1 1 (10.00) 1 1 (10.00) 



  

  

6740 

Timing: >1 year post-CTL019 infusion, Gender: Female 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=10 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=10 
n (%)2 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (10.00) 1 1 (10.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:11                                        Final 

 
  



  

  

6741 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187b 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Gender 

Safety Set 

 

Timing: At anytime, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=41 
n (%)2 

Total number of AE per patient 842 41 (100.00) 214 37 (90.24) 

 
Blood and lymphatic system disorders     

  - Total 57 25 (60.98) 31 16 (39.02) 

  Anaemia 27 10 (24.39) 12 5 (12.20) 

  Neutropenia 9 6 (14.63) 6 4 (9.76) 

  Thrombocytopenia 9 5 (12.20) 5 3 (7.32) 

  Febrile neutropenia 4 4 (9.76) 3 3 (7.32) 

  Leukopenia 3 1 (2.44) 1 1 (2.44) 

  Disseminated intravascular 
coagulation 

2 2 (4.88) 1 1 (2.44) 

  B-cell aplasia 1 1 (2.44) 1 1 (2.44) 

  Bone marrow failure 1 1 (2.44) 1 1 (2.44) 

  Coagulation factor deficiency 1 1 (2.44) 1 1 (2.44) 



  

  

6742 

Timing: At anytime, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=41 
n (%)2 

 
Cardiac disorders     

  - Total 15 9 (21.95) 2 2 (4.88) 

  Tachycardia 6 4 (9.76) 0 0 (0.00) 

  Left ventricular dysfunction 2 2 (4.88) 2 2 (4.88) 

  Sinus bradycardia 2 2 (4.88) 0 0 (0.00) 

  Sinus tachycardia 2 2 (4.88) 0 0 (0.00) 

  Bradycardia 1 1 (2.44) 0 0 (0.00) 

  Cardiac discomfort 1 1 (2.44) 0 0 (0.00) 

  Pericardial effusion 1 1 (2.44) 0 0 (0.00) 

 
Congenital, familial and genetic 
disorders 

    

  - Total 1 1 (2.44) 0 0 (0.00) 

  Talipes 1 1 (2.44) 0 0 (0.00) 

 
Eye disorders     

  - Total 12 7 (17.07) 2 2 (4.88) 

  Amaurosis 1 1 (2.44) 1 1 (2.44) 

  Astigmatism 1 1 (2.44) 0 0 (0.00) 

  Blepharospasm 1 1 (2.44) 0 0 (0.00) 



  

  

6743 

Timing: At anytime, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=41 
n (%)2 

  Blindness unilateral 1 1 (2.44) 0 0 (0.00) 

  Conjunctivitis allergic 1 1 (2.44) 0 0 (0.00) 

  Diplopia 1 1 (2.44) 0 0 (0.00) 

  Dry eye 1 1 (2.44) 0 0 (0.00) 

  Eye pain 1 1 (2.44) 0 0 (0.00) 

  Hypermetropia 1 1 (2.44) 0 0 (0.00) 

  Keratitis 1 1 (2.44) 1 1 (2.44) 

  Optic atrophy 1 1 (2.44) 0 0 (0.00) 

  Vitreous opacities 1 1 (2.44) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 76 27 (65.85) 3 3 (7.32) 

  Diarrhoea 16 11 (26.83) 1 1 (2.44) 

  Nausea 14 11 (26.83) 0 0 (0.00) 

  Vomiting 9 7 (17.07) 0 0 (0.00) 

  Abdominal pain 6 5 (12.20) 0 0 (0.00) 

  Constipation 4 3 (7.32) 0 0 (0.00) 

  Abdominal distension 3 2 (4.88) 0 0 (0.00) 

  Abdominal pain upper 2 2 (4.88) 0 0 (0.00) 

  Paraesthesia oral 2 2 (4.88) 0 0 (0.00) 



  

  

6744 

Timing: At anytime, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=41 
n (%)2 

  Upper gastrointestinal haemorrhage 2 1 (2.44) 0 0 (0.00) 

  Abdominal pain lower 1 1 (2.44) 0 0 (0.00) 

  Anal fissure 1 1 (2.44) 0 0 (0.00) 

  Anal fistula 1 1 (2.44) 0 0 (0.00) 

  Anal haemorrhage 1 1 (2.44) 0 0 (0.00) 

  Anal incontinence 1 1 (2.44) 0 0 (0.00) 

  Dyspepsia 1 1 (2.44) 0 0 (0.00) 

  Gastrointestinal haemorrhage 1 1 (2.44) 1 1 (2.44) 

  Gastrointestinal motility disorder 1 1 (2.44) 0 0 (0.00) 

  Gastrointestinal pain 1 1 (2.44) 0 0 (0.00) 

  Gingival bleeding 1 1 (2.44) 0 0 (0.00) 

  Gingival swelling 1 1 (2.44) 0 0 (0.00) 

  Hypoaesthesia oral 1 1 (2.44) 0 0 (0.00) 

  Lip dry 1 1 (2.44) 0 0 (0.00) 

  Lip haemorrhage 1 1 (2.44) 0 0 (0.00) 

  Proctalgia 1 1 (2.44) 0 0 (0.00) 

  Rectal haemorrhage 1 1 (2.44) 0 0 (0.00) 

  Rectal ulcer 1 1 (2.44) 1 1 (2.44) 

  Toothache 1 1 (2.44) 0 0 (0.00) 

 



  

  

6745 

Timing: At anytime, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=41 
n (%)2 

General disorders and administration 
site conditions 

    

  - Total 70 27 (65.85) 5 4 (9.76) 

  Pyrexia 35 19 (46.34) 3 3 (7.32) 

  Fatigue 5 4 (9.76) 0 0 (0.00) 

  Face oedema 4 4 (9.76) 1 1 (2.44) 

  Oedema peripheral 4 3 (7.32) 0 0 (0.00) 

  Pain 4 4 (9.76) 0 0 (0.00) 

  Chills 3 3 (7.32) 0 0 (0.00) 

  Asthenia 2 2 (4.88) 0 0 (0.00) 

  Catheter site erythema 2 2 (4.88) 0 0 (0.00) 

  Catheter site pain 2 2 (4.88) 0 0 (0.00) 

  Gait disturbance 2 2 (4.88) 0 0 (0.00) 

  Localised oedema 2 2 (4.88) 1 1 (2.44) 

  Axillary pain 1 1 (2.44) 0 0 (0.00) 

  Catheter site haemorrhage 1 1 (2.44) 0 0 (0.00) 

  Catheter site pruritus 1 1 (2.44) 0 0 (0.00) 

  Non-cardiac chest pain 1 1 (2.44) 0 0 (0.00) 

  Oedema 1 1 (2.44) 0 0 (0.00) 

 



  

  

6746 

Timing: At anytime, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=41 
n (%)2 

Hepatobiliary disorders     

  - Total 6 6 (14.63) 3 3 (7.32) 

  Cholestasis 1 1 (2.44) 1 1 (2.44) 

  Gallbladder oedema 1 1 (2.44) 0 0 (0.00) 

  Hepatic steatosis 1 1 (2.44) 0 0 (0.00) 

  Hepatocellular injury 1 1 (2.44) 1 1 (2.44) 

  Hepatosplenomegaly 1 1 (2.44) 1 1 (2.44) 

  Hepatotoxicity 1 1 (2.44) 0 0 (0.00) 

 
Immune system disorders     

  - Total 79 32 (78.05) 26 15 (36.59) 

  Cytokine release syndrome 61 29 (70.73) 25 15 (36.59) 

  Hypogammaglobulinaemia 10 10 (24.39) 0 0 (0.00) 

  Allergy to immunoglobulin therapy 4 3 (7.32) 0 0 (0.00) 

  Haemophagocytic 
lymphohistiocytosis 

2 2 (4.88) 1 1 (2.44) 

  Atopy 1 1 (2.44) 0 0 (0.00) 

  Drug hypersensitivity 1 1 (2.44) 0 0 (0.00) 

 
Infections and infestations     

  - Total 69 28 (68.29) 21 15 (36.59) 



  

  

6747 

Timing: At anytime, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=41 
n (%)2 

  Herpes zoster 5 5 (12.20) 1 1 (2.44) 

  Nasopharyngitis 5 5 (12.20) 0 0 (0.00) 

  Device related infection 4 4 (9.76) 2 2 (4.88) 

  Sepsis 3 3 (7.32) 3 3 (7.32) 

  Upper respiratory tract infection 3 2 (4.88) 0 0 (0.00) 

  Bronchitis 2 2 (4.88) 0 0 (0.00) 

  Candida infection 2 2 (4.88) 1 1 (2.44) 

  Cellulitis 2 2 (4.88) 0 0 (0.00) 

  Central nervous system infection 2 1 (2.44) 1 1 (2.44) 

  Conjunctivitis 2 1 (2.44) 0 0 (0.00) 

  Gastroenteritis 2 2 (4.88) 0 0 (0.00) 

  Otitis media 2 2 (4.88) 0 0 (0.00) 

  Respiratory syncytial virus infection 2 2 (4.88) 1 1 (2.44) 

  Rhinitis 2 2 (4.88) 0 0 (0.00) 

  Aspergillus infection 1 1 (2.44) 1 1 (2.44) 

  Atypical pneumonia 1 1 (2.44) 1 1 (2.44) 

  Bacterial infection 1 1 (2.44) 1 1 (2.44) 

  Cerebral fungal infection 1 1 (2.44) 1 1 (2.44) 

  Enterovirus infection 1 1 (2.44) 0 0 (0.00) 



  

  

6748 

Timing: At anytime, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=41 
n (%)2 

  Eye infection 1 1 (2.44) 0 0 (0.00) 

  Folliculitis 1 1 (2.44) 0 0 (0.00) 

  Gastrointestinal infection 1 1 (2.44) 1 1 (2.44) 

  Helminthic infection 1 1 (2.44) 0 0 (0.00) 

  Impetigo 1 1 (2.44) 0 0 (0.00) 

  Infection 1 1 (2.44) 1 1 (2.44) 

  Influenza 1 1 (2.44) 1 1 (2.44) 

  Laryngitis 1 1 (2.44) 0 0 (0.00) 

  Molluscum contagiosum 1 1 (2.44) 0 0 (0.00) 

  Oral fungal infection 1 1 (2.44) 0 0 (0.00) 

  Oral herpes 1 1 (2.44) 0 0 (0.00) 

  Otitis externa 1 1 (2.44) 0 0 (0.00) 

  Otitis media acute 1 1 (2.44) 0 0 (0.00) 

  Paronychia 1 1 (2.44) 0 0 (0.00) 

  Pneumonia 1 1 (2.44) 1 1 (2.44) 

  Pneumonia haemophilus 1 1 (2.44) 1 1 (2.44) 

  Rash pustular 1 1 (2.44) 0 0 (0.00) 

  Respiratory tract infection 1 1 (2.44) 0 0 (0.00) 

  Skin infection 1 1 (2.44) 0 0 (0.00) 



  

  

6749 

Timing: At anytime, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=41 
n (%)2 

  Systemic infection 1 1 (2.44) 1 1 (2.44) 

  Tinea pedis 1 1 (2.44) 0 0 (0.00) 

  Tonsillitis 1 1 (2.44) 1 1 (2.44) 

  Tooth infection 1 1 (2.44) 0 0 (0.00) 

  Urinary tract infection viral 1 1 (2.44) 0 0 (0.00) 

  Vascular device infection 1 1 (2.44) 1 1 (2.44) 

  Viral upper respiratory tract infection 1 1 (2.44) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 17 8 (19.51) 1 1 (2.44) 

  Contusion 2 2 (4.88) 0 0 (0.00) 

  Fall 2 2 (4.88) 0 0 (0.00) 

  Infusion related reaction 2 1 (2.44) 0 0 (0.00) 

  Allergic transfusion reaction 1 1 (2.44) 0 0 (0.00) 

  Femoral neck fracture 1 1 (2.44) 0 0 (0.00) 

  Ligament sprain 1 1 (2.44) 0 0 (0.00) 

  Periorbital haematoma 1 1 (2.44) 1 1 (2.44) 

  Post procedural haemorrhage 1 1 (2.44) 0 0 (0.00) 

  Procedural pain 1 1 (2.44) 0 0 (0.00) 



  

  

6750 

Timing: At anytime, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=41 
n (%)2 

  Stoma site erythema 1 1 (2.44) 0 0 (0.00) 

  Stoma site haemorrhage 1 1 (2.44) 0 0 (0.00) 

  Subcutaneous haematoma 1 1 (2.44) 0 0 (0.00) 

  Thermal burn 1 1 (2.44) 0 0 (0.00) 

  Transfusion reaction 1 1 (2.44) 0 0 (0.00) 

 
Investigations     

  - Total 151 25 (60.98) 72 16 (39.02) 

  Platelet count decreased 31 7 (17.07) 17 5 (12.20) 

  White blood cell count decreased 26 8 (19.51) 17 6 (14.63) 

  Neutrophil count decreased 24 7 (17.07) 19 6 (14.63) 

  Aspartate aminotransferase 
increased 

9 6 (14.63) 4 3 (7.32) 

  Alanine aminotransferase increased 8 5 (12.20) 4 3 (7.32) 

  Immunoglobulins decreased 6 5 (12.20) 4 3 (7.32) 

  Blood alkaline phosphatase 
increased 

3 2 (4.88) 0 0 (0.00) 

  Blood creatinine increased 3 2 (4.88) 0 0 (0.00) 

  Blood fibrinogen decreased 3 3 (7.32) 2 2 (4.88) 

  Blood bilirubin increased 2 2 (4.88) 1 1 (2.44) 



  

  

6751 

Timing: At anytime, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=41 
n (%)2 

  Blood lactate dehydrogenase 
increased 

2 1 (2.44) 0 0 (0.00) 

  Blood potassium decreased 2 1 (2.44) 0 0 (0.00) 

  Blood urea decreased 2 1 (2.44) 0 0 (0.00) 

  Blood urea increased 2 1 (2.44) 0 0 (0.00) 

  C-reactive protein increased 2 2 (4.88) 0 0 (0.00) 

  Gamma-glutamyltransferase 
increased 

2 2 (4.88) 0 0 (0.00) 

  Lipase increased 2 1 (2.44) 0 0 (0.00) 

  Lymphocyte count decreased 2 2 (4.88) 2 2 (4.88) 

  Prothrombin time prolonged 2 2 (4.88) 0 0 (0.00) 

  Serum ferritin increased 2 2 (4.88) 0 0 (0.00) 

  Activated partial thromboplastin time 
prolonged 

1 1 (2.44) 0 0 (0.00) 

  Ammonia increased 1 1 (2.44) 0 0 (0.00) 

  Antithrombin III decreased 1 1 (2.44) 0 0 (0.00) 

  Blood chloride increased 1 1 (2.44) 0 0 (0.00) 

  Blood uric acid increased 1 1 (2.44) 0 0 (0.00) 

  Blood urine present 1 1 (2.44) 0 0 (0.00) 

  Chlamydia test positive 1 1 (2.44) 0 0 (0.00) 



  

  

6752 

Timing: At anytime, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=41 
n (%)2 

  Cytomegalovirus test positive 1 1 (2.44) 0 0 (0.00) 

  Electrocardiogram repolarisation 
abnormality 

1 1 (2.44) 0 0 (0.00) 

  Fungal test positive 1 1 (2.44) 1 1 (2.44) 

  Haemoglobin decreased 1 1 (2.44) 1 1 (2.44) 

  Heart sounds abnormal 1 1 (2.44) 0 0 (0.00) 

  International normalised ratio 
increased 

1 1 (2.44) 0 0 (0.00) 

  Lymph node palpable 1 1 (2.44) 0 0 (0.00) 

  Protein total decreased 1 1 (2.44) 0 0 (0.00) 

  Vitamin D decreased 1 1 (2.44) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 82 23 (56.10) 15 6 (14.63) 

  Hypokalaemia 18 10 (24.39) 6 4 (9.76) 

  Hypoalbuminaemia 11 7 (17.07) 1 1 (2.44) 

  Hypophosphataemia 11 6 (14.63) 1 1 (2.44) 

  Hypocalcaemia 9 5 (12.20) 3 1 (2.44) 

  Decreased appetite 6 6 (14.63) 1 1 (2.44) 

  Hyperuricaemia 5 4 (9.76) 0 0 (0.00) 
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Timing: At anytime, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=41 
n (%)2 

  Hypomagnesaemia 5 5 (12.20) 0 0 (0.00) 

  Hyperphosphataemia 4 2 (4.88) 0 0 (0.00) 

  Dehydration 2 1 (2.44) 0 0 (0.00) 

  Hypercalcaemia 2 2 (4.88) 0 0 (0.00) 

  Hyperglycaemia 2 2 (4.88) 1 1 (2.44) 

  Hyperkalaemia 2 2 (4.88) 0 0 (0.00) 

  Fluid retention 1 1 (2.44) 0 0 (0.00) 

  Hyperferritinaemia 1 1 (2.44) 0 0 (0.00) 

  Hyponatraemia 1 1 (2.44) 0 0 (0.00) 

  Lactic acidosis 1 1 (2.44) 1 1 (2.44) 

  Tumour lysis syndrome 1 1 (2.44) 1 1 (2.44) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 30 15 (36.59) 2 2 (4.88) 

  Arthralgia 9 6 (14.63) 2 2 (4.88) 

  Back pain 4 4 (9.76) 0 0 (0.00) 

  Pain in extremity 4 4 (9.76) 0 0 (0.00) 

  Bone pain 3 3 (7.32) 0 0 (0.00) 

  Myalgia 3 3 (7.32) 0 0 (0.00) 
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Timing: At anytime, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=41 
n (%)2 

  Muscular weakness 2 2 (4.88) 0 0 (0.00) 

  Osteopenia 2 2 (4.88) 0 0 (0.00) 

  Joint stiffness 1 1 (2.44) 0 0 (0.00) 

  Neck pain 1 1 (2.44) 0 0 (0.00) 

  Osteonecrosis 1 1 (2.44) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 7 7 (17.07) 7 7 (17.07) 

  Acute lymphocytic leukaemia 
recurrent 

3 3 (7.32) 3 3 (7.32) 

  Acute lymphocytic leukaemia 1 1 (2.44) 1 1 (2.44) 

  B precursor type acute leukaemia 1 1 (2.44) 1 1 (2.44) 

  Leukaemia 1 1 (2.44) 1 1 (2.44) 

  Neoplasm progression 1 1 (2.44) 1 1 (2.44) 

 
Nervous system disorders     

  - Total 32 17 (41.46) 6 4 (9.76) 

  Headache 7 7 (17.07) 0 0 (0.00) 

  Seizure 5 5 (12.20) 2 2 (4.88) 

  Dyskinesia 4 1 (2.44) 2 1 (2.44) 
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Timing: At anytime, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=41 
n (%)2 

  Tremor 3 3 (7.32) 0 0 (0.00) 

  Intention tremor 2 2 (4.88) 0 0 (0.00) 

  Cerebral atrophy 1 1 (2.44) 0 0 (0.00) 

  Depressed level of consciousness 1 1 (2.44) 1 1 (2.44) 

  Dizziness 1 1 (2.44) 0 0 (0.00) 

  Dysgeusia 1 1 (2.44) 0 0 (0.00) 

  Encephalopathy 1 1 (2.44) 1 1 (2.44) 

  Hemiparesis 1 1 (2.44) 0 0 (0.00) 

  Hyperkinesia 1 1 (2.44) 0 0 (0.00) 

  Lethargy 1 1 (2.44) 0 0 (0.00) 

  Nervous system disorder 1 1 (2.44) 0 0 (0.00) 

  Neuralgia 1 1 (2.44) 0 0 (0.00) 

  Neurological decompensation 1 1 (2.44) 0 0 (0.00) 

 
Product issues     

  - Total 1 1 (2.44) 0 0 (0.00) 

  Device occlusion 1 1 (2.44) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 15 9 (21.95) 2 1 (2.44) 
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Timing: At anytime, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=41 
n (%)2 

  Agitation 3 2 (4.88) 1 1 (2.44) 

  Confusional state 3 3 (7.32) 1 1 (2.44) 

  Delirium 2 2 (4.88) 0 0 (0.00) 

  Insomnia 2 2 (4.88) 0 0 (0.00) 

  Anxiety 1 1 (2.44) 0 0 (0.00) 

  Completed suicide 1 1 (2.44) 0 0 (0.00) 

  Depression 1 1 (2.44) 0 0 (0.00) 

  Disorientation 1 1 (2.44) 0 0 (0.00) 

  Initial insomnia 1 1 (2.44) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 17 9 (21.95) 3 2 (4.88) 

  Acute kidney injury 6 3 (7.32) 3 2 (4.88) 

  Haematuria 3 2 (4.88) 0 0 (0.00) 

  Chromaturia 2 1 (2.44) 0 0 (0.00) 

  Dysuria 2 2 (4.88) 0 0 (0.00) 

  Polyuria 2 2 (4.88) 0 0 (0.00) 

  Proteinuria 1 1 (2.44) 0 0 (0.00) 

  Urinary tract disorder 1 1 (2.44) 0 0 (0.00) 
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Timing: At anytime, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=41 
n (%)2 

Reproductive system and breast 
disorders 

    

  - Total 1 1 (2.44) 0 0 (0.00) 

  Scrotal oedema 1 1 (2.44) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 43 15 (36.59) 6 5 (12.20) 

  Cough 15 9 (21.95) 0 0 (0.00) 

  Hypoxia 7 5 (12.20) 3 3 (7.32) 

  Epistaxis 4 4 (9.76) 0 0 (0.00) 

  Oropharyngeal pain 4 4 (9.76) 0 0 (0.00) 

  Dyspnoea 2 2 (4.88) 0 0 (0.00) 

  Nasal congestion 2 2 (4.88) 0 0 (0.00) 

  Tachypnoea 2 2 (4.88) 0 0 (0.00) 

  Apnoea 1 1 (2.44) 1 1 (2.44) 

  Lung disorder 1 1 (2.44) 1 1 (2.44) 

  Pleural effusion 1 1 (2.44) 0 0 (0.00) 

  Pulmonary granuloma 1 1 (2.44) 1 1 (2.44) 

  Rhinorrhoea 1 1 (2.44) 0 0 (0.00) 
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Timing: At anytime, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=41 
n (%)2 

  Rhonchi 1 1 (2.44) 0 0 (0.00) 

  Stridor 1 1 (2.44) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 42 21 (51.22) 0 0 (0.00) 

  Petechiae 6 5 (12.20) 0 0 (0.00) 

  Pruritus 6 5 (12.20) 0 0 (0.00) 

  Rash 5 4 (9.76) 0 0 (0.00) 

  Dry skin 4 4 (9.76) 0 0 (0.00) 

  Erythema 4 4 (9.76) 0 0 (0.00) 

  Ingrowing nail 4 3 (7.32) 0 0 (0.00) 

  Eczema 3 2 (4.88) 0 0 (0.00) 

  Urticaria 2 2 (4.88) 0 0 (0.00) 

  Acne 1 1 (2.44) 0 0 (0.00) 

  Alopecia 1 1 (2.44) 0 0 (0.00) 

  Dermatitis 1 1 (2.44) 0 0 (0.00) 

  Dermatitis acneiform 1 1 (2.44) 0 0 (0.00) 

  Hangnail 1 1 (2.44) 0 0 (0.00) 

  Papule 1 1 (2.44) 0 0 (0.00) 
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Timing: At anytime, Gender: Male 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=41 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=41 
n (%)2 

  Skin discolouration 1 1 (2.44) 0 0 (0.00) 

  Skin exfoliation 1 1 (2.44) 0 0 (0.00) 

 
Vascular disorders     

  - Total 19 14 (34.15) 7 7 (17.07) 

  Hypertension 5 5 (12.20) 3 3 (7.32) 

  Hypotension 5 3 (7.32) 2 2 (4.88) 

  Hot flush 2 1 (2.44) 0 0 (0.00) 

  Pallor 2 2 (4.88) 0 0 (0.00) 

  Capillary leak syndrome 1 1 (2.44) 1 1 (2.44) 

  Jugular vein thrombosis 1 1 (2.44) 1 1 (2.44) 

  Lymphoedema 1 1 (2.44) 0 0 (0.00) 

  Vascular occlusion 1 1 (2.44) 0 0 (0.00) 

  Venous thrombosis limb 1 1 (2.44) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187b 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Gender 

Safety Set 

 

Timing: At anytime, Gender: Female 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=28 
n (%)2 

Total number of AE per patient 515 28 (100.00) 113 22 (78.57) 

 
Blood and lymphatic system disorders     

  - Total 23 13 (46.43) 13 9 (32.14) 

  Anaemia 6 4 (14.29) 2 2 (7.14) 

  Neutropenia 6 4 (14.29) 6 4 (14.29) 

  Febrile neutropenia 3 2 (7.14) 1 1 (3.57) 

  B-cell aplasia 1 1 (3.57) 0 0 (0.00) 

  Bone marrow failure 1 1 (3.57) 1 1 (3.57) 

  Disseminated intravascular 
coagulation 

1 1 (3.57) 0 0 (0.00) 

  Leukocytosis 1 1 (3.57) 0 0 (0.00) 

  Lymphopenia 1 1 (3.57) 1 1 (3.57) 

  Pancytopenia 1 1 (3.57) 1 1 (3.57) 
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Timing: At anytime, Gender: Female 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=28 
n (%)2 

  Splenomegaly 1 1 (3.57) 0 0 (0.00) 

  Thrombocytopenia 1 1 (3.57) 1 1 (3.57) 

 
Cardiac disorders     

  - Total 13 6 (21.43) 0 0 (0.00) 

  Tachycardia 6 5 (17.86) 0 0 (0.00) 

  Sinus bradycardia 3 1 (3.57) 0 0 (0.00) 

  Sinus tachycardia 3 2 (7.14) 0 0 (0.00) 

  Cardiac hypertrophy 1 1 (3.57) 0 0 (0.00) 

 
Ear and labyrinth disorders     

  - Total 3 2 (7.14) 1 1 (3.57) 

  Ear pain 2 1 (3.57) 0 0 (0.00) 

  Vertigo 1 1 (3.57) 1 1 (3.57) 

 
Endocrine disorders     

  - Total 3 2 (7.14) 0 0 (0.00) 

  Hypothyroidism 1 1 (3.57) 0 0 (0.00) 

  Inappropriate antidiuretic hormone 
secretion 

1 1 (3.57) 0 0 (0.00) 

  Precocious puberty 1 1 (3.57) 0 0 (0.00) 
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Timing: At anytime, Gender: Female 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=28 
n (%)2 

Eye disorders     

  - Total 11 5 (17.86) 0 0 (0.00) 

  Eye pain 2 1 (3.57) 0 0 (0.00) 

  Blepharitis 1 1 (3.57) 0 0 (0.00) 

  Conjunctival haemorrhage 1 1 (3.57) 0 0 (0.00) 

  Dry eye 1 1 (3.57) 0 0 (0.00) 

  Eye pruritus 1 1 (3.57) 0 0 (0.00) 

  Lacrimation increased 1 1 (3.57) 0 0 (0.00) 

  Ocular hyperaemia 1 1 (3.57) 0 0 (0.00) 

  Ocular hypertension 1 1 (3.57) 0 0 (0.00) 

  Vision blurred 1 1 (3.57) 0 0 (0.00) 

  Visual impairment 1 1 (3.57) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 54 15 (53.57) 2 2 (7.14) 

  Diarrhoea 11 6 (21.43) 1 1 (3.57) 

  Vomiting 9 6 (21.43) 0 0 (0.00) 

  Abdominal pain 8 3 (10.71) 0 0 (0.00) 

  Constipation 6 4 (14.29) 0 0 (0.00) 

  Nausea 6 5 (17.86) 1 1 (3.57) 
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Timing: At anytime, Gender: Female 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=28 
n (%)2 

  Stomatitis 4 3 (10.71) 0 0 (0.00) 

  Abdominal pain upper 2 2 (7.14) 0 0 (0.00) 

  Oral pain 2 1 (3.57) 0 0 (0.00) 

  Proctalgia 2 1 (3.57) 0 0 (0.00) 

  Abdominal distension 1 1 (3.57) 0 0 (0.00) 

  Dental caries 1 1 (3.57) 0 0 (0.00) 

  Gingival bleeding 1 1 (3.57) 0 0 (0.00) 

  Periodontal disease 1 1 (3.57) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 53 18 (64.29) 7 5 (17.86) 

  Pyrexia 33 14 (50.00) 2 2 (7.14) 

  Fatigue 4 3 (10.71) 0 0 (0.00) 

  Face oedema 2 2 (7.14) 0 0 (0.00) 

  Localised oedema 2 1 (3.57) 0 0 (0.00) 

  Oedema peripheral 2 2 (7.14) 0 0 (0.00) 

  Catheter site haemorrhage 1 1 (3.57) 1 1 (3.57) 

  Chills 1 1 (3.57) 0 0 (0.00) 

  Drug withdrawal syndrome 1 1 (3.57) 1 1 (3.57) 
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Timing: At anytime, Gender: Female 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=28 
n (%)2 

  Facial pain 1 1 (3.57) 0 0 (0.00) 

  Generalised oedema 1 1 (3.57) 0 0 (0.00) 

  Malaise 1 1 (3.57) 0 0 (0.00) 

  Mucosal inflammation 1 1 (3.57) 1 1 (3.57) 

  Multiple organ dysfunction syndrome 1 1 (3.57) 1 1 (3.57) 

  Non-cardiac chest pain 1 1 (3.57) 0 0 (0.00) 

  Pain 1 1 (3.57) 1 1 (3.57) 

 
Hepatobiliary disorders     

  - Total 1 1 (3.57) 0 0 (0.00) 

  Hepatic failure 1 1 (3.57) 0 0 (0.00) 

 
Immune system disorders     

  - Total 52 22 (78.57) 17 9 (32.14) 

  Cytokine release syndrome 36 18 (64.29) 14 7 (25.00) 

  Hypogammaglobulinaemia 12 11 (39.29) 2 2 (7.14) 

  Drug hypersensitivity 2 2 (7.14) 0 0 (0.00) 

  Allergy to immunoglobulin therapy 1 1 (3.57) 0 0 (0.00) 

  Haemophagocytic 
lymphohistiocytosis 

1 1 (3.57) 1 1 (3.57) 
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Timing: At anytime, Gender: Female 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=28 
n (%)2 

Infections and infestations     

  - Total 57 17 (60.71) 15 6 (21.43) 

  Upper respiratory tract infection 6 5 (17.86) 0 0 (0.00) 

  Nasopharyngitis 4 4 (14.29) 0 0 (0.00) 

  Rhinitis 4 3 (10.71) 0 0 (0.00) 

  Rash pustular 3 2 (7.14) 0 0 (0.00) 

  Sinusitis 3 3 (10.71) 2 2 (7.14) 

  Meningitis aseptic 2 1 (3.57) 2 1 (3.57) 

  Pneumonia 2 2 (7.14) 2 2 (7.14) 

  Viral upper respiratory tract infection 2 1 (3.57) 0 0 (0.00) 

  Alternaria infection 1 1 (3.57) 1 1 (3.57) 

  Aspergillus infection 1 1 (3.57) 1 1 (3.57) 

  Bacterial infection 1 1 (3.57) 1 1 (3.57) 

  Body tinea 1 1 (3.57) 0 0 (0.00) 

  Bronchopulmonary aspergillosis 1 1 (3.57) 0 0 (0.00) 

  Candida infection 1 1 (3.57) 1 1 (3.57) 

  Catheter site infection 1 1 (3.57) 0 0 (0.00) 

  Cellulitis orbital 1 1 (3.57) 1 1 (3.57) 

  Conjunctivitis viral 1 1 (3.57) 0 0 (0.00) 
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Timing: At anytime, Gender: Female 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=28 
n (%)2 

  Cystitis 1 1 (3.57) 0 0 (0.00) 

  Enterococcal infection 1 1 (3.57) 1 1 (3.57) 

  Enterovirus infection 1 1 (3.57) 0 0 (0.00) 

  Escherichia urinary tract infection 1 1 (3.57) 0 0 (0.00) 

  Gastroenteritis 1 1 (3.57) 0 0 (0.00) 

  Infection 1 1 (3.57) 0 0 (0.00) 

  Influenza 1 1 (3.57) 0 0 (0.00) 

  Mucosal infection 1 1 (3.57) 0 0 (0.00) 

  Nail infection 1 1 (3.57) 0 0 (0.00) 

  Oral herpes 1 1 (3.57) 0 0 (0.00) 

  Otitis externa 1 1 (3.57) 0 0 (0.00) 

  Parainfluenzae virus infection 1 1 (3.57) 0 0 (0.00) 

  Paronychia 1 1 (3.57) 0 0 (0.00) 

  Parotitis 1 1 (3.57) 0 0 (0.00) 

  Periorbital cellulitis 1 1 (3.57) 1 1 (3.57) 

  Pharyngitis 1 1 (3.57) 0 0 (0.00) 

  Pneumonia viral 1 1 (3.57) 0 0 (0.00) 

  Pseudomembranous colitis 1 1 (3.57) 0 0 (0.00) 

  Rhinovirus infection 1 1 (3.57) 0 0 (0.00) 
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Timing: At anytime, Gender: Female 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=28 
n (%)2 

  Septic shock 1 1 (3.57) 1 1 (3.57) 

  Vascular device infection 1 1 (3.57) 1 1 (3.57) 

  Vulvitis 1 1 (3.57) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 5 4 (14.29) 0 0 (0.00) 

  Allergic transfusion reaction 1 1 (3.57) 0 0 (0.00) 

  Contusion 1 1 (3.57) 0 0 (0.00) 

  Procedural pain 1 1 (3.57) 0 0 (0.00) 

  Skin abrasion 1 1 (3.57) 0 0 (0.00) 

  Splinter 1 1 (3.57) 0 0 (0.00) 

 
Investigations     

  - Total 57 14 (50.00) 32 11 (39.29) 

  Neutrophil count decreased 16 4 (14.29) 14 4 (14.29) 

  White blood cell count decreased 8 6 (21.43) 7 5 (17.86) 

  Platelet count decreased 5 3 (10.71) 3 2 (7.14) 

  Blood creatine phosphokinase 
increased 

4 1 (3.57) 3 1 (3.57) 

  Blood fibrinogen decreased 4 2 (7.14) 1 1 (3.57) 
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Timing: At anytime, Gender: Female 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=28 
n (%)2 

  Lymphocyte count decreased 4 3 (10.71) 2 2 (7.14) 

  Alanine aminotransferase increased 3 2 (7.14) 0 0 (0.00) 

  Aspartate aminotransferase 
increased 

3 2 (7.14) 0 0 (0.00) 

  Activated partial thromboplastin time 
prolonged 

1 1 (3.57) 0 0 (0.00) 

  Blood bilirubin increased 1 1 (3.57) 1 1 (3.57) 

  Blood creatinine increased 1 1 (3.57) 0 0 (0.00) 

  Blood fibrinogen increased 1 1 (3.57) 0 0 (0.00) 

  Blood magnesium increased 1 1 (3.57) 1 1 (3.57) 

  Chest X-ray abnormal 1 1 (3.57) 0 0 (0.00) 

  Clostridium test positive 1 1 (3.57) 0 0 (0.00) 

  Monocyte count decreased 1 1 (3.57) 0 0 (0.00) 

  Prothrombin time prolonged 1 1 (3.57) 0 0 (0.00) 

  Weight decreased 1 1 (3.57) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 39 11 (39.29) 14 7 (25.00) 

  Hypokalaemia 10 5 (17.86) 4 3 (10.71) 

  Hypocalcaemia 6 3 (10.71) 5 3 (10.71) 
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Timing: At anytime, Gender: Female 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=28 
n (%)2 

  Hypophosphataemia 6 4 (14.29) 1 1 (3.57) 

  Hyponatraemia 3 1 (3.57) 1 1 (3.57) 

  Decreased appetite 2 2 (7.14) 0 0 (0.00) 

  Dehydration 2 2 (7.14) 2 2 (7.14) 

  Hyperglycaemia 2 2 (7.14) 1 1 (3.57) 

  Hypoalbuminaemia 2 1 (3.57) 0 0 (0.00) 

  Hypomagnesaemia 2 2 (7.14) 0 0 (0.00) 

  Fluid overload 1 1 (3.57) 0 0 (0.00) 

  Hyperkalaemia 1 1 (3.57) 0 0 (0.00) 

  Hypernatraemia 1 1 (3.57) 0 0 (0.00) 

  Vitamin D deficiency 1 1 (3.57) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 23 8 (28.57) 2 2 (7.14) 

  Pain in extremity 9 3 (10.71) 0 0 (0.00) 

  Arthralgia 3 3 (10.71) 0 0 (0.00) 

  Back pain 3 2 (7.14) 0 0 (0.00) 

  Myalgia 3 3 (10.71) 0 0 (0.00) 

  Muscular weakness 2 1 (3.57) 1 1 (3.57) 
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Timing: At anytime, Gender: Female 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=28 
n (%)2 

  Joint effusion 1 1 (3.57) 1 1 (3.57) 

  Neck pain 1 1 (3.57) 0 0 (0.00) 

  Osteoporosis 1 1 (3.57) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 1 1 (3.57) 1 1 (3.57) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (3.57) 1 1 (3.57) 

 
Nervous system disorders     

  - Total 25 14 (50.00) 4 3 (10.71) 

  Headache 11 9 (32.14) 1 1 (3.57) 

  Somnolence 2 2 (7.14) 2 2 (7.14) 

  Dizziness 1 1 (3.57) 0 0 (0.00) 

  Dysarthria 1 1 (3.57) 0 0 (0.00) 

  Encephalopathy 1 1 (3.57) 1 1 (3.57) 

  Facial paralysis 1 1 (3.57) 0 0 (0.00) 

  Head discomfort 1 1 (3.57) 0 0 (0.00) 

  Intracranial pressure increased 1 1 (3.57) 0 0 (0.00) 

  Lethargy 1 1 (3.57) 0 0 (0.00) 
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Timing: At anytime, Gender: Female 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=28 
n (%)2 

  Neuralgia 1 1 (3.57) 0 0 (0.00) 

  Neuropathy peripheral 1 1 (3.57) 0 0 (0.00) 

  Seizure 1 1 (3.57) 0 0 (0.00) 

  Subdural hygroma 1 1 (3.57) 0 0 (0.00) 

  Tremor 1 1 (3.57) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 15 8 (28.57) 0 0 (0.00) 

  Anxiety 4 3 (10.71) 0 0 (0.00) 

  Insomnia 4 3 (10.71) 0 0 (0.00) 

  Agitation 2 1 (3.57) 0 0 (0.00) 

  Irritability 2 2 (7.14) 0 0 (0.00) 

  Disorientation 1 1 (3.57) 0 0 (0.00) 

  Hallucination 1 1 (3.57) 0 0 (0.00) 

  Restlessness 1 1 (3.57) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 6 4 (14.29) 1 1 (3.57) 

  Haematuria 3 2 (7.14) 1 1 (3.57) 

  Proteinuria 1 1 (3.57) 0 0 (0.00) 
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Timing: At anytime, Gender: Female 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=28 
n (%)2 

  Renal impairment 1 1 (3.57) 0 0 (0.00) 

  Urinary incontinence 1 1 (3.57) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 5 4 (14.29) 1 1 (3.57) 

  Metrorrhagia 1 1 (3.57) 0 0 (0.00) 

  Ovarian failure 1 1 (3.57) 1 1 (3.57) 

  Perineal pain 1 1 (3.57) 0 0 (0.00) 

  Vulvovaginal dryness 1 1 (3.57) 0 0 (0.00) 

  Vulvovaginal pain 1 1 (3.57) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 34 12 (42.86) 2 2 (7.14) 

  Cough 7 5 (17.86) 0 0 (0.00) 

  Hypoxia 5 3 (10.71) 2 2 (7.14) 

  Epistaxis 4 4 (14.29) 0 0 (0.00) 

  Rhinorrhoea 3 2 (7.14) 0 0 (0.00) 

  Dyspnoea 2 1 (3.57) 0 0 (0.00) 

  Nasal congestion 2 2 (7.14) 0 0 (0.00) 
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Timing: At anytime, Gender: Female 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=28 
n (%)2 

  Oropharyngeal pain 2 2 (7.14) 0 0 (0.00) 

  Tachypnoea 2 1 (3.57) 0 0 (0.00) 

  Increased upper airway secretion 1 1 (3.57) 0 0 (0.00) 

  Nasal septum perforation 1 1 (3.57) 0 0 (0.00) 

  Pharyngeal erythema 1 1 (3.57) 0 0 (0.00) 

  Pleural effusion 1 1 (3.57) 0 0 (0.00) 

  Productive cough 1 1 (3.57) 0 0 (0.00) 

  Rhinalgia 1 1 (3.57) 0 0 (0.00) 

  Sinus pain 1 1 (3.57) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 24 11 (39.29) 1 1 (3.57) 

  Rash 7 6 (21.43) 1 1 (3.57) 

  Erythema 4 2 (7.14) 0 0 (0.00) 

  Pruritus 3 3 (10.71) 0 0 (0.00) 

  Skin ulcer 2 1 (3.57) 0 0 (0.00) 

  Decubitus ulcer 1 1 (3.57) 0 0 (0.00) 

  Dermatitis bullous 1 1 (3.57) 0 0 (0.00) 

  Dry skin 1 1 (3.57) 0 0 (0.00) 
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Timing: At anytime, Gender: Female 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=28 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=28 
n (%)2 

  Eczema 1 1 (3.57) 0 0 (0.00) 

  Hangnail 1 1 (3.57) 0 0 (0.00) 

  Papule 1 1 (3.57) 0 0 (0.00) 

  Petechiae 1 1 (3.57) 0 0 (0.00) 

  Skin lesion 1 1 (3.57) 0 0 (0.00) 

 
Vascular disorders     

  - Total 11 7 (25.00) 0 0 (0.00) 

  Flushing 3 1 (3.57) 0 0 (0.00) 

  Hypertension 3 3 (10.71) 0 0 (0.00) 

  Hypotension 3 3 (10.71) 0 0 (0.00) 

  Embolism 1 1 (3.57) 0 0 (0.00) 

  Pallor 1 1 (3.57) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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Tabl e 187c  => Number  of adverse events  post CTL019 infusi on, reg ardl ess of study dr ug rel ationship, by primar y system organ class, preferred ter m and Response status at s tudy entr y ( Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                        
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187c 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Response status at study entry 

Safety Set 

 

Timing: within 8 weeks post infusion, Response status at study entry: Primary refractory 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=1 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=1 

n (%)2 

Total number of AE per patient 9 1 (100.00) 2 1 (100.00) 

 
Gastrointestinal disorders     

  - Total 2 1 (100.00) 0 0 (0.00) 

  Dyspepsia 1 1 (100.00) 0 0 (0.00) 

  Vomiting 1 1 (100.00) 0 0 (0.00) 

 
Immune system disorders     

  - Total 1 1 (100.00) 1 1 (100.00) 

  Cytokine release syndrome 1 1 (100.00) 1 1 (100.00) 

 
Infections and infestations     

  - Total 1 1 (100.00) 0 0 (0.00) 

  Paronychia 1 1 (100.00) 0 0 (0.00) 

 
Investigations     
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Timing: within 8 weeks post infusion, Response status at study entry: Primary refractory 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=1 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=1 

n (%)2 

  - Total 1 1 (100.00) 0 0 (0.00) 

  Immunoglobulins decreased 1 1 (100.00) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 2 1 (100.00) 0 0 (0.00) 

  Hypokalaemia 1 1 (100.00) 0 0 (0.00) 

  Hyponatraemia 1 1 (100.00) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 1 1 (100.00) 0 0 (0.00) 

  Rash 1 1 (100.00) 0 0 (0.00) 

 
Vascular disorders     

  - Total 1 1 (100.00) 1 1 (100.00) 

  Hypertension 1 1 (100.00) 1 1 (100.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187c 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Response status at study entry 

Safety Set 

 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

Total number of AE per patient 869 68 (100.00) 244 49 (72.06) 

 
Blood and lymphatic system disorders     

  - Total 57 34 (50.00) 36 22 (32.35) 

  Anaemia 23 13 (19.12) 10 6 (8.82) 

  Neutropenia 12 8 (11.76) 12 8 (11.76) 

  Febrile neutropenia 5 5 (7.35) 4 4 (5.88) 

  Thrombocytopenia 5 4 (5.88) 4 3 (4.41) 

  Disseminated intravascular 
coagulation 

3 3 (4.41) 1 1 (1.47) 

  Leukopenia 3 1 (1.47) 1 1 (1.47) 

  Bone marrow failure 2 2 (2.94) 2 2 (2.94) 

  B-cell aplasia 1 1 (1.47) 0 0 (0.00) 

  Coagulation factor deficiency 1 1 (1.47) 1 1 (1.47) 

  Pancytopenia 1 1 (1.47) 1 1 (1.47) 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Splenomegaly 1 1 (1.47) 0 0 (0.00) 

 
Cardiac disorders     

  - Total 23 15 (22.06) 2 2 (2.94) 

  Tachycardia 10 8 (11.76) 0 0 (0.00) 

  Sinus bradycardia 4 3 (4.41) 0 0 (0.00) 

  Sinus tachycardia 3 3 (4.41) 0 0 (0.00) 

  Left ventricular dysfunction 2 2 (2.94) 2 2 (2.94) 

  Bradycardia 1 1 (1.47) 0 0 (0.00) 

  Cardiac discomfort 1 1 (1.47) 0 0 (0.00) 

  Cardiac hypertrophy 1 1 (1.47) 0 0 (0.00) 

  Pericardial effusion 1 1 (1.47) 0 0 (0.00) 

 
Congenital, familial and genetic 
disorders 

    

  - Total 1 1 (1.47) 0 0 (0.00) 

  Talipes 1 1 (1.47) 0 0 (0.00) 

 
Ear and labyrinth disorders     

  - Total 1 1 (1.47) 1 1 (1.47) 

  Vertigo 1 1 (1.47) 1 1 (1.47) 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

Endocrine disorders     

  - Total 1 1 (1.47) 0 0 (0.00) 

  Precocious puberty 1 1 (1.47) 0 0 (0.00) 

 
Eye disorders     

  - Total 10 7 (10.29) 1 1 (1.47) 

  Dry eye 2 2 (2.94) 0 0 (0.00) 

  Amaurosis 1 1 (1.47) 1 1 (1.47) 

  Blepharospasm 1 1 (1.47) 0 0 (0.00) 

  Conjunctival haemorrhage 1 1 (1.47) 0 0 (0.00) 

  Diplopia 1 1 (1.47) 0 0 (0.00) 

  Ocular hypertension 1 1 (1.47) 0 0 (0.00) 

  Optic atrophy 1 1 (1.47) 0 0 (0.00) 

  Vision blurred 1 1 (1.47) 0 0 (0.00) 

  Vitreous opacities 1 1 (1.47) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 76 33 (48.53) 5 5 (7.35) 

  Diarrhoea 19 15 (22.06) 2 2 (2.94) 

  Nausea 13 11 (16.18) 1 1 (1.47) 

  Vomiting 10 9 (13.24) 0 0 (0.00) 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Abdominal pain 7 6 (8.82) 0 0 (0.00) 

  Abdominal pain upper 3 3 (4.41) 0 0 (0.00) 

  Constipation 3 3 (4.41) 0 0 (0.00) 

  Abdominal distension 2 1 (1.47) 0 0 (0.00) 

  Paraesthesia oral 2 2 (2.94) 0 0 (0.00) 

  Upper gastrointestinal haemorrhage 2 1 (1.47) 0 0 (0.00) 

  Anal fissure 1 1 (1.47) 0 0 (0.00) 

  Anal fistula 1 1 (1.47) 0 0 (0.00) 

  Anal haemorrhage 1 1 (1.47) 0 0 (0.00) 

  Anal incontinence 1 1 (1.47) 0 0 (0.00) 

  Gastrointestinal haemorrhage 1 1 (1.47) 1 1 (1.47) 

  Gastrointestinal pain 1 1 (1.47) 0 0 (0.00) 

  Gingival bleeding 1 1 (1.47) 0 0 (0.00) 

  Gingival swelling 1 1 (1.47) 0 0 (0.00) 

  Hypoaesthesia oral 1 1 (1.47) 0 0 (0.00) 

  Lip dry 1 1 (1.47) 0 0 (0.00) 

  Lip haemorrhage 1 1 (1.47) 0 0 (0.00) 

  Proctalgia 1 1 (1.47) 0 0 (0.00) 

  Rectal haemorrhage 1 1 (1.47) 0 0 (0.00) 

  Rectal ulcer 1 1 (1.47) 1 1 (1.47) 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Stomatitis 1 1 (1.47) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 79 37 (54.41) 11 8 (11.76) 

  Pyrexia 41 25 (36.76) 4 4 (5.88) 

  Fatigue 8 7 (10.29) 0 0 (0.00) 

  Face oedema 5 5 (7.35) 1 1 (1.47) 

  Oedema peripheral 5 4 (5.88) 0 0 (0.00) 

  Pain 4 4 (5.88) 1 1 (1.47) 

  Asthenia 2 2 (2.94) 0 0 (0.00) 

  Catheter site haemorrhage 2 2 (2.94) 1 1 (1.47) 

  Catheter site pain 2 2 (2.94) 0 0 (0.00) 

  Localised oedema 2 2 (2.94) 1 1 (1.47) 

  Catheter site erythema 1 1 (1.47) 0 0 (0.00) 

  Catheter site pruritus 1 1 (1.47) 0 0 (0.00) 

  Chills 1 1 (1.47) 0 0 (0.00) 

  Drug withdrawal syndrome 1 1 (1.47) 1 1 (1.47) 

  Mucosal inflammation 1 1 (1.47) 1 1 (1.47) 

  Multiple organ dysfunction syndrome 1 1 (1.47) 1 1 (1.47) 

  Non-cardiac chest pain 1 1 (1.47) 0 0 (0.00) 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Oedema 1 1 (1.47) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 6 6 (8.82) 3 3 (4.41) 

  Cholestasis 1 1 (1.47) 1 1 (1.47) 

  Gallbladder oedema 1 1 (1.47) 0 0 (0.00) 

  Hepatic failure 1 1 (1.47) 0 0 (0.00) 

  Hepatic steatosis 1 1 (1.47) 0 0 (0.00) 

  Hepatocellular injury 1 1 (1.47) 1 1 (1.47) 

  Hepatosplenomegaly 1 1 (1.47) 1 1 (1.47) 

 
Immune system disorders     

  - Total 120 51 (75.00) 41 22 (32.35) 

  Cytokine release syndrome 95 45 (66.18) 38 21 (30.88) 

  Hypogammaglobulinaemia 17 16 (23.53) 1 1 (1.47) 

  Allergy to immunoglobulin therapy 3 3 (4.41) 0 0 (0.00) 

  Haemophagocytic 
lymphohistiocytosis 

3 3 (4.41) 2 2 (2.94) 

  Atopy 1 1 (1.47) 0 0 (0.00) 

  Drug hypersensitivity 1 1 (1.47) 0 0 (0.00) 

 
Infections and infestations     
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  - Total 40 25 (36.76) 15 11 (16.18) 

  Candida infection 2 2 (2.94) 1 1 (1.47) 

  Device related infection 2 2 (2.94) 0 0 (0.00) 

  Sepsis 2 2 (2.94) 2 2 (2.94) 

  Upper respiratory tract infection 2 2 (2.94) 0 0 (0.00) 

  Vascular device infection 2 2 (2.94) 2 2 (2.94) 

  Viral upper respiratory tract infection 2 1 (1.47) 0 0 (0.00) 

  Aspergillus infection 1 1 (1.47) 1 1 (1.47) 

  Bacterial infection 1 1 (1.47) 1 1 (1.47) 

  Bronchopulmonary aspergillosis 1 1 (1.47) 0 0 (0.00) 

  Cellulitis 1 1 (1.47) 0 0 (0.00) 

  Cellulitis orbital 1 1 (1.47) 1 1 (1.47) 

  Central nervous system infection 1 1 (1.47) 1 1 (1.47) 

  Cerebral fungal infection 1 1 (1.47) 1 1 (1.47) 

  Cystitis 1 1 (1.47) 0 0 (0.00) 

  Eye infection 1 1 (1.47) 0 0 (0.00) 

  Helminthic infection 1 1 (1.47) 0 0 (0.00) 

  Herpes zoster 1 1 (1.47) 0 0 (0.00) 

  Infection 1 1 (1.47) 1 1 (1.47) 

  Influenza 1 1 (1.47) 0 0 (0.00) 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Meningitis aseptic 1 1 (1.47) 1 1 (1.47) 

  Nail infection 1 1 (1.47) 0 0 (0.00) 

  Nasopharyngitis 1 1 (1.47) 0 0 (0.00) 

  Oral fungal infection 1 1 (1.47) 0 0 (0.00) 

  Parotitis 1 1 (1.47) 0 0 (0.00) 

  Pneumonia 1 1 (1.47) 1 1 (1.47) 

  Pneumonia viral 1 1 (1.47) 0 0 (0.00) 

  Pseudomembranous colitis 1 1 (1.47) 0 0 (0.00) 

  Rash pustular 1 1 (1.47) 0 0 (0.00) 

  Respiratory syncytial virus infection 1 1 (1.47) 0 0 (0.00) 

  Respiratory tract infection 1 1 (1.47) 0 0 (0.00) 

  Sinusitis 1 1 (1.47) 1 1 (1.47) 

  Systemic infection 1 1 (1.47) 1 1 (1.47) 

  Urinary tract infection viral 1 1 (1.47) 0 0 (0.00) 

  Vulvitis 1 1 (1.47) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 14 8 (11.76) 1 1 (1.47) 

  Allergic transfusion reaction 2 2 (2.94) 0 0 (0.00) 

  Contusion 1 1 (1.47) 0 0 (0.00) 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Fall 1 1 (1.47) 0 0 (0.00) 

  Femoral neck fracture 1 1 (1.47) 0 0 (0.00) 

  Infusion related reaction 1 1 (1.47) 0 0 (0.00) 

  Periorbital haematoma 1 1 (1.47) 1 1 (1.47) 

  Post procedural haemorrhage 1 1 (1.47) 0 0 (0.00) 

  Procedural pain 1 1 (1.47) 0 0 (0.00) 

  Stoma site erythema 1 1 (1.47) 0 0 (0.00) 

  Stoma site haemorrhage 1 1 (1.47) 0 0 (0.00) 

  Subcutaneous haematoma 1 1 (1.47) 0 0 (0.00) 

  Thermal burn 1 1 (1.47) 0 0 (0.00) 

  Transfusion reaction 1 1 (1.47) 0 0 (0.00) 

 
Investigations     

  - Total 130 38 (55.88) 69 25 (36.76) 

  Platelet count decreased 24 9 (13.24) 17 6 (8.82) 

  White blood cell count decreased 19 11 (16.18) 16 9 (13.24) 

  Neutrophil count decreased 18 11 (16.18) 17 10 (14.71) 

  Blood fibrinogen decreased 7 5 (7.35) 3 3 (4.41) 

  Aspartate aminotransferase 
increased 

5 5 (7.35) 1 1 (1.47) 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Blood creatine phosphokinase 
increased 

4 1 (1.47) 3 1 (1.47) 

  Blood creatinine increased 4 3 (4.41) 0 0 (0.00) 

  Immunoglobulins decreased 4 3 (4.41) 3 2 (2.94) 

  Alanine aminotransferase increased 3 3 (4.41) 1 1 (1.47) 

  Blood bilirubin increased 3 3 (4.41) 2 2 (2.94) 

  Lymphocyte count decreased 3 3 (4.41) 3 3 (4.41) 

  Prothrombin time prolonged 3 3 (4.41) 0 0 (0.00) 

  Blood alkaline phosphatase 
increased 

2 2 (2.94) 0 0 (0.00) 

  Blood potassium decreased 2 1 (1.47) 0 0 (0.00) 

  Blood urea decreased 2 1 (1.47) 0 0 (0.00) 

  Blood urea increased 2 1 (1.47) 0 0 (0.00) 

  C-reactive protein increased 2 2 (2.94) 0 0 (0.00) 

  Lipase increased 2 1 (1.47) 0 0 (0.00) 

  Serum ferritin increased 2 2 (2.94) 0 0 (0.00) 

  Activated partial thromboplastin time 
prolonged 

1 1 (1.47) 0 0 (0.00) 

  Ammonia increased 1 1 (1.47) 0 0 (0.00) 

  Antithrombin III decreased 1 1 (1.47) 0 0 (0.00) 

  Blood chloride increased 1 1 (1.47) 0 0 (0.00) 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Blood fibrinogen increased 1 1 (1.47) 0 0 (0.00) 

  Blood lactate dehydrogenase 
increased 

1 1 (1.47) 0 0 (0.00) 

  Blood magnesium increased 1 1 (1.47) 1 1 (1.47) 

  Blood uric acid increased 1 1 (1.47) 0 0 (0.00) 

  Blood urine present 1 1 (1.47) 0 0 (0.00) 

  Chest X-ray abnormal 1 1 (1.47) 0 0 (0.00) 

  Clostridium test positive 1 1 (1.47) 0 0 (0.00) 

  Electrocardiogram repolarisation 
abnormality 

1 1 (1.47) 0 0 (0.00) 

  Fungal test positive 1 1 (1.47) 1 1 (1.47) 

  Gamma-glutamyltransferase 
increased 

1 1 (1.47) 0 0 (0.00) 

  Haemoglobin decreased 1 1 (1.47) 1 1 (1.47) 

  Heart sounds abnormal 1 1 (1.47) 0 0 (0.00) 

  International normalised ratio 
increased 

1 1 (1.47) 0 0 (0.00) 

  Monocyte count decreased 1 1 (1.47) 0 0 (0.00) 

  Protein total decreased 1 1 (1.47) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 94 30 (44.12) 25 11 (16.18) 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Hypokalaemia 23 14 (20.59) 8 6 (8.82) 

  Hypocalcaemia 14 7 (10.29) 8 4 (5.88) 

  Hypophosphataemia 14 9 (13.24) 2 2 (2.94) 

  Hypoalbuminaemia 12 7 (10.29) 1 1 (1.47) 

  Decreased appetite 6 6 (8.82) 1 1 (1.47) 

  Hyperphosphataemia 4 2 (2.94) 0 0 (0.00) 

  Dehydration 3 3 (4.41) 2 2 (2.94) 

  Hyperuricaemia 3 2 (2.94) 0 0 (0.00) 

  Hypomagnesaemia 3 3 (4.41) 0 0 (0.00) 

  Hyponatraemia 3 1 (1.47) 1 1 (1.47) 

  Hyperglycaemia 2 2 (2.94) 1 1 (1.47) 

  Fluid overload 1 1 (1.47) 0 0 (0.00) 

  Fluid retention 1 1 (1.47) 0 0 (0.00) 

  Hypercalcaemia 1 1 (1.47) 0 0 (0.00) 

  Hyperkalaemia 1 1 (1.47) 0 0 (0.00) 

  Hypernatraemia 1 1 (1.47) 0 0 (0.00) 

  Tumour lysis syndrome 1 1 (1.47) 1 1 (1.47) 

  Vitamin D deficiency 1 1 (1.47) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    



  

  

6793 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  - Total 27 18 (26.47) 3 3 (4.41) 

  Myalgia 6 6 (8.82) 0 0 (0.00) 

  Pain in extremity 6 4 (5.88) 0 0 (0.00) 

  Arthralgia 5 4 (5.88) 1 1 (1.47) 

  Muscular weakness 3 3 (4.41) 1 1 (1.47) 

  Bone pain 2 2 (2.94) 0 0 (0.00) 

  Back pain 1 1 (1.47) 0 0 (0.00) 

  Joint effusion 1 1 (1.47) 1 1 (1.47) 

  Joint stiffness 1 1 (1.47) 0 0 (0.00) 

  Osteonecrosis 1 1 (1.47) 0 0 (0.00) 

  Osteopenia 1 1 (1.47) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 3 3 (4.41) 3 3 (4.41) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (1.47) 1 1 (1.47) 

  Leukaemia 1 1 (1.47) 1 1 (1.47) 

  Neoplasm progression 1 1 (1.47) 1 1 (1.47) 

 
Nervous system disorders     

  - Total 43 27 (39.71) 10 7 (10.29) 



  

  

6794 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Headache 13 12 (17.65) 1 1 (1.47) 

  Seizure 6 6 (8.82) 2 2 (2.94) 

  Dyskinesia 4 1 (1.47) 2 1 (1.47) 

  Tremor 4 4 (5.88) 0 0 (0.00) 

  Encephalopathy 2 2 (2.94) 2 2 (2.94) 

  Intention tremor 2 2 (2.94) 0 0 (0.00) 

  Somnolence 2 2 (2.94) 2 2 (2.94) 

  Cerebral atrophy 1 1 (1.47) 0 0 (0.00) 

  Depressed level of consciousness 1 1 (1.47) 1 1 (1.47) 

  Dizziness 1 1 (1.47) 0 0 (0.00) 

  Dysgeusia 1 1 (1.47) 0 0 (0.00) 

  Head discomfort 1 1 (1.47) 0 0 (0.00) 

  Hyperkinesia 1 1 (1.47) 0 0 (0.00) 

  Lethargy 1 1 (1.47) 0 0 (0.00) 

  Nervous system disorder 1 1 (1.47) 0 0 (0.00) 

  Neuralgia 1 1 (1.47) 0 0 (0.00) 

  Neurological decompensation 1 1 (1.47) 0 0 (0.00) 

 
Product issues     

  - Total 1 1 (1.47) 0 0 (0.00) 



  

  

6795 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Device occlusion 1 1 (1.47) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 24 15 (22.06) 2 1 (1.47) 

  Insomnia 5 4 (5.88) 0 0 (0.00) 

  Agitation 4 3 (4.41) 1 1 (1.47) 

  Anxiety 4 4 (5.88) 0 0 (0.00) 

  Confusional state 2 2 (2.94) 1 1 (1.47) 

  Delirium 2 2 (2.94) 0 0 (0.00) 

  Disorientation 2 2 (2.94) 0 0 (0.00) 

  Irritability 2 2 (2.94) 0 0 (0.00) 

  Hallucination 1 1 (1.47) 0 0 (0.00) 

  Initial insomnia 1 1 (1.47) 0 0 (0.00) 

  Restlessness 1 1 (1.47) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 19 11 (16.18) 3 2 (2.94) 

  Acute kidney injury 6 3 (4.41) 3 2 (2.94) 

  Haematuria 3 2 (2.94) 0 0 (0.00) 

  Chromaturia 2 1 (1.47) 0 0 (0.00) 

  Dysuria 2 2 (2.94) 0 0 (0.00) 



  

  

6796 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Polyuria 2 2 (2.94) 0 0 (0.00) 

  Proteinuria 1 1 (1.47) 0 0 (0.00) 

  Renal impairment 1 1 (1.47) 0 0 (0.00) 

  Urinary incontinence 1 1 (1.47) 0 0 (0.00) 

  Urinary tract disorder 1 1 (1.47) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 1 1 (1.47) 0 0 (0.00) 

  Scrotal oedema 1 1 (1.47) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 34 20 (29.41) 6 6 (8.82) 

  Hypoxia 11 8 (11.76) 4 4 (5.88) 

  Cough 6 6 (8.82) 0 0 (0.00) 

  Epistaxis 3 3 (4.41) 0 0 (0.00) 

  Oropharyngeal pain 3 3 (4.41) 0 0 (0.00) 

  Tachypnoea 3 3 (4.41) 0 0 (0.00) 

  Pleural effusion 2 2 (2.94) 0 0 (0.00) 

  Rhinorrhoea 2 2 (2.94) 0 0 (0.00) 

  Apnoea 1 1 (1.47) 1 1 (1.47) 



  

  

6797 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Dyspnoea 1 1 (1.47) 0 0 (0.00) 

  Increased upper airway secretion 1 1 (1.47) 0 0 (0.00) 

  Lung disorder 1 1 (1.47) 1 1 (1.47) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 43 24 (35.29) 1 1 (1.47) 

  Rash 9 8 (11.76) 1 1 (1.47) 

  Erythema 7 5 (7.35) 0 0 (0.00) 

  Pruritus 7 6 (8.82) 0 0 (0.00) 

  Petechiae 5 4 (5.88) 0 0 (0.00) 

  Dry skin 3 3 (4.41) 0 0 (0.00) 

  Papule 2 2 (2.94) 0 0 (0.00) 

  Urticaria 2 2 (2.94) 0 0 (0.00) 

  Acne 1 1 (1.47) 0 0 (0.00) 

  Decubitus ulcer 1 1 (1.47) 0 0 (0.00) 

  Dermatitis acneiform 1 1 (1.47) 0 0 (0.00) 

  Hangnail 1 1 (1.47) 0 0 (0.00) 

  Ingrowing nail 1 1 (1.47) 0 0 (0.00) 

  Skin discolouration 1 1 (1.47) 0 0 (0.00) 

  Skin exfoliation 1 1 (1.47) 0 0 (0.00) 



  

  

6798 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Skin lesion 1 1 (1.47) 0 0 (0.00) 

 
Vascular disorders     

  - Total 22 17 (25.00) 6 6 (8.82) 

  Hypotension 8 6 (8.82) 2 2 (2.94) 

  Hypertension 6 6 (8.82) 2 2 (2.94) 

  Hot flush 2 1 (1.47) 0 0 (0.00) 

  Capillary leak syndrome 1 1 (1.47) 1 1 (1.47) 

  Jugular vein thrombosis 1 1 (1.47) 1 1 (1.47) 

  Lymphoedema 1 1 (1.47) 0 0 (0.00) 

  Pallor 1 1 (1.47) 0 0 (0.00) 

  Vascular occlusion 1 1 (1.47) 0 0 (0.00) 

  Venous thrombosis limb 1 1 (1.47) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:11                                        Final 
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6800 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187c 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Response status at study entry 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Primary refractory 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=1 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=1 

n (%)2 

No records met the criteria     

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:11                                        Final 

 
  



  

  

6801 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187c 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Response status at study entry 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=59 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=59 
n (%)2 

Total number of AE per patient 473 48 (81.36) 79 27 (45.76) 

 
Blood and lymphatic system disorders     

  - Total 23 13 (22.03) 8 7 (11.86) 

  Anaemia 10 6 (10.17) 4 3 (5.08) 

  Thrombocytopenia 5 4 (6.78) 2 2 (3.39) 

  Neutropenia 3 2 (3.39) 0 0 (0.00) 

  Febrile neutropenia 2 1 (1.69) 0 0 (0.00) 

  B-cell aplasia 1 1 (1.69) 1 1 (1.69) 

  Leukocytosis 1 1 (1.69) 0 0 (0.00) 

  Lymphopenia 1 1 (1.69) 1 1 (1.69) 

 
Cardiac disorders     

  - Total 5 3 (5.08) 0 0 (0.00) 

  Sinus tachycardia 2 2 (3.39) 0 0 (0.00) 



  

  

6802 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=59 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=59 
n (%)2 

  Tachycardia 2 2 (3.39) 0 0 (0.00) 

  Sinus bradycardia 1 1 (1.69) 0 0 (0.00) 

 
Ear and labyrinth disorders     

  - Total 2 1 (1.69) 0 0 (0.00) 

  Ear pain 2 1 (1.69) 0 0 (0.00) 

 
Endocrine disorders     

  - Total 2 2 (3.39) 0 0 (0.00) 

  Hypothyroidism 1 1 (1.69) 0 0 (0.00) 

  Inappropriate antidiuretic hormone 
secretion 

1 1 (1.69) 0 0 (0.00) 

 
Eye disorders     

  - Total 12 7 (11.86) 0 0 (0.00) 

  Eye pain 3 2 (3.39) 0 0 (0.00) 

  Astigmatism 1 1 (1.69) 0 0 (0.00) 

  Blepharitis 1 1 (1.69) 0 0 (0.00) 

  Blindness unilateral 1 1 (1.69) 0 0 (0.00) 

  Conjunctivitis allergic 1 1 (1.69) 0 0 (0.00) 

  Eye pruritus 1 1 (1.69) 0 0 (0.00) 

  Hypermetropia 1 1 (1.69) 0 0 (0.00) 



  

  

6803 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=59 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=59 
n (%)2 

  Lacrimation increased 1 1 (1.69) 0 0 (0.00) 

  Ocular hyperaemia 1 1 (1.69) 0 0 (0.00) 

  Visual impairment 1 1 (1.69) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 52 17 (28.81) 0 0 (0.00) 

  Diarrhoea 8 4 (6.78) 0 0 (0.00) 

  Abdominal pain 7 5 (8.47) 0 0 (0.00) 

  Constipation 7 6 (10.17) 0 0 (0.00) 

  Nausea 7 6 (10.17) 0 0 (0.00) 

  Vomiting 7 5 (8.47) 0 0 (0.00) 

  Stomatitis 3 2 (3.39) 0 0 (0.00) 

  Abdominal distension 2 2 (3.39) 0 0 (0.00) 

  Oral pain 2 1 (1.69) 0 0 (0.00) 

  Proctalgia 2 1 (1.69) 0 0 (0.00) 

  Abdominal pain lower 1 1 (1.69) 0 0 (0.00) 

  Abdominal pain upper 1 1 (1.69) 0 0 (0.00) 

  Dental caries 1 1 (1.69) 0 0 (0.00) 

  Gastrointestinal motility disorder 1 1 (1.69) 0 0 (0.00) 

  Gingival bleeding 1 1 (1.69) 0 0 (0.00) 



  

  

6804 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=59 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=59 
n (%)2 

  Periodontal disease 1 1 (1.69) 0 0 (0.00) 

  Toothache 1 1 (1.69) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 44 18 (30.51) 1 1 (1.69) 

  Pyrexia 27 14 (23.73) 1 1 (1.69) 

  Chills 3 3 (5.08) 0 0 (0.00) 

  Gait disturbance 2 2 (3.39) 0 0 (0.00) 

  Localised oedema 2 1 (1.69) 0 0 (0.00) 

  Axillary pain 1 1 (1.69) 0 0 (0.00) 

  Catheter site erythema 1 1 (1.69) 0 0 (0.00) 

  Face oedema 1 1 (1.69) 0 0 (0.00) 

  Facial pain 1 1 (1.69) 0 0 (0.00) 

  Fatigue 1 1 (1.69) 0 0 (0.00) 

  Generalised oedema 1 1 (1.69) 0 0 (0.00) 

  Malaise 1 1 (1.69) 0 0 (0.00) 

  Non-cardiac chest pain 1 1 (1.69) 0 0 (0.00) 

  Oedema peripheral 1 1 (1.69) 0 0 (0.00) 

  Pain 1 1 (1.69) 0 0 (0.00) 

 



  

  

6805 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=59 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=59 
n (%)2 

Hepatobiliary disorders     

  - Total 1 1 (1.69) 0 0 (0.00) 

  Hepatotoxicity 1 1 (1.69) 0 0 (0.00) 

 
Immune system disorders     

  - Total 10 9 (15.25) 1 1 (1.69) 

  Hypogammaglobulinaemia 5 5 (8.47) 1 1 (1.69) 

  Allergy to immunoglobulin therapy 2 2 (3.39) 0 0 (0.00) 

  Drug hypersensitivity 2 2 (3.39) 0 0 (0.00) 

  Cytokine release syndrome 1 1 (1.69) 0 0 (0.00) 

 
Infections and infestations     

  - Total 83 35 (59.32) 21 14 (23.73) 

  Nasopharyngitis 8 8 (13.56) 0 0 (0.00) 

  Upper respiratory tract infection 7 5 (8.47) 0 0 (0.00) 

  Rhinitis 5 5 (8.47) 0 0 (0.00) 

  Herpes zoster 4 4 (6.78) 1 1 (1.69) 

  Gastroenteritis 3 3 (5.08) 0 0 (0.00) 

  Rash pustular 3 3 (5.08) 0 0 (0.00) 

  Bronchitis 2 2 (3.39) 0 0 (0.00) 

  Conjunctivitis 2 1 (1.69) 0 0 (0.00) 



  

  

6806 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=59 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=59 
n (%)2 

  Device related infection 2 2 (3.39) 2 2 (3.39) 

  Enterovirus infection 2 2 (3.39) 0 0 (0.00) 

  Oral herpes 2 2 (3.39) 0 0 (0.00) 

  Otitis externa 2 2 (3.39) 0 0 (0.00) 

  Otitis media 2 2 (3.39) 0 0 (0.00) 

  Pneumonia 2 2 (3.39) 2 2 (3.39) 

  Sinusitis 2 2 (3.39) 1 1 (1.69) 

  Alternaria infection 1 1 (1.69) 1 1 (1.69) 

  Aspergillus infection 1 1 (1.69) 1 1 (1.69) 

  Atypical pneumonia 1 1 (1.69) 1 1 (1.69) 

  Bacterial infection 1 1 (1.69) 1 1 (1.69) 

  Body tinea 1 1 (1.69) 0 0 (0.00) 

  Candida infection 1 1 (1.69) 1 1 (1.69) 

  Catheter site infection 1 1 (1.69) 0 0 (0.00) 

  Cellulitis 1 1 (1.69) 0 0 (0.00) 

  Central nervous system infection 1 1 (1.69) 0 0 (0.00) 

  Conjunctivitis viral 1 1 (1.69) 0 0 (0.00) 

  Enterococcal infection 1 1 (1.69) 1 1 (1.69) 

  Escherichia urinary tract infection 1 1 (1.69) 0 0 (0.00) 

  Folliculitis 1 1 (1.69) 0 0 (0.00) 



  

  

6807 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=59 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=59 
n (%)2 

  Gastrointestinal infection 1 1 (1.69) 1 1 (1.69) 

  Impetigo 1 1 (1.69) 0 0 (0.00) 

  Influenza 1 1 (1.69) 1 1 (1.69) 

  Laryngitis 1 1 (1.69) 0 0 (0.00) 

  Meningitis aseptic 1 1 (1.69) 1 1 (1.69) 

  Molluscum contagiosum 1 1 (1.69) 0 0 (0.00) 

  Mucosal infection 1 1 (1.69) 0 0 (0.00) 

  Otitis media acute 1 1 (1.69) 0 0 (0.00) 

  Parainfluenzae virus infection 1 1 (1.69) 0 0 (0.00) 

  Paronychia 1 1 (1.69) 0 0 (0.00) 

  Periorbital cellulitis 1 1 (1.69) 1 1 (1.69) 

  Pharyngitis 1 1 (1.69) 0 0 (0.00) 

  Pneumonia haemophilus 1 1 (1.69) 1 1 (1.69) 

  Respiratory syncytial virus infection 1 1 (1.69) 1 1 (1.69) 

  Rhinovirus infection 1 1 (1.69) 0 0 (0.00) 

  Sepsis 1 1 (1.69) 1 1 (1.69) 

  Septic shock 1 1 (1.69) 1 1 (1.69) 

  Skin infection 1 1 (1.69) 0 0 (0.00) 

  Tinea pedis 1 1 (1.69) 0 0 (0.00) 

  Tonsillitis 1 1 (1.69) 1 1 (1.69) 



  

  

6808 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=59 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=59 
n (%)2 

  Tooth infection 1 1 (1.69) 0 0 (0.00) 

  Viral upper respiratory tract infection 1 1 (1.69) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 8 6 (10.17) 0 0 (0.00) 

  Contusion 2 2 (3.39) 0 0 (0.00) 

  Fall 1 1 (1.69) 0 0 (0.00) 

  Infusion related reaction 1 1 (1.69) 0 0 (0.00) 

  Ligament sprain 1 1 (1.69) 0 0 (0.00) 

  Procedural pain 1 1 (1.69) 0 0 (0.00) 

  Skin abrasion 1 1 (1.69) 0 0 (0.00) 

  Splinter 1 1 (1.69) 0 0 (0.00) 

 
Investigations     

  - Total 76 20 (33.90) 35 10 (16.95) 

  Neutrophil count decreased 22 6 (10.17) 16 6 (10.17) 

  White blood cell count decreased 15 7 (11.86) 8 5 (8.47) 

  Platelet count decreased 12 8 (13.56) 3 3 (5.08) 

  Alanine aminotransferase increased 8 6 (10.17) 3 2 (3.39) 

  Aspartate aminotransferase 
increased 

7 6 (10.17) 3 2 (3.39) 



  

  

6809 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=59 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=59 
n (%)2 

  Lymphocyte count decreased 2 2 (3.39) 1 1 (1.69) 

  Activated partial thromboplastin time 
prolonged 

1 1 (1.69) 0 0 (0.00) 

  Blood alkaline phosphatase 
increased 

1 1 (1.69) 0 0 (0.00) 

  Blood lactate dehydrogenase 
increased 

1 1 (1.69) 0 0 (0.00) 

  Chlamydia test positive 1 1 (1.69) 0 0 (0.00) 

  Cytomegalovirus test positive 1 1 (1.69) 0 0 (0.00) 

  Gamma-glutamyltransferase 
increased 

1 1 (1.69) 0 0 (0.00) 

  Immunoglobulins decreased 1 1 (1.69) 1 1 (1.69) 

  Lymph node palpable 1 1 (1.69) 0 0 (0.00) 

  Vitamin D decreased 1 1 (1.69) 0 0 (0.00) 

  Weight decreased 1 1 (1.69) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 25 10 (16.95) 4 2 (3.39) 

  Hypokalaemia 4 2 (3.39) 2 1 (1.69) 

  Hypomagnesaemia 4 4 (6.78) 0 0 (0.00) 

  Hypophosphataemia 3 2 (3.39) 0 0 (0.00) 

  Decreased appetite 2 2 (3.39) 0 0 (0.00) 



  

  

6810 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=59 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=59 
n (%)2 

  Hyperglycaemia 2 2 (3.39) 1 1 (1.69) 

  Hyperkalaemia 2 2 (3.39) 0 0 (0.00) 

  Hyperuricaemia 2 2 (3.39) 0 0 (0.00) 

  Dehydration 1 1 (1.69) 0 0 (0.00) 

  Hypercalcaemia 1 1 (1.69) 0 0 (0.00) 

  Hyperferritinaemia 1 1 (1.69) 0 0 (0.00) 

  Hypoalbuminaemia 1 1 (1.69) 0 0 (0.00) 

  Hypocalcaemia 1 1 (1.69) 0 0 (0.00) 

  Lactic acidosis 1 1 (1.69) 1 1 (1.69) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 26 12 (20.34) 1 1 (1.69) 

  Arthralgia 7 6 (10.17) 1 1 (1.69) 

  Pain in extremity 7 4 (6.78) 0 0 (0.00) 

  Back pain 6 5 (8.47) 0 0 (0.00) 

  Neck pain 2 2 (3.39) 0 0 (0.00) 

  Bone pain 1 1 (1.69) 0 0 (0.00) 

  Muscular weakness 1 1 (1.69) 0 0 (0.00) 

  Osteopenia 1 1 (1.69) 0 0 (0.00) 

  Osteoporosis 1 1 (1.69) 0 0 (0.00) 



  

  

6811 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=59 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=59 
n (%)2 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 4 4 (6.78) 4 4 (6.78) 

  Acute lymphocytic leukaemia 
recurrent 

2 2 (3.39) 2 2 (3.39) 

  Acute lymphocytic leukaemia 1 1 (1.69) 1 1 (1.69) 

  B precursor type acute leukaemia 1 1 (1.69) 1 1 (1.69) 

 
Nervous system disorders     

  - Total 14 8 (13.56) 0 0 (0.00) 

  Headache 5 5 (8.47) 0 0 (0.00) 

  Dizziness 1 1 (1.69) 0 0 (0.00) 

  Dysarthria 1 1 (1.69) 0 0 (0.00) 

  Facial paralysis 1 1 (1.69) 0 0 (0.00) 

  Hemiparesis 1 1 (1.69) 0 0 (0.00) 

  Intracranial pressure increased 1 1 (1.69) 0 0 (0.00) 

  Lethargy 1 1 (1.69) 0 0 (0.00) 

  Neuralgia 1 1 (1.69) 0 0 (0.00) 

  Neuropathy peripheral 1 1 (1.69) 0 0 (0.00) 

  Subdural hygroma 1 1 (1.69) 0 0 (0.00) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=59 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=59 
n (%)2 

Psychiatric disorders     

  - Total 5 5 (8.47) 0 0 (0.00) 

  Agitation 1 1 (1.69) 0 0 (0.00) 

  Anxiety 1 1 (1.69) 0 0 (0.00) 

  Confusional state 1 1 (1.69) 0 0 (0.00) 

  Depression 1 1 (1.69) 0 0 (0.00) 

  Insomnia 1 1 (1.69) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 4 2 (3.39) 1 1 (1.69) 

  Haematuria 3 2 (3.39) 1 1 (1.69) 

  Proteinuria 1 1 (1.69) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 5 4 (6.78) 1 1 (1.69) 

  Metrorrhagia 1 1 (1.69) 0 0 (0.00) 

  Ovarian failure 1 1 (1.69) 1 1 (1.69) 

  Perineal pain 1 1 (1.69) 0 0 (0.00) 

  Vulvovaginal dryness 1 1 (1.69) 0 0 (0.00) 

  Vulvovaginal pain 1 1 (1.69) 0 0 (0.00) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=59 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=59 
n (%)2 

Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 43 15 (25.42) 2 2 (3.39) 

  Cough 16 10 (16.95) 0 0 (0.00) 

  Epistaxis 5 5 (8.47) 0 0 (0.00) 

  Nasal congestion 4 4 (6.78) 0 0 (0.00) 

  Dyspnoea 3 2 (3.39) 0 0 (0.00) 

  Oropharyngeal pain 3 3 (5.08) 0 0 (0.00) 

  Rhinorrhoea 2 1 (1.69) 0 0 (0.00) 

  Hypoxia 1 1 (1.69) 1 1 (1.69) 

  Nasal septum perforation 1 1 (1.69) 0 0 (0.00) 

  Pharyngeal erythema 1 1 (1.69) 0 0 (0.00) 

  Productive cough 1 1 (1.69) 0 0 (0.00) 

  Pulmonary granuloma 1 1 (1.69) 1 1 (1.69) 

  Rhinalgia 1 1 (1.69) 0 0 (0.00) 

  Rhonchi 1 1 (1.69) 0 0 (0.00) 

  Sinus pain 1 1 (1.69) 0 0 (0.00) 

  Stridor 1 1 (1.69) 0 0 (0.00) 

  Tachypnoea 1 1 (1.69) 0 0 (0.00) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=59 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=59 
n (%)2 

Skin and subcutaneous tissue 
disorders 

    

  - Total 22 14 (23.73) 0 0 (0.00) 

  Eczema 4 3 (5.08) 0 0 (0.00) 

  Ingrowing nail 3 2 (3.39) 0 0 (0.00) 

  Dry skin 2 2 (3.39) 0 0 (0.00) 

  Petechiae 2 2 (3.39) 0 0 (0.00) 

  Pruritus 2 2 (3.39) 0 0 (0.00) 

  Rash 2 2 (3.39) 0 0 (0.00) 

  Skin ulcer 2 1 (1.69) 0 0 (0.00) 

  Alopecia 1 1 (1.69) 0 0 (0.00) 

  Dermatitis 1 1 (1.69) 0 0 (0.00) 

  Dermatitis bullous 1 1 (1.69) 0 0 (0.00) 

  Erythema 1 1 (1.69) 0 0 (0.00) 

  Hangnail 1 1 (1.69) 0 0 (0.00) 

 
Vascular disorders     

  - Total 7 4 (6.78) 0 0 (0.00) 

  Flushing 3 1 (1.69) 0 0 (0.00) 

  Pallor 2 2 (3.39) 0 0 (0.00) 

  Embolism 1 1 (1.69) 0 0 (0.00) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=59 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=59 
n (%)2 

  Hypertension 1 1 (1.69) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187c 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Response status at study entry 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Response status at study entry: Primary refractory 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=0 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=0 

n (%)2 

No records met the criteria     

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187c 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Response status at study entry 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=20 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=20 
n (%)2 

Total number of AE per patient 6 6 (30.00) 2 2 (10.00) 

 
Eye disorders     

  - Total 1 1 (5.00) 1 1 (5.00) 

  Keratitis 1 1 (5.00) 1 1 (5.00) 

 
Infections and infestations     

  - Total 2 2 (10.00) 0 0 (0.00) 

  Infection 1 1 (5.00) 0 0 (0.00) 

  Rhinitis 1 1 (5.00) 0 0 (0.00) 

 
Investigations     

  - Total 1 1 (5.00) 0 0 (0.00) 

  Lymphocyte count decreased 1 1 (5.00) 0 0 (0.00) 
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Timing: >1 year post-CTL019 infusion, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=20 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=20 
n (%)2 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 1 1 (5.00) 1 1 (5.00) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (5.00) 1 1 (5.00) 

 
Psychiatric disorders     

  - Total 1 1 (5.00) 0 0 (0.00) 

  Completed suicide 1 1 (5.00) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187c 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Response status at study entry 

Safety Set 

 

Timing: At anytime, Response status at study entry: Primary refractory 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=1 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=1 

n (%)2 

Total number of AE per patient 9 1 (100.00) 2 1 (100.00) 

 
Gastrointestinal disorders     

  - Total 2 1 (100.00) 0 0 (0.00) 

  Dyspepsia 1 1 (100.00) 0 0 (0.00) 

  Vomiting 1 1 (100.00) 0 0 (0.00) 

 
Immune system disorders     

  - Total 1 1 (100.00) 1 1 (100.00) 

  Cytokine release syndrome 1 1 (100.00) 1 1 (100.00) 

 
Infections and infestations     

  - Total 1 1 (100.00) 0 0 (0.00) 

  Paronychia 1 1 (100.00) 0 0 (0.00) 

 
Investigations     
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Timing: At anytime, Response status at study entry: Primary refractory 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=1 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=1 

n (%)2 

  - Total 1 1 (100.00) 0 0 (0.00) 

  Immunoglobulins decreased 1 1 (100.00) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 2 1 (100.00) 0 0 (0.00) 

  Hypokalaemia 1 1 (100.00) 0 0 (0.00) 

  Hyponatraemia 1 1 (100.00) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 1 1 (100.00) 0 0 (0.00) 

  Rash 1 1 (100.00) 0 0 (0.00) 

 
Vascular disorders     

  - Total 1 1 (100.00) 1 1 (100.00) 

  Hypertension 1 1 (100.00) 1 1 (100.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187c 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Response status at study entry 

Safety Set 

 

Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

Total number of AE per patient 1348 68 (100.00) 325 58 (85.29) 

 
Blood and lymphatic system disorders     

  - Total 80 38 (55.88) 44 25 (36.76) 

  Anaemia 33 14 (20.59) 14 7 (10.29) 

  Neutropenia 15 10 (14.71) 12 8 (11.76) 

  Thrombocytopenia 10 6 (8.82) 6 4 (5.88) 

  Febrile neutropenia 7 6 (8.82) 4 4 (5.88) 

  Disseminated intravascular 
coagulation 

3 3 (4.41) 1 1 (1.47) 

  Leukopenia 3 1 (1.47) 1 1 (1.47) 

  B-cell aplasia 2 2 (2.94) 1 1 (1.47) 

  Bone marrow failure 2 2 (2.94) 2 2 (2.94) 

  Coagulation factor deficiency 1 1 (1.47) 1 1 (1.47) 
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Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Leukocytosis 1 1 (1.47) 0 0 (0.00) 

  Lymphopenia 1 1 (1.47) 1 1 (1.47) 

  Pancytopenia 1 1 (1.47) 1 1 (1.47) 

  Splenomegaly 1 1 (1.47) 0 0 (0.00) 

 
Cardiac disorders     

  - Total 28 15 (22.06) 2 2 (2.94) 

  Tachycardia 12 9 (13.24) 0 0 (0.00) 

  Sinus bradycardia 5 3 (4.41) 0 0 (0.00) 

  Sinus tachycardia 5 4 (5.88) 0 0 (0.00) 

  Left ventricular dysfunction 2 2 (2.94) 2 2 (2.94) 

  Bradycardia 1 1 (1.47) 0 0 (0.00) 

  Cardiac discomfort 1 1 (1.47) 0 0 (0.00) 

  Cardiac hypertrophy 1 1 (1.47) 0 0 (0.00) 

  Pericardial effusion 1 1 (1.47) 0 0 (0.00) 

 
Congenital, familial and genetic 
disorders 

    

  - Total 1 1 (1.47) 0 0 (0.00) 

  Talipes 1 1 (1.47) 0 0 (0.00) 

 
Ear and labyrinth disorders     
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Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  - Total 3 2 (2.94) 1 1 (1.47) 

  Ear pain 2 1 (1.47) 0 0 (0.00) 

  Vertigo 1 1 (1.47) 1 1 (1.47) 

 
Endocrine disorders     

  - Total 3 2 (2.94) 0 0 (0.00) 

  Hypothyroidism 1 1 (1.47) 0 0 (0.00) 

  Inappropriate antidiuretic hormone 
secretion 

1 1 (1.47) 0 0 (0.00) 

  Precocious puberty 1 1 (1.47) 0 0 (0.00) 

 
Eye disorders     

  - Total 23 12 (17.65) 2 2 (2.94) 

  Eye pain 3 2 (2.94) 0 0 (0.00) 

  Dry eye 2 2 (2.94) 0 0 (0.00) 

  Amaurosis 1 1 (1.47) 1 1 (1.47) 

  Astigmatism 1 1 (1.47) 0 0 (0.00) 

  Blepharitis 1 1 (1.47) 0 0 (0.00) 

  Blepharospasm 1 1 (1.47) 0 0 (0.00) 

  Blindness unilateral 1 1 (1.47) 0 0 (0.00) 

  Conjunctival haemorrhage 1 1 (1.47) 0 0 (0.00) 
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Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Conjunctivitis allergic 1 1 (1.47) 0 0 (0.00) 

  Diplopia 1 1 (1.47) 0 0 (0.00) 

  Eye pruritus 1 1 (1.47) 0 0 (0.00) 

  Hypermetropia 1 1 (1.47) 0 0 (0.00) 

  Keratitis 1 1 (1.47) 1 1 (1.47) 

  Lacrimation increased 1 1 (1.47) 0 0 (0.00) 

  Ocular hyperaemia 1 1 (1.47) 0 0 (0.00) 

  Ocular hypertension 1 1 (1.47) 0 0 (0.00) 

  Optic atrophy 1 1 (1.47) 0 0 (0.00) 

  Vision blurred 1 1 (1.47) 0 0 (0.00) 

  Visual impairment 1 1 (1.47) 0 0 (0.00) 

  Vitreous opacities 1 1 (1.47) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 128 41 (60.29) 5 5 (7.35) 

  Diarrhoea 27 17 (25.00) 2 2 (2.94) 

  Nausea 20 16 (23.53) 1 1 (1.47) 

  Vomiting 17 12 (17.65) 0 0 (0.00) 

  Abdominal pain 14 8 (11.76) 0 0 (0.00) 

  Constipation 10 7 (10.29) 0 0 (0.00) 
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Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Abdominal distension 4 3 (4.41) 0 0 (0.00) 

  Abdominal pain upper 4 4 (5.88) 0 0 (0.00) 

  Stomatitis 4 3 (4.41) 0 0 (0.00) 

  Proctalgia 3 2 (2.94) 0 0 (0.00) 

  Gingival bleeding 2 2 (2.94) 0 0 (0.00) 

  Oral pain 2 1 (1.47) 0 0 (0.00) 

  Paraesthesia oral 2 2 (2.94) 0 0 (0.00) 

  Upper gastrointestinal haemorrhage 2 1 (1.47) 0 0 (0.00) 

  Abdominal pain lower 1 1 (1.47) 0 0 (0.00) 

  Anal fissure 1 1 (1.47) 0 0 (0.00) 

  Anal fistula 1 1 (1.47) 0 0 (0.00) 

  Anal haemorrhage 1 1 (1.47) 0 0 (0.00) 

  Anal incontinence 1 1 (1.47) 0 0 (0.00) 

  Dental caries 1 1 (1.47) 0 0 (0.00) 

  Gastrointestinal haemorrhage 1 1 (1.47) 1 1 (1.47) 

  Gastrointestinal motility disorder 1 1 (1.47) 0 0 (0.00) 

  Gastrointestinal pain 1 1 (1.47) 0 0 (0.00) 

  Gingival swelling 1 1 (1.47) 0 0 (0.00) 

  Hypoaesthesia oral 1 1 (1.47) 0 0 (0.00) 

  Lip dry 1 1 (1.47) 0 0 (0.00) 
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Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Lip haemorrhage 1 1 (1.47) 0 0 (0.00) 

  Periodontal disease 1 1 (1.47) 0 0 (0.00) 

  Rectal haemorrhage 1 1 (1.47) 0 0 (0.00) 

  Rectal ulcer 1 1 (1.47) 1 1 (1.47) 

  Toothache 1 1 (1.47) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 123 45 (66.18) 12 9 (13.24) 

  Pyrexia 68 33 (48.53) 5 5 (7.35) 

  Fatigue 9 7 (10.29) 0 0 (0.00) 

  Face oedema 6 6 (8.82) 1 1 (1.47) 

  Oedema peripheral 6 5 (7.35) 0 0 (0.00) 

  Pain 5 5 (7.35) 1 1 (1.47) 

  Chills 4 4 (5.88) 0 0 (0.00) 

  Localised oedema 4 3 (4.41) 1 1 (1.47) 

  Asthenia 2 2 (2.94) 0 0 (0.00) 

  Catheter site erythema 2 2 (2.94) 0 0 (0.00) 

  Catheter site haemorrhage 2 2 (2.94) 1 1 (1.47) 

  Catheter site pain 2 2 (2.94) 0 0 (0.00) 

  Gait disturbance 2 2 (2.94) 0 0 (0.00) 



  

  

6828 

Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Non-cardiac chest pain 2 2 (2.94) 0 0 (0.00) 

  Axillary pain 1 1 (1.47) 0 0 (0.00) 

  Catheter site pruritus 1 1 (1.47) 0 0 (0.00) 

  Drug withdrawal syndrome 1 1 (1.47) 1 1 (1.47) 

  Facial pain 1 1 (1.47) 0 0 (0.00) 

  Generalised oedema 1 1 (1.47) 0 0 (0.00) 

  Malaise 1 1 (1.47) 0 0 (0.00) 

  Mucosal inflammation 1 1 (1.47) 1 1 (1.47) 

  Multiple organ dysfunction syndrome 1 1 (1.47) 1 1 (1.47) 

  Oedema 1 1 (1.47) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 7 7 (10.29) 3 3 (4.41) 

  Cholestasis 1 1 (1.47) 1 1 (1.47) 

  Gallbladder oedema 1 1 (1.47) 0 0 (0.00) 

  Hepatic failure 1 1 (1.47) 0 0 (0.00) 

  Hepatic steatosis 1 1 (1.47) 0 0 (0.00) 

  Hepatocellular injury 1 1 (1.47) 1 1 (1.47) 

  Hepatosplenomegaly 1 1 (1.47) 1 1 (1.47) 

  Hepatotoxicity 1 1 (1.47) 0 0 (0.00) 
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Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

Immune system disorders     

  - Total 130 53 (77.94) 42 23 (33.82) 

  Cytokine release syndrome 96 46 (67.65) 38 21 (30.88) 

  Hypogammaglobulinaemia 22 21 (30.88) 2 2 (2.94) 

  Allergy to immunoglobulin therapy 5 4 (5.88) 0 0 (0.00) 

  Drug hypersensitivity 3 3 (4.41) 0 0 (0.00) 

  Haemophagocytic 
lymphohistiocytosis 

3 3 (4.41) 2 2 (2.94) 

  Atopy 1 1 (1.47) 0 0 (0.00) 

 
Infections and infestations     

  - Total 125 44 (64.71) 36 21 (30.88) 

  Nasopharyngitis 9 9 (13.24) 0 0 (0.00) 

  Upper respiratory tract infection 9 7 (10.29) 0 0 (0.00) 

  Rhinitis 6 5 (7.35) 0 0 (0.00) 

  Herpes zoster 5 5 (7.35) 1 1 (1.47) 

  Device related infection 4 4 (5.88) 2 2 (2.94) 

  Rash pustular 4 3 (4.41) 0 0 (0.00) 

  Candida infection 3 3 (4.41) 2 2 (2.94) 

  Gastroenteritis 3 3 (4.41) 0 0 (0.00) 

  Pneumonia 3 3 (4.41) 3 3 (4.41) 
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Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Sepsis 3 3 (4.41) 3 3 (4.41) 

  Sinusitis 3 3 (4.41) 2 2 (2.94) 

  Viral upper respiratory tract infection 3 2 (2.94) 0 0 (0.00) 

  Aspergillus infection 2 2 (2.94) 2 2 (2.94) 

  Bacterial infection 2 2 (2.94) 2 2 (2.94) 

  Bronchitis 2 2 (2.94) 0 0 (0.00) 

  Cellulitis 2 2 (2.94) 0 0 (0.00) 

  Central nervous system infection 2 1 (1.47) 1 1 (1.47) 

  Conjunctivitis 2 1 (1.47) 0 0 (0.00) 

  Enterovirus infection 2 2 (2.94) 0 0 (0.00) 

  Infection 2 2 (2.94) 1 1 (1.47) 

  Influenza 2 2 (2.94) 1 1 (1.47) 

  Meningitis aseptic 2 1 (1.47) 2 1 (1.47) 

  Oral herpes 2 2 (2.94) 0 0 (0.00) 

  Otitis externa 2 2 (2.94) 0 0 (0.00) 

  Otitis media 2 2 (2.94) 0 0 (0.00) 

  Respiratory syncytial virus infection 2 2 (2.94) 1 1 (1.47) 

  Vascular device infection 2 2 (2.94) 2 2 (2.94) 

  Alternaria infection 1 1 (1.47) 1 1 (1.47) 

  Atypical pneumonia 1 1 (1.47) 1 1 (1.47) 
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Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Body tinea 1 1 (1.47) 0 0 (0.00) 

  Bronchopulmonary aspergillosis 1 1 (1.47) 0 0 (0.00) 

  Catheter site infection 1 1 (1.47) 0 0 (0.00) 

  Cellulitis orbital 1 1 (1.47) 1 1 (1.47) 

  Cerebral fungal infection 1 1 (1.47) 1 1 (1.47) 

  Conjunctivitis viral 1 1 (1.47) 0 0 (0.00) 

  Cystitis 1 1 (1.47) 0 0 (0.00) 

  Enterococcal infection 1 1 (1.47) 1 1 (1.47) 

  Escherichia urinary tract infection 1 1 (1.47) 0 0 (0.00) 

  Eye infection 1 1 (1.47) 0 0 (0.00) 

  Folliculitis 1 1 (1.47) 0 0 (0.00) 

  Gastrointestinal infection 1 1 (1.47) 1 1 (1.47) 

  Helminthic infection 1 1 (1.47) 0 0 (0.00) 

  Impetigo 1 1 (1.47) 0 0 (0.00) 

  Laryngitis 1 1 (1.47) 0 0 (0.00) 

  Molluscum contagiosum 1 1 (1.47) 0 0 (0.00) 

  Mucosal infection 1 1 (1.47) 0 0 (0.00) 

  Nail infection 1 1 (1.47) 0 0 (0.00) 

  Oral fungal infection 1 1 (1.47) 0 0 (0.00) 

  Otitis media acute 1 1 (1.47) 0 0 (0.00) 
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Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Parainfluenzae virus infection 1 1 (1.47) 0 0 (0.00) 

  Paronychia 1 1 (1.47) 0 0 (0.00) 

  Parotitis 1 1 (1.47) 0 0 (0.00) 

  Periorbital cellulitis 1 1 (1.47) 1 1 (1.47) 

  Pharyngitis 1 1 (1.47) 0 0 (0.00) 

  Pneumonia haemophilus 1 1 (1.47) 1 1 (1.47) 

  Pneumonia viral 1 1 (1.47) 0 0 (0.00) 

  Pseudomembranous colitis 1 1 (1.47) 0 0 (0.00) 

  Respiratory tract infection 1 1 (1.47) 0 0 (0.00) 

  Rhinovirus infection 1 1 (1.47) 0 0 (0.00) 

  Septic shock 1 1 (1.47) 1 1 (1.47) 

  Skin infection 1 1 (1.47) 0 0 (0.00) 

  Systemic infection 1 1 (1.47) 1 1 (1.47) 

  Tinea pedis 1 1 (1.47) 0 0 (0.00) 

  Tonsillitis 1 1 (1.47) 1 1 (1.47) 

  Tooth infection 1 1 (1.47) 0 0 (0.00) 

  Urinary tract infection viral 1 1 (1.47) 0 0 (0.00) 

  Vulvitis 1 1 (1.47) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    



  

  

6833 

Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  - Total 22 12 (17.65) 1 1 (1.47) 

  Contusion 3 3 (4.41) 0 0 (0.00) 

  Allergic transfusion reaction 2 2 (2.94) 0 0 (0.00) 

  Fall 2 2 (2.94) 0 0 (0.00) 

  Infusion related reaction 2 1 (1.47) 0 0 (0.00) 

  Procedural pain 2 2 (2.94) 0 0 (0.00) 

  Femoral neck fracture 1 1 (1.47) 0 0 (0.00) 

  Ligament sprain 1 1 (1.47) 0 0 (0.00) 

  Periorbital haematoma 1 1 (1.47) 1 1 (1.47) 

  Post procedural haemorrhage 1 1 (1.47) 0 0 (0.00) 

  Skin abrasion 1 1 (1.47) 0 0 (0.00) 

  Splinter 1 1 (1.47) 0 0 (0.00) 

  Stoma site erythema 1 1 (1.47) 0 0 (0.00) 

  Stoma site haemorrhage 1 1 (1.47) 0 0 (0.00) 

  Subcutaneous haematoma 1 1 (1.47) 0 0 (0.00) 

  Thermal burn 1 1 (1.47) 0 0 (0.00) 

  Transfusion reaction 1 1 (1.47) 0 0 (0.00) 

 
Investigations     

  - Total 207 38 (55.88) 104 27 (39.71) 



  

  

6834 

Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Neutrophil count decreased 40 11 (16.18) 33 10 (14.71) 

  Platelet count decreased 36 10 (14.71) 20 7 (10.29) 

  White blood cell count decreased 34 14 (20.59) 24 11 (16.18) 

  Aspartate aminotransferase 
increased 

12 8 (11.76) 4 3 (4.41) 

  Alanine aminotransferase increased 11 7 (10.29) 4 3 (4.41) 

  Blood fibrinogen decreased 7 5 (7.35) 3 3 (4.41) 

  Lymphocyte count decreased 6 5 (7.35) 4 4 (5.88) 

  Immunoglobulins decreased 5 4 (5.88) 4 3 (4.41) 

  Blood creatine phosphokinase 
increased 

4 1 (1.47) 3 1 (1.47) 

  Blood creatinine increased 4 3 (4.41) 0 0 (0.00) 

  Blood alkaline phosphatase 
increased 

3 2 (2.94) 0 0 (0.00) 

  Blood bilirubin increased 3 3 (4.41) 2 2 (2.94) 

  Prothrombin time prolonged 3 3 (4.41) 0 0 (0.00) 

  Activated partial thromboplastin time 
prolonged 

2 2 (2.94) 0 0 (0.00) 

  Blood lactate dehydrogenase 
increased 

2 1 (1.47) 0 0 (0.00) 

  Blood potassium decreased 2 1 (1.47) 0 0 (0.00) 



  

  

6835 

Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Blood urea decreased 2 1 (1.47) 0 0 (0.00) 

  Blood urea increased 2 1 (1.47) 0 0 (0.00) 

  C-reactive protein increased 2 2 (2.94) 0 0 (0.00) 

  Gamma-glutamyltransferase 
increased 

2 2 (2.94) 0 0 (0.00) 

  Lipase increased 2 1 (1.47) 0 0 (0.00) 

  Serum ferritin increased 2 2 (2.94) 0 0 (0.00) 

  Ammonia increased 1 1 (1.47) 0 0 (0.00) 

  Antithrombin III decreased 1 1 (1.47) 0 0 (0.00) 

  Blood chloride increased 1 1 (1.47) 0 0 (0.00) 

  Blood fibrinogen increased 1 1 (1.47) 0 0 (0.00) 

  Blood magnesium increased 1 1 (1.47) 1 1 (1.47) 

  Blood uric acid increased 1 1 (1.47) 0 0 (0.00) 

  Blood urine present 1 1 (1.47) 0 0 (0.00) 

  Chest X-ray abnormal 1 1 (1.47) 0 0 (0.00) 

  Chlamydia test positive 1 1 (1.47) 0 0 (0.00) 

  Clostridium test positive 1 1 (1.47) 0 0 (0.00) 

  Cytomegalovirus test positive 1 1 (1.47) 0 0 (0.00) 

  Electrocardiogram repolarisation 
abnormality 

1 1 (1.47) 0 0 (0.00) 
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Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Fungal test positive 1 1 (1.47) 1 1 (1.47) 

  Haemoglobin decreased 1 1 (1.47) 1 1 (1.47) 

  Heart sounds abnormal 1 1 (1.47) 0 0 (0.00) 

  International normalised ratio 
increased 

1 1 (1.47) 0 0 (0.00) 

  Lymph node palpable 1 1 (1.47) 0 0 (0.00) 

  Monocyte count decreased 1 1 (1.47) 0 0 (0.00) 

  Protein total decreased 1 1 (1.47) 0 0 (0.00) 

  Vitamin D decreased 1 1 (1.47) 0 0 (0.00) 

  Weight decreased 1 1 (1.47) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 119 33 (48.53) 29 13 (19.12) 

  Hypokalaemia 27 14 (20.59) 10 7 (10.29) 

  Hypophosphataemia 17 10 (14.71) 2 2 (2.94) 

  Hypocalcaemia 15 8 (11.76) 8 4 (5.88) 

  Hypoalbuminaemia 13 8 (11.76) 1 1 (1.47) 

  Decreased appetite 8 8 (11.76) 1 1 (1.47) 

  Hypomagnesaemia 7 7 (10.29) 0 0 (0.00) 

  Hyperuricaemia 5 4 (5.88) 0 0 (0.00) 

  Dehydration 4 3 (4.41) 2 2 (2.94) 



  

  

6837 

Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Hyperglycaemia 4 4 (5.88) 2 2 (2.94) 

  Hyperphosphataemia 4 2 (2.94) 0 0 (0.00) 

  Hyperkalaemia 3 3 (4.41) 0 0 (0.00) 

  Hyponatraemia 3 1 (1.47) 1 1 (1.47) 

  Hypercalcaemia 2 2 (2.94) 0 0 (0.00) 

  Fluid overload 1 1 (1.47) 0 0 (0.00) 

  Fluid retention 1 1 (1.47) 0 0 (0.00) 

  Hyperferritinaemia 1 1 (1.47) 0 0 (0.00) 

  Hypernatraemia 1 1 (1.47) 0 0 (0.00) 

  Lactic acidosis 1 1 (1.47) 1 1 (1.47) 

  Tumour lysis syndrome 1 1 (1.47) 1 1 (1.47) 

  Vitamin D deficiency 1 1 (1.47) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 53 23 (33.82) 4 4 (5.88) 

  Pain in extremity 13 7 (10.29) 0 0 (0.00) 

  Arthralgia 12 9 (13.24) 2 2 (2.94) 

  Back pain 7 6 (8.82) 0 0 (0.00) 

  Myalgia 6 6 (8.82) 0 0 (0.00) 

  Muscular weakness 4 3 (4.41) 1 1 (1.47) 
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Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Bone pain 3 3 (4.41) 0 0 (0.00) 

  Neck pain 2 2 (2.94) 0 0 (0.00) 

  Osteopenia 2 2 (2.94) 0 0 (0.00) 

  Joint effusion 1 1 (1.47) 1 1 (1.47) 

  Joint stiffness 1 1 (1.47) 0 0 (0.00) 

  Osteonecrosis 1 1 (1.47) 0 0 (0.00) 

  Osteoporosis 1 1 (1.47) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 8 8 (11.76) 8 8 (11.76) 

  Acute lymphocytic leukaemia 
recurrent 

4 4 (5.88) 4 4 (5.88) 

  Acute lymphocytic leukaemia 1 1 (1.47) 1 1 (1.47) 

  B precursor type acute leukaemia 1 1 (1.47) 1 1 (1.47) 

  Leukaemia 1 1 (1.47) 1 1 (1.47) 

  Neoplasm progression 1 1 (1.47) 1 1 (1.47) 

 
Nervous system disorders     

  - Total 57 31 (45.59) 10 7 (10.29) 

  Headache 18 16 (23.53) 1 1 (1.47) 

  Seizure 6 6 (8.82) 2 2 (2.94) 
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Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Dyskinesia 4 1 (1.47) 2 1 (1.47) 

  Tremor 4 4 (5.88) 0 0 (0.00) 

  Dizziness 2 2 (2.94) 0 0 (0.00) 

  Encephalopathy 2 2 (2.94) 2 2 (2.94) 

  Intention tremor 2 2 (2.94) 0 0 (0.00) 

  Lethargy 2 2 (2.94) 0 0 (0.00) 

  Neuralgia 2 2 (2.94) 0 0 (0.00) 

  Somnolence 2 2 (2.94) 2 2 (2.94) 

  Cerebral atrophy 1 1 (1.47) 0 0 (0.00) 

  Depressed level of consciousness 1 1 (1.47) 1 1 (1.47) 

  Dysarthria 1 1 (1.47) 0 0 (0.00) 

  Dysgeusia 1 1 (1.47) 0 0 (0.00) 

  Facial paralysis 1 1 (1.47) 0 0 (0.00) 

  Head discomfort 1 1 (1.47) 0 0 (0.00) 

  Hemiparesis 1 1 (1.47) 0 0 (0.00) 

  Hyperkinesia 1 1 (1.47) 0 0 (0.00) 

  Intracranial pressure increased 1 1 (1.47) 0 0 (0.00) 

  Nervous system disorder 1 1 (1.47) 0 0 (0.00) 

  Neurological decompensation 1 1 (1.47) 0 0 (0.00) 

  Neuropathy peripheral 1 1 (1.47) 0 0 (0.00) 
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Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Subdural hygroma 1 1 (1.47) 0 0 (0.00) 

 
Product issues     

  - Total 1 1 (1.47) 0 0 (0.00) 

  Device occlusion 1 1 (1.47) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 30 17 (25.00) 2 1 (1.47) 

  Insomnia 6 5 (7.35) 0 0 (0.00) 

  Agitation 5 3 (4.41) 1 1 (1.47) 

  Anxiety 5 4 (5.88) 0 0 (0.00) 

  Confusional state 3 3 (4.41) 1 1 (1.47) 

  Delirium 2 2 (2.94) 0 0 (0.00) 

  Disorientation 2 2 (2.94) 0 0 (0.00) 

  Irritability 2 2 (2.94) 0 0 (0.00) 

  Completed suicide 1 1 (1.47) 0 0 (0.00) 

  Depression 1 1 (1.47) 0 0 (0.00) 

  Hallucination 1 1 (1.47) 0 0 (0.00) 

  Initial insomnia 1 1 (1.47) 0 0 (0.00) 

  Restlessness 1 1 (1.47) 0 0 (0.00) 
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Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

Renal and urinary disorders     

  - Total 23 13 (19.12) 4 3 (4.41) 

  Acute kidney injury 6 3 (4.41) 3 2 (2.94) 

  Haematuria 6 4 (5.88) 1 1 (1.47) 

  Chromaturia 2 1 (1.47) 0 0 (0.00) 

  Dysuria 2 2 (2.94) 0 0 (0.00) 

  Polyuria 2 2 (2.94) 0 0 (0.00) 

  Proteinuria 2 2 (2.94) 0 0 (0.00) 

  Renal impairment 1 1 (1.47) 0 0 (0.00) 

  Urinary incontinence 1 1 (1.47) 0 0 (0.00) 

  Urinary tract disorder 1 1 (1.47) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 6 5 (7.35) 1 1 (1.47) 

  Metrorrhagia 1 1 (1.47) 0 0 (0.00) 

  Ovarian failure 1 1 (1.47) 1 1 (1.47) 

  Perineal pain 1 1 (1.47) 0 0 (0.00) 

  Scrotal oedema 1 1 (1.47) 0 0 (0.00) 

  Vulvovaginal dryness 1 1 (1.47) 0 0 (0.00) 

  Vulvovaginal pain 1 1 (1.47) 0 0 (0.00) 
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Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 77 27 (39.71) 8 7 (10.29) 

  Cough 22 14 (20.59) 0 0 (0.00) 

  Hypoxia 12 8 (11.76) 5 5 (7.35) 

  Epistaxis 8 8 (11.76) 0 0 (0.00) 

  Oropharyngeal pain 6 6 (8.82) 0 0 (0.00) 

  Dyspnoea 4 3 (4.41) 0 0 (0.00) 

  Nasal congestion 4 4 (5.88) 0 0 (0.00) 

  Rhinorrhoea 4 3 (4.41) 0 0 (0.00) 

  Tachypnoea 4 3 (4.41) 0 0 (0.00) 

  Pleural effusion 2 2 (2.94) 0 0 (0.00) 

  Apnoea 1 1 (1.47) 1 1 (1.47) 

  Increased upper airway secretion 1 1 (1.47) 0 0 (0.00) 

  Lung disorder 1 1 (1.47) 1 1 (1.47) 

  Nasal septum perforation 1 1 (1.47) 0 0 (0.00) 

  Pharyngeal erythema 1 1 (1.47) 0 0 (0.00) 

  Productive cough 1 1 (1.47) 0 0 (0.00) 

  Pulmonary granuloma 1 1 (1.47) 1 1 (1.47) 

  Rhinalgia 1 1 (1.47) 0 0 (0.00) 
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Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Rhonchi 1 1 (1.47) 0 0 (0.00) 

  Sinus pain 1 1 (1.47) 0 0 (0.00) 

  Stridor 1 1 (1.47) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 65 31 (45.59) 1 1 (1.47) 

  Rash 11 9 (13.24) 1 1 (1.47) 

  Pruritus 9 8 (11.76) 0 0 (0.00) 

  Erythema 8 6 (8.82) 0 0 (0.00) 

  Petechiae 7 6 (8.82) 0 0 (0.00) 

  Dry skin 5 5 (7.35) 0 0 (0.00) 

  Eczema 4 3 (4.41) 0 0 (0.00) 

  Ingrowing nail 4 3 (4.41) 0 0 (0.00) 

  Hangnail 2 2 (2.94) 0 0 (0.00) 

  Papule 2 2 (2.94) 0 0 (0.00) 

  Skin ulcer 2 1 (1.47) 0 0 (0.00) 

  Urticaria 2 2 (2.94) 0 0 (0.00) 

  Acne 1 1 (1.47) 0 0 (0.00) 

  Alopecia 1 1 (1.47) 0 0 (0.00) 

  Decubitus ulcer 1 1 (1.47) 0 0 (0.00) 
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Timing: At anytime, Response status at study entry: Relapsed disease 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=68 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=68 
n (%)2 

  Dermatitis 1 1 (1.47) 0 0 (0.00) 

  Dermatitis acneiform 1 1 (1.47) 0 0 (0.00) 

  Dermatitis bullous 1 1 (1.47) 0 0 (0.00) 

  Skin discolouration 1 1 (1.47) 0 0 (0.00) 

  Skin exfoliation 1 1 (1.47) 0 0 (0.00) 

  Skin lesion 1 1 (1.47) 0 0 (0.00) 

 
Vascular disorders     

  - Total 29 20 (29.41) 6 6 (8.82) 

  Hypotension 8 6 (8.82) 2 2 (2.94) 

  Hypertension 7 7 (10.29) 2 2 (2.94) 

  Flushing 3 1 (1.47) 0 0 (0.00) 

  Pallor 3 3 (4.41) 0 0 (0.00) 

  Hot flush 2 1 (1.47) 0 0 (0.00) 

  Capillary leak syndrome 1 1 (1.47) 1 1 (1.47) 

  Embolism 1 1 (1.47) 0 0 (0.00) 

  Jugular vein thrombosis 1 1 (1.47) 1 1 (1.47) 

  Lymphoedema 1 1 (1.47) 0 0 (0.00) 

  Vascular occlusion 1 1 (1.47) 0 0 (0.00) 

  Venous thrombosis limb 1 1 (1.47) 0 0 (0.00) 

 



  

  

6845 

 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:11                                        Final 
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Tabl e 187d => N umber of adverse events post CTL019 i nfusion, regar dless  of study drug r elati onshi p, by pri mar y sys tem organ cl ass, pr eferred term and R egion (Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187d 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Region 

Safety Set 

 

Timing: within 8 weeks post infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=48 
n (%)2 

Total number of AE per patient 430 48 (100.00) 116 31 (64.58) 

 
Blood and lymphatic system disorders     

  - Total 28 20 (41.67) 18 13 (27.08) 

  Anaemia 7 6 (12.50) 1 1 (2.08) 

  Neutropenia 6 4 (8.33) 6 4 (8.33) 

  Febrile neutropenia 3 3 (6.25) 2 2 (4.17) 

  Leukopenia 3 1 (2.08) 1 1 (2.08) 

  Thrombocytopenia 3 2 (4.17) 3 2 (4.17) 

  Bone marrow failure 2 2 (4.17) 2 2 (4.17) 

  Coagulation factor deficiency 1 1 (2.08) 1 1 (2.08) 

  Disseminated intravascular 
coagulation 

1 1 (2.08) 1 1 (2.08) 

  Pancytopenia 1 1 (2.08) 1 1 (2.08) 
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Timing: within 8 weeks post infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=48 
n (%)2 

  Splenomegaly 1 1 (2.08) 0 0 (0.00) 

 
Cardiac disorders     

  - Total 9 8 (16.67) 1 1 (2.08) 

  Tachycardia 6 5 (10.42) 0 0 (0.00) 

  Bradycardia 1 1 (2.08) 0 0 (0.00) 

  Cardiac hypertrophy 1 1 (2.08) 0 0 (0.00) 

  Left ventricular dysfunction 1 1 (2.08) 1 1 (2.08) 

 
Congenital, familial and genetic 
disorders 

    

  - Total 1 1 (2.08) 0 0 (0.00) 

  Talipes 1 1 (2.08) 0 0 (0.00) 

 
Ear and labyrinth disorders     

  - Total 1 1 (2.08) 1 1 (2.08) 

  Vertigo 1 1 (2.08) 1 1 (2.08) 

 
Eye disorders     

  - Total 5 3 (6.25) 1 1 (2.08) 

  Amaurosis 1 1 (2.08) 1 1 (2.08) 

  Conjunctival haemorrhage 1 1 (2.08) 0 0 (0.00) 
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Timing: within 8 weeks post infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=48 
n (%)2 

  Dry eye 1 1 (2.08) 0 0 (0.00) 

  Optic atrophy 1 1 (2.08) 0 0 (0.00) 

  Vitreous opacities 1 1 (2.08) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 29 20 (41.67) 2 2 (4.17) 

  Diarrhoea 9 9 (18.75) 1 1 (2.08) 

  Nausea 7 7 (14.58) 1 1 (2.08) 

  Vomiting 6 6 (12.50) 0 0 (0.00) 

  Abdominal pain upper 2 2 (4.17) 0 0 (0.00) 

  Abdominal pain 1 1 (2.08) 0 0 (0.00) 

  Constipation 1 1 (2.08) 0 0 (0.00) 

  Dyspepsia 1 1 (2.08) 0 0 (0.00) 

  Gastrointestinal pain 1 1 (2.08) 0 0 (0.00) 

  Gingival swelling 1 1 (2.08) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 44 25 (52.08) 9 6 (12.50) 

  Pyrexia 28 17 (35.42) 3 3 (6.25) 

  Fatigue 4 3 (6.25) 0 0 (0.00) 
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Timing: within 8 weeks post infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=48 
n (%)2 

  Pain 3 3 (6.25) 1 1 (2.08) 

  Asthenia 1 1 (2.08) 0 0 (0.00) 

  Catheter site erythema 1 1 (2.08) 0 0 (0.00) 

  Catheter site haemorrhage 1 1 (2.08) 1 1 (2.08) 

  Drug withdrawal syndrome 1 1 (2.08) 1 1 (2.08) 

  Face oedema 1 1 (2.08) 1 1 (2.08) 

  Localised oedema 1 1 (2.08) 1 1 (2.08) 

  Multiple organ dysfunction syndrome 1 1 (2.08) 1 1 (2.08) 

  Oedema 1 1 (2.08) 0 0 (0.00) 

  Oedema peripheral 1 1 (2.08) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 4 4 (8.33) 2 2 (4.17) 

  Cholestasis 1 1 (2.08) 1 1 (2.08) 

  Hepatic failure 1 1 (2.08) 0 0 (0.00) 

  Hepatic steatosis 1 1 (2.08) 0 0 (0.00) 

  Hepatocellular injury 1 1 (2.08) 1 1 (2.08) 

 
Immune system disorders     

  - Total 94 36 (75.00) 33 16 (33.33) 
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Timing: within 8 weeks post infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=48 
n (%)2 

  Cytokine release syndrome 73 31 (64.58) 31 16 (33.33) 

  Hypogammaglobulinaemia 16 15 (31.25) 0 0 (0.00) 

  Haemophagocytic 
lymphohistiocytosis 

3 3 (6.25) 2 2 (4.17) 

  Atopy 1 1 (2.08) 0 0 (0.00) 

  Drug hypersensitivity 1 1 (2.08) 0 0 (0.00) 

 
Infections and infestations     

  - Total 23 17 (35.42) 9 6 (12.50) 

  Candida infection 2 2 (4.17) 1 1 (2.08) 

  Device related infection 2 2 (4.17) 0 0 (0.00) 

  Upper respiratory tract infection 2 2 (4.17) 0 0 (0.00) 

  Aspergillus infection 1 1 (2.08) 1 1 (2.08) 

  Cellulitis orbital 1 1 (2.08) 1 1 (2.08) 

  Central nervous system infection 1 1 (2.08) 1 1 (2.08) 

  Cerebral fungal infection 1 1 (2.08) 1 1 (2.08) 

  Cystitis 1 1 (2.08) 0 0 (0.00) 

  Eye infection 1 1 (2.08) 0 0 (0.00) 

  Helminthic infection 1 1 (2.08) 0 0 (0.00) 

  Herpes zoster 1 1 (2.08) 0 0 (0.00) 
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Timing: within 8 weeks post infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=48 
n (%)2 

  Paronychia 1 1 (2.08) 0 0 (0.00) 

  Pneumonia 1 1 (2.08) 1 1 (2.08) 

  Pneumonia viral 1 1 (2.08) 0 0 (0.00) 

  Pseudomembranous colitis 1 1 (2.08) 0 0 (0.00) 

  Respiratory tract infection 1 1 (2.08) 0 0 (0.00) 

  Sinusitis 1 1 (2.08) 1 1 (2.08) 

  Systemic infection 1 1 (2.08) 1 1 (2.08) 

  Vascular device infection 1 1 (2.08) 1 1 (2.08) 

  Vulvitis 1 1 (2.08) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 6 5 (10.42) 1 1 (2.08) 

  Allergic transfusion reaction 1 1 (2.08) 0 0 (0.00) 

  Femoral neck fracture 1 1 (2.08) 0 0 (0.00) 

  Periorbital haematoma 1 1 (2.08) 1 1 (2.08) 

  Procedural pain 1 1 (2.08) 0 0 (0.00) 

  Thermal burn 1 1 (2.08) 0 0 (0.00) 

  Transfusion reaction 1 1 (2.08) 0 0 (0.00) 

 
Investigations     



  

  

6852 

Timing: within 8 weeks post infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=48 
n (%)2 

  - Total 48 21 (43.75) 19 12 (25.00) 

  Platelet count decreased 9 5 (10.42) 3 2 (4.17) 

  Neutrophil count decreased 6 5 (10.42) 5 4 (8.33) 

  White blood cell count decreased 6 6 (12.50) 4 4 (8.33) 

  Immunoglobulins decreased 5 4 (8.33) 3 2 (4.17) 

  Prothrombin time prolonged 3 3 (6.25) 0 0 (0.00) 

  Alanine aminotransferase increased 2 2 (4.17) 1 1 (2.08) 

  Aspartate aminotransferase 
increased 

2 2 (4.17) 0 0 (0.00) 

  Blood potassium decreased 2 1 (2.08) 0 0 (0.00) 

  Activated partial thromboplastin time 
prolonged 

1 1 (2.08) 0 0 (0.00) 

  Antithrombin III decreased 1 1 (2.08) 0 0 (0.00) 

  Blood bilirubin increased 1 1 (2.08) 1 1 (2.08) 

  Blood creatinine increased 1 1 (2.08) 0 0 (0.00) 

  Blood fibrinogen decreased 1 1 (2.08) 0 0 (0.00) 

  Blood magnesium increased 1 1 (2.08) 1 1 (2.08) 

  Blood uric acid increased 1 1 (2.08) 0 0 (0.00) 

  C-reactive protein increased 1 1 (2.08) 0 0 (0.00) 

  Chest X-ray abnormal 1 1 (2.08) 0 0 (0.00) 



  

  

6853 

Timing: within 8 weeks post infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=48 
n (%)2 

  Clostridium test positive 1 1 (2.08) 0 0 (0.00) 

  Electrocardiogram repolarisation 
abnormality 

1 1 (2.08) 0 0 (0.00) 

  Haemoglobin decreased 1 1 (2.08) 1 1 (2.08) 

  Protein total decreased 1 1 (2.08) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 33 16 (33.33) 7 5 (10.42) 

  Hypoalbuminaemia 7 4 (8.33) 1 1 (2.08) 

  Decreased appetite 5 5 (10.42) 1 1 (2.08) 

  Hypokalaemia 5 5 (10.42) 0 0 (0.00) 

  Hypocalcaemia 4 3 (6.25) 2 2 (4.17) 

  Hypophosphataemia 3 3 (6.25) 0 0 (0.00) 

  Dehydration 2 2 (4.17) 2 2 (4.17) 

  Hypomagnesaemia 2 2 (4.17) 0 0 (0.00) 

  Fluid retention 1 1 (2.08) 0 0 (0.00) 

  Hyperglycaemia 1 1 (2.08) 1 1 (2.08) 

  Hypernatraemia 1 1 (2.08) 0 0 (0.00) 

  Hyponatraemia 1 1 (2.08) 0 0 (0.00) 

  Vitamin D deficiency 1 1 (2.08) 0 0 (0.00) 

 



  

  

6854 

Timing: within 8 weeks post infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=48 
n (%)2 

Musculoskeletal and connective tissue 
disorders 

    

  - Total 16 12 (25.00) 1 1 (2.08) 

  Arthralgia 4 3 (6.25) 0 0 (0.00) 

  Myalgia 4 4 (8.33) 0 0 (0.00) 

  Back pain 1 1 (2.08) 0 0 (0.00) 

  Bone pain 1 1 (2.08) 0 0 (0.00) 

  Joint effusion 1 1 (2.08) 1 1 (2.08) 

  Joint stiffness 1 1 (2.08) 0 0 (0.00) 

  Muscular weakness 1 1 (2.08) 0 0 (0.00) 

  Osteonecrosis 1 1 (2.08) 0 0 (0.00) 

  Osteopenia 1 1 (2.08) 0 0 (0.00) 

  Pain in extremity 1 1 (2.08) 0 0 (0.00) 

 
Nervous system disorders     

  - Total 23 18 (37.50) 6 5 (10.42) 

  Headache 6 6 (12.50) 1 1 (2.08) 

  Seizure 6 6 (12.50) 2 2 (4.17) 

  Somnolence 2 2 (4.17) 2 2 (4.17) 

  Tremor 2 2 (4.17) 0 0 (0.00) 



  

  

6855 

Timing: within 8 weeks post infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=48 
n (%)2 

  Cerebral atrophy 1 1 (2.08) 0 0 (0.00) 

  Dysgeusia 1 1 (2.08) 0 0 (0.00) 

  Encephalopathy 1 1 (2.08) 1 1 (2.08) 

  Hyperkinesia 1 1 (2.08) 0 0 (0.00) 

  Intention tremor 1 1 (2.08) 0 0 (0.00) 

  Neuralgia 1 1 (2.08) 0 0 (0.00) 

  Neurological decompensation 1 1 (2.08) 0 0 (0.00) 

 
Product issues     

  - Total 1 1 (2.08) 0 0 (0.00) 

  Device occlusion 1 1 (2.08) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 10 6 (12.50) 0 0 (0.00) 

  Disorientation 2 2 (4.17) 0 0 (0.00) 

  Insomnia 2 1 (2.08) 0 0 (0.00) 

  Anxiety 1 1 (2.08) 0 0 (0.00) 

  Delirium 1 1 (2.08) 0 0 (0.00) 

  Hallucination 1 1 (2.08) 0 0 (0.00) 

  Initial insomnia 1 1 (2.08) 0 0 (0.00) 



  

  

6856 

Timing: within 8 weeks post infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=48 
n (%)2 

  Irritability 1 1 (2.08) 0 0 (0.00) 

  Restlessness 1 1 (2.08) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 6 5 (10.42) 0 0 (0.00) 

  Dysuria 2 2 (4.17) 0 0 (0.00) 

  Polyuria 2 2 (4.17) 0 0 (0.00) 

  Renal impairment 1 1 (2.08) 0 0 (0.00) 

  Urinary tract disorder 1 1 (2.08) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 12 10 (20.83) 2 2 (4.17) 

  Oropharyngeal pain 3 3 (6.25) 0 0 (0.00) 

  Cough 2 2 (4.17) 0 0 (0.00) 

  Epistaxis 2 2 (4.17) 0 0 (0.00) 

  Hypoxia 2 2 (4.17) 1 1 (2.08) 

  Increased upper airway secretion 1 1 (2.08) 0 0 (0.00) 

  Lung disorder 1 1 (2.08) 1 1 (2.08) 

  Pleural effusion 1 1 (2.08) 0 0 (0.00) 

 



  

  

6857 

Timing: within 8 weeks post infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=48 
n (%)2 

Skin and subcutaneous tissue 
disorders 

    

  - Total 25 15 (31.25) 0 0 (0.00) 

  Rash 7 6 (12.50) 0 0 (0.00) 

  Erythema 6 4 (8.33) 0 0 (0.00) 

  Pruritus 4 4 (8.33) 0 0 (0.00) 

  Papule 2 2 (4.17) 0 0 (0.00) 

  Decubitus ulcer 1 1 (2.08) 0 0 (0.00) 

  Dermatitis acneiform 1 1 (2.08) 0 0 (0.00) 

  Hangnail 1 1 (2.08) 0 0 (0.00) 

  Petechiae 1 1 (2.08) 0 0 (0.00) 

  Skin discolouration 1 1 (2.08) 0 0 (0.00) 

  Skin lesion 1 1 (2.08) 0 0 (0.00) 

 
Vascular disorders     

  - Total 12 9 (18.75) 4 4 (8.33) 

  Hypertension 6 6 (12.50) 3 3 (6.25) 

  Hot flush 2 1 (2.08) 0 0 (0.00) 

  Hypotension 2 2 (4.17) 1 1 (2.08) 

  Vascular occlusion 1 1 (2.08) 0 0 (0.00) 



  

  

6858 

Timing: within 8 weeks post infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=48 
n (%)2 

  Venous thrombosis limb 1 1 (2.08) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:11                                        Final 

 
  



  

  

6859 

 



  

  

6860 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187d 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Region 

Safety Set 

 

Timing: within 8 weeks post infusion, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

Total number of AE per patient 386 18 (100.00) 98 16 (88.89) 

 
Blood and lymphatic system disorders     

  - Total 23 12 (66.67) 14 8 (44.44) 

  Anaemia 16 7 (38.89) 9 5 (27.78) 

  Neutropenia 3 3 (16.67) 3 3 (16.67) 

  Thrombocytopenia 2 2 (11.11) 1 1 (5.56) 

  B-cell aplasia 1 1 (5.56) 0 0 (0.00) 

  Febrile neutropenia 1 1 (5.56) 1 1 (5.56) 

 
Cardiac disorders     

  - Total 14 7 (38.89) 1 1 (5.56) 

  Sinus bradycardia 4 3 (16.67) 0 0 (0.00) 

  Tachycardia 4 3 (16.67) 0 0 (0.00) 

  Sinus tachycardia 3 3 (16.67) 0 0 (0.00) 



  

  

6861 

Timing: within 8 weeks post infusion, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  Cardiac discomfort 1 1 (5.56) 0 0 (0.00) 

  Left ventricular dysfunction 1 1 (5.56) 1 1 (5.56) 

  Pericardial effusion 1 1 (5.56) 0 0 (0.00) 

 
Endocrine disorders     

  - Total 1 1 (5.56) 0 0 (0.00) 

  Precocious puberty 1 1 (5.56) 0 0 (0.00) 

 
Eye disorders     

  - Total 3 3 (16.67) 0 0 (0.00) 

  Blepharospasm 1 1 (5.56) 0 0 (0.00) 

  Diplopia 1 1 (5.56) 0 0 (0.00) 

  Vision blurred 1 1 (5.56) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 46 12 (66.67) 3 3 (16.67) 

  Diarrhoea 9 5 (27.78) 1 1 (5.56) 

  Abdominal pain 6 5 (27.78) 0 0 (0.00) 

  Nausea 5 3 (16.67) 0 0 (0.00) 

  Vomiting 5 4 (22.22) 0 0 (0.00) 

  Abdominal distension 2 1 (5.56) 0 0 (0.00) 



  

  

6862 

Timing: within 8 weeks post infusion, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  Constipation 2 2 (11.11) 0 0 (0.00) 

  Paraesthesia oral 2 2 (11.11) 0 0 (0.00) 

  Upper gastrointestinal haemorrhage 2 1 (5.56) 0 0 (0.00) 

  Abdominal pain upper 1 1 (5.56) 0 0 (0.00) 

  Anal fissure 1 1 (5.56) 0 0 (0.00) 

  Anal fistula 1 1 (5.56) 0 0 (0.00) 

  Anal haemorrhage 1 1 (5.56) 0 0 (0.00) 

  Anal incontinence 1 1 (5.56) 0 0 (0.00) 

  Gastrointestinal haemorrhage 1 1 (5.56) 1 1 (5.56) 

  Gingival bleeding 1 1 (5.56) 0 0 (0.00) 

  Hypoaesthesia oral 1 1 (5.56) 0 0 (0.00) 

  Lip dry 1 1 (5.56) 0 0 (0.00) 

  Lip haemorrhage 1 1 (5.56) 0 0 (0.00) 

  Proctalgia 1 1 (5.56) 0 0 (0.00) 

  Rectal haemorrhage 1 1 (5.56) 0 0 (0.00) 

  Rectal ulcer 1 1 (5.56) 1 1 (5.56) 

 
General disorders and administration 
site conditions 

    

  - Total 35 12 (66.67) 2 2 (11.11) 



  

  

6863 

Timing: within 8 weeks post infusion, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  Pyrexia 13 8 (44.44) 1 1 (5.56) 

  Face oedema 4 4 (22.22) 0 0 (0.00) 

  Fatigue 4 4 (22.22) 0 0 (0.00) 

  Oedema peripheral 4 3 (16.67) 0 0 (0.00) 

  Catheter site pain 2 2 (11.11) 0 0 (0.00) 

  Asthenia 1 1 (5.56) 0 0 (0.00) 

  Catheter site haemorrhage 1 1 (5.56) 0 0 (0.00) 

  Catheter site pruritus 1 1 (5.56) 0 0 (0.00) 

  Chills 1 1 (5.56) 0 0 (0.00) 

  Localised oedema 1 1 (5.56) 0 0 (0.00) 

  Mucosal inflammation 1 1 (5.56) 1 1 (5.56) 

  Non-cardiac chest pain 1 1 (5.56) 0 0 (0.00) 

  Pain 1 1 (5.56) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 2 2 (11.11) 1 1 (5.56) 

  Gallbladder oedema 1 1 (5.56) 0 0 (0.00) 

  Hepatosplenomegaly 1 1 (5.56) 1 1 (5.56) 

 
Immune system disorders     



  

  

6864 

Timing: within 8 weeks post infusion, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  - Total 21 13 (72.22) 5 5 (27.78) 

  Cytokine release syndrome 17 12 (66.67) 4 4 (22.22) 

  Allergy to immunoglobulin therapy 3 3 (16.67) 0 0 (0.00) 

  Hypogammaglobulinaemia 1 1 (5.56) 1 1 (5.56) 

 
Infections and infestations     

  - Total 16 7 (38.89) 6 5 (27.78) 

  Sepsis 2 2 (11.11) 2 2 (11.11) 

  Viral upper respiratory tract infection 2 1 (5.56) 0 0 (0.00) 

  Bacterial infection 1 1 (5.56) 1 1 (5.56) 

  Cellulitis 1 1 (5.56) 0 0 (0.00) 

  Infection 1 1 (5.56) 1 1 (5.56) 

  Influenza 1 1 (5.56) 0 0 (0.00) 

  Meningitis aseptic 1 1 (5.56) 1 1 (5.56) 

  Nail infection 1 1 (5.56) 0 0 (0.00) 

  Nasopharyngitis 1 1 (5.56) 0 0 (0.00) 

  Oral fungal infection 1 1 (5.56) 0 0 (0.00) 

  Rash pustular 1 1 (5.56) 0 0 (0.00) 

  Respiratory syncytial virus infection 1 1 (5.56) 0 0 (0.00) 

  Urinary tract infection viral 1 1 (5.56) 0 0 (0.00) 



  

  

6865 

Timing: within 8 weeks post infusion, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  Vascular device infection 1 1 (5.56) 1 1 (5.56) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 8 3 (16.67) 0 0 (0.00) 

  Allergic transfusion reaction 1 1 (5.56) 0 0 (0.00) 

  Contusion 1 1 (5.56) 0 0 (0.00) 

  Fall 1 1 (5.56) 0 0 (0.00) 

  Infusion related reaction 1 1 (5.56) 0 0 (0.00) 

  Post procedural haemorrhage 1 1 (5.56) 0 0 (0.00) 

  Stoma site erythema 1 1 (5.56) 0 0 (0.00) 

  Stoma site haemorrhage 1 1 (5.56) 0 0 (0.00) 

  Subcutaneous haematoma 1 1 (5.56) 0 0 (0.00) 

 
Investigations     

  - Total 72 15 (83.33) 42 10 (55.56) 

  Platelet count decreased 15 4 (22.22) 14 4 (22.22) 

  White blood cell count decreased 13 5 (27.78) 12 5 (27.78) 

  Neutrophil count decreased 9 5 (27.78) 9 5 (27.78) 

  Aspartate aminotransferase 
increased 

3 3 (16.67) 1 1 (5.56) 



  

  

6866 

Timing: within 8 weeks post infusion, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  Blood creatinine increased 3 2 (11.11) 0 0 (0.00) 

  Lymphocyte count decreased 3 3 (16.67) 3 3 (16.67) 

  Blood alkaline phosphatase 
increased 

2 2 (11.11) 0 0 (0.00) 

  Blood bilirubin increased 2 2 (11.11) 1 1 (5.56) 

  Blood fibrinogen decreased 2 2 (11.11) 1 1 (5.56) 

  Blood urea decreased 2 1 (5.56) 0 0 (0.00) 

  Blood urea increased 2 1 (5.56) 0 0 (0.00) 

  Lipase increased 2 1 (5.56) 0 0 (0.00) 

  Serum ferritin increased 2 2 (11.11) 0 0 (0.00) 

  Alanine aminotransferase increased 1 1 (5.56) 0 0 (0.00) 

  Ammonia increased 1 1 (5.56) 0 0 (0.00) 

  Blood chloride increased 1 1 (5.56) 0 0 (0.00) 

  Blood fibrinogen increased 1 1 (5.56) 0 0 (0.00) 

  Blood lactate dehydrogenase 
increased 

1 1 (5.56) 0 0 (0.00) 

  Blood urine present 1 1 (5.56) 0 0 (0.00) 

  C-reactive protein increased 1 1 (5.56) 0 0 (0.00) 

  Fungal test positive 1 1 (5.56) 1 1 (5.56) 



  

  

6867 

Timing: within 8 weeks post infusion, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  Gamma-glutamyltransferase 
increased 

1 1 (5.56) 0 0 (0.00) 

  Heart sounds abnormal 1 1 (5.56) 0 0 (0.00) 

  International normalised ratio 
increased 

1 1 (5.56) 0 0 (0.00) 

  Monocyte count decreased 1 1 (5.56) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 42 13 (72.22) 7 4 (22.22) 

  Hypokalaemia 16 8 (44.44) 6 4 (22.22) 

  Hypophosphataemia 8 5 (27.78) 1 1 (5.56) 

  Hyperphosphataemia 4 2 (11.11) 0 0 (0.00) 

  Hyperuricaemia 3 2 (11.11) 0 0 (0.00) 

  Hypocalcaemia 3 2 (11.11) 0 0 (0.00) 

  Decreased appetite 1 1 (5.56) 0 0 (0.00) 

  Dehydration 1 1 (5.56) 0 0 (0.00) 

  Fluid overload 1 1 (5.56) 0 0 (0.00) 

  Hypercalcaemia 1 1 (5.56) 0 0 (0.00) 

  Hyperglycaemia 1 1 (5.56) 0 0 (0.00) 

  Hyperkalaemia 1 1 (5.56) 0 0 (0.00) 



  

  

6868 

Timing: within 8 weeks post infusion, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  Hypoalbuminaemia 1 1 (5.56) 0 0 (0.00) 

  Hypomagnesaemia 1 1 (5.56) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 10 5 (27.78) 2 2 (11.11) 

  Pain in extremity 5 3 (16.67) 0 0 (0.00) 

  Muscular weakness 2 2 (11.11) 1 1 (5.56) 

  Arthralgia 1 1 (5.56) 1 1 (5.56) 

  Bone pain 1 1 (5.56) 0 0 (0.00) 

  Myalgia 1 1 (5.56) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 3 3 (16.67) 3 3 (16.67) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (5.56) 1 1 (5.56) 

  Leukaemia 1 1 (5.56) 1 1 (5.56) 

  Neoplasm progression 1 1 (5.56) 1 1 (5.56) 

 
Nervous system disorders     

  - Total 20 9 (50.00) 4 2 (11.11) 



  

  

6869 

Timing: within 8 weeks post infusion, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  Headache 7 6 (33.33) 0 0 (0.00) 

  Dyskinesia 4 1 (5.56) 2 1 (5.56) 

  Tremor 2 2 (11.11) 0 0 (0.00) 

  Depressed level of consciousness 1 1 (5.56) 1 1 (5.56) 

  Dizziness 1 1 (5.56) 0 0 (0.00) 

  Encephalopathy 1 1 (5.56) 1 1 (5.56) 

  Head discomfort 1 1 (5.56) 0 0 (0.00) 

  Intention tremor 1 1 (5.56) 0 0 (0.00) 

  Lethargy 1 1 (5.56) 0 0 (0.00) 

  Nervous system disorder 1 1 (5.56) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 13 8 (44.44) 2 1 (5.56) 

  Agitation 4 3 (16.67) 1 1 (5.56) 

  Anxiety 3 3 (16.67) 0 0 (0.00) 

  Confusional state 2 2 (11.11) 1 1 (5.56) 

  Insomnia 2 2 (11.11) 0 0 (0.00) 

  Delirium 1 1 (5.56) 0 0 (0.00) 

  Irritability 1 1 (5.56) 0 0 (0.00) 

 



  

  

6870 

Timing: within 8 weeks post infusion, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

Renal and urinary disorders     

  - Total 11 5 (27.78) 1 1 (5.56) 

  Acute kidney injury 4 2 (11.11) 1 1 (5.56) 

  Haematuria 3 2 (11.11) 0 0 (0.00) 

  Chromaturia 2 1 (5.56) 0 0 (0.00) 

  Proteinuria 1 1 (5.56) 0 0 (0.00) 

  Urinary incontinence 1 1 (5.56) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 1 1 (5.56) 0 0 (0.00) 

  Scrotal oedema 1 1 (5.56) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 18 8 (44.44) 2 2 (11.11) 

  Hypoxia 6 4 (22.22) 1 1 (5.56) 

  Cough 3 3 (16.67) 0 0 (0.00) 

  Tachypnoea 3 3 (16.67) 0 0 (0.00) 

  Rhinorrhoea 2 2 (11.11) 0 0 (0.00) 

  Apnoea 1 1 (5.56) 1 1 (5.56) 



  

  

6871 

Timing: within 8 weeks post infusion, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  Dyspnoea 1 1 (5.56) 0 0 (0.00) 

  Epistaxis 1 1 (5.56) 0 0 (0.00) 

  Pleural effusion 1 1 (5.56) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 17 8 (44.44) 0 0 (0.00) 

  Petechiae 4 3 (16.67) 0 0 (0.00) 

  Dry skin 3 3 (16.67) 0 0 (0.00) 

  Pruritus 3 2 (11.11) 0 0 (0.00) 

  Rash 2 2 (11.11) 0 0 (0.00) 

  Urticaria 2 2 (11.11) 0 0 (0.00) 

  Acne 1 1 (5.56) 0 0 (0.00) 

  Erythema 1 1 (5.56) 0 0 (0.00) 

  Ingrowing nail 1 1 (5.56) 0 0 (0.00) 

 
Vascular disorders     

  - Total 10 8 (44.44) 3 3 (16.67) 

  Hypotension 6 4 (22.22) 1 1 (5.56) 

  Capillary leak syndrome 1 1 (5.56) 1 1 (5.56) 

  Jugular vein thrombosis 1 1 (5.56) 1 1 (5.56) 



  

  

6872 

Timing: within 8 weeks post infusion, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

  Lymphoedema 1 1 (5.56) 0 0 (0.00) 

  Pallor 1 1 (5.56) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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6873 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187d 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Region 

Safety Set 

 

Timing: within 8 weeks post infusion, Region: Rest of World 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=3 

n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=3 

n (%)2 

Total number of AE per patient 62 3 (100.00) 32 3 (100.00) 

 
Blood and lymphatic system disorders     

  - Total 6 2 (66.67) 4 1 (33.33) 

  Neutropenia 3 1 (33.33) 3 1 (33.33) 

  Disseminated intravascular 
coagulation 

2 2 (66.67) 0 0 (0.00) 

  Febrile neutropenia 1 1 (33.33) 1 1 (33.33) 

 
Eye disorders     

  - Total 2 1 (33.33) 0 0 (0.00) 

  Dry eye 1 1 (33.33) 0 0 (0.00) 

  Ocular hypertension 1 1 (33.33) 0 0 (0.00) 

 
Gastrointestinal disorders     



  

  

6874 

Timing: within 8 weeks post infusion, Region: Rest of World 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=3 

n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=3 

n (%)2 

  - Total 3 2 (66.67) 0 0 (0.00) 

  Diarrhoea 1 1 (33.33) 0 0 (0.00) 

  Nausea 1 1 (33.33) 0 0 (0.00) 

  Stomatitis 1 1 (33.33) 0 0 (0.00) 

 
Immune system disorders     

  - Total 6 3 (100.00) 4 2 (66.67) 

  Cytokine release syndrome 6 3 (100.00) 4 2 (66.67) 

 
Infections and infestations     

  - Total 2 2 (66.67) 0 0 (0.00) 

  Bronchopulmonary aspergillosis 1 1 (33.33) 0 0 (0.00) 

  Parotitis 1 1 (33.33) 0 0 (0.00) 

 
Investigations     

  - Total 11 3 (100.00) 8 3 (100.00) 

  Blood creatine phosphokinase 
increased 

4 1 (33.33) 3 1 (33.33) 

  Blood fibrinogen decreased 4 2 (66.67) 2 2 (66.67) 

  Neutrophil count decreased 3 1 (33.33) 3 1 (33.33) 

 
Metabolism and nutrition disorders     



  

  

6875 

Timing: within 8 weeks post infusion, Region: Rest of World 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=3 

n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=3 

n (%)2 

  - Total 21 2 (66.67) 11 2 (66.67) 

  Hypocalcaemia 7 2 (66.67) 6 2 (66.67) 

  Hypoalbuminaemia 4 2 (66.67) 0 0 (0.00) 

  Hypokalaemia 3 2 (66.67) 2 2 (66.67) 

  Hyponatraemia 3 1 (33.33) 1 1 (33.33) 

  Hypophosphataemia 3 1 (33.33) 1 1 (33.33) 

  Tumour lysis syndrome 1 1 (33.33) 1 1 (33.33) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 1 1 (33.33) 0 0 (0.00) 

  Myalgia 1 1 (33.33) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 1 1 (33.33) 0 0 (0.00) 

  Insomnia 1 1 (33.33) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 2 1 (33.33) 2 1 (33.33) 

  Acute kidney injury 2 1 (33.33) 2 1 (33.33) 

 
Respiratory, thoracic and mediastinal 
disorders 

    



  

  

6876 

Timing: within 8 weeks post infusion, Region: Rest of World 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=3 

n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=3 

n (%)2 

  - Total 4 2 (66.67) 2 2 (66.67) 

  Hypoxia 3 2 (66.67) 2 2 (66.67) 

  Cough 1 1 (33.33) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 2 2 (66.67) 1 1 (33.33) 

  Rash 1 1 (33.33) 1 1 (33.33) 

  Skin exfoliation 1 1 (33.33) 0 0 (0.00) 

 
Vascular disorders     

  - Total 1 1 (33.33) 0 0 (0.00) 

  Hypertension 1 1 (33.33) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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6877 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187d 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=43 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=43 
n (%)2 

Total number of AE per patient 137 31 (72.09) 26 16 (37.21) 

 
Blood and lymphatic system disorders     

  - Total 10 7 (16.28) 3 3 (6.98) 

  Neutropenia 3 2 (4.65) 0 0 (0.00) 

  Thrombocytopenia 3 2 (4.65) 1 1 (2.33) 

  Anaemia 2 2 (4.65) 0 0 (0.00) 

  B-cell aplasia 1 1 (2.33) 1 1 (2.33) 

  Lymphopenia 1 1 (2.33) 1 1 (2.33) 

 
Endocrine disorders     

  - Total 1 1 (2.33) 0 0 (0.00) 

  Hypothyroidism 1 1 (2.33) 0 0 (0.00) 

 
Eye disorders     



  

  

6878 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=43 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=43 
n (%)2 

  - Total 3 2 (4.65) 0 0 (0.00) 

  Astigmatism 1 1 (2.33) 0 0 (0.00) 

  Conjunctivitis allergic 1 1 (2.33) 0 0 (0.00) 

  Hypermetropia 1 1 (2.33) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 10 7 (16.28) 0 0 (0.00) 

  Nausea 4 4 (9.30) 0 0 (0.00) 

  Vomiting 2 2 (4.65) 0 0 (0.00) 

  Abdominal pain 1 1 (2.33) 0 0 (0.00) 

  Constipation 1 1 (2.33) 0 0 (0.00) 

  Diarrhoea 1 1 (2.33) 0 0 (0.00) 

  Toothache 1 1 (2.33) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 8 7 (16.28) 0 0 (0.00) 

  Pyrexia 6 6 (13.95) 0 0 (0.00) 

  Catheter site erythema 1 1 (2.33) 0 0 (0.00) 

  Chills 1 1 (2.33) 0 0 (0.00) 

 
Hepatobiliary disorders     



  

  

6879 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=43 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=43 
n (%)2 

  - Total 1 1 (2.33) 0 0 (0.00) 

  Hepatotoxicity 1 1 (2.33) 0 0 (0.00) 

 
Immune system disorders     

  - Total 3 3 (6.98) 0 0 (0.00) 

  Hypogammaglobulinaemia 3 3 (6.98) 0 0 (0.00) 

 
Infections and infestations     

  - Total 43 24 (55.81) 9 8 (18.60) 

  Nasopharyngitis 7 7 (16.28) 0 0 (0.00) 

  Herpes zoster 4 4 (9.30) 1 1 (2.33) 

  Gastroenteritis 3 3 (6.98) 0 0 (0.00) 

  Rhinitis 3 3 (6.98) 0 0 (0.00) 

  Bronchitis 2 2 (4.65) 0 0 (0.00) 

  Otitis externa 2 2 (4.65) 0 0 (0.00) 

  Otitis media 2 2 (4.65) 0 0 (0.00) 

  Upper respiratory tract infection 2 1 (2.33) 0 0 (0.00) 

  Central nervous system infection 1 1 (2.33) 0 0 (0.00) 

  Device related infection 1 1 (2.33) 1 1 (2.33) 

  Escherichia urinary tract infection 1 1 (2.33) 0 0 (0.00) 

  Gastrointestinal infection 1 1 (2.33) 1 1 (2.33) 



  

  

6880 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=43 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=43 
n (%)2 

  Impetigo 1 1 (2.33) 0 0 (0.00) 

  Influenza 1 1 (2.33) 1 1 (2.33) 

  Laryngitis 1 1 (2.33) 0 0 (0.00) 

  Molluscum contagiosum 1 1 (2.33) 0 0 (0.00) 

  Oral herpes 1 1 (2.33) 0 0 (0.00) 

  Otitis media acute 1 1 (2.33) 0 0 (0.00) 

  Pneumonia 1 1 (2.33) 1 1 (2.33) 

  Pneumonia haemophilus 1 1 (2.33) 1 1 (2.33) 

  Respiratory syncytial virus infection 1 1 (2.33) 1 1 (2.33) 

  Septic shock 1 1 (2.33) 1 1 (2.33) 

  Sinusitis 1 1 (2.33) 0 0 (0.00) 

  Tinea pedis 1 1 (2.33) 0 0 (0.00) 

  Tonsillitis 1 1 (2.33) 1 1 (2.33) 

  Tooth infection 1 1 (2.33) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 2 2 (4.65) 0 0 (0.00) 

  Contusion 1 1 (2.33) 0 0 (0.00) 

  Ligament sprain 1 1 (2.33) 0 0 (0.00) 

 



  

  

6881 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=43 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=43 
n (%)2 

Investigations     

  - Total 23 8 (18.60) 9 4 (9.30) 

  Alanine aminotransferase increased 5 4 (9.30) 3 2 (4.65) 

  Aspartate aminotransferase 
increased 

5 4 (9.30) 3 2 (4.65) 

  White blood cell count decreased 4 3 (6.98) 1 1 (2.33) 

  Platelet count decreased 3 3 (6.98) 0 0 (0.00) 

  Cytomegalovirus test positive 1 1 (2.33) 0 0 (0.00) 

  Immunoglobulins decreased 1 1 (2.33) 1 1 (2.33) 

  Lymph node palpable 1 1 (2.33) 0 0 (0.00) 

  Lymphocyte count decreased 1 1 (2.33) 0 0 (0.00) 

  Neutrophil count decreased 1 1 (2.33) 1 1 (2.33) 

  Vitamin D decreased 1 1 (2.33) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 1 1 (2.33) 0 0 (0.00) 

  Hyperferritinaemia 1 1 (2.33) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 4 4 (9.30) 0 0 (0.00) 

  Arthralgia 1 1 (2.33) 0 0 (0.00) 



  

  

6882 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=43 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=43 
n (%)2 

  Back pain 1 1 (2.33) 0 0 (0.00) 

  Bone pain 1 1 (2.33) 0 0 (0.00) 

  Osteoporosis 1 1 (2.33) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 3 3 (6.98) 3 3 (6.98) 

  Acute lymphocytic leukaemia 
recurrent 

2 2 (4.65) 2 2 (4.65) 

  Acute lymphocytic leukaemia 1 1 (2.33) 1 1 (2.33) 

 
Nervous system disorders     

  - Total 3 3 (6.98) 0 0 (0.00) 

  Headache 1 1 (2.33) 0 0 (0.00) 

  Neuralgia 1 1 (2.33) 0 0 (0.00) 

  Subdural hygroma 1 1 (2.33) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 2 2 (4.65) 0 0 (0.00) 

  Depression 1 1 (2.33) 0 0 (0.00) 

  Insomnia 1 1 (2.33) 0 0 (0.00) 

 



  

  

6883 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=43 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=43 
n (%)2 

Reproductive system and breast 
disorders 

    

  - Total 2 2 (4.65) 1 1 (2.33) 

  Metrorrhagia 1 1 (2.33) 0 0 (0.00) 

  Ovarian failure 1 1 (2.33) 1 1 (2.33) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 9 6 (13.95) 1 1 (2.33) 

  Cough 4 4 (9.30) 0 0 (0.00) 

  Dyspnoea 1 1 (2.33) 0 0 (0.00) 

  Oropharyngeal pain 1 1 (2.33) 0 0 (0.00) 

  Pharyngeal erythema 1 1 (2.33) 0 0 (0.00) 

  Pulmonary granuloma 1 1 (2.33) 1 1 (2.33) 

  Stridor 1 1 (2.33) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 9 6 (13.95) 0 0 (0.00) 

  Eczema 4 3 (6.98) 0 0 (0.00) 

  Ingrowing nail 3 2 (4.65) 0 0 (0.00) 

  Dermatitis 1 1 (2.33) 0 0 (0.00) 



  

  

6884 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=43 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=43 
n (%)2 

  Hangnail 1 1 (2.33) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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6885 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187d 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=15 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=15 
n (%)2 

Total number of AE per patient 318 15 (100.00) 48 10 (66.67) 

 
Blood and lymphatic system disorders     

  - Total 13 6 (40.00) 5 4 (26.67) 

  Anaemia 8 4 (26.67) 4 3 (20.00) 

  Febrile neutropenia 2 1 (6.67) 0 0 (0.00) 

  Thrombocytopenia 2 2 (13.33) 1 1 (6.67) 

  Leukocytosis 1 1 (6.67) 0 0 (0.00) 

 
Cardiac disorders     

  - Total 5 3 (20.00) 0 0 (0.00) 

  Sinus tachycardia 2 2 (13.33) 0 0 (0.00) 

  Tachycardia 2 2 (13.33) 0 0 (0.00) 

  Sinus bradycardia 1 1 (6.67) 0 0 (0.00) 

 



  

  

6886 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=15 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=15 
n (%)2 

Ear and labyrinth disorders     

  - Total 2 1 (6.67) 0 0 (0.00) 

  Ear pain 2 1 (6.67) 0 0 (0.00) 

 
Endocrine disorders     

  - Total 1 1 (6.67) 0 0 (0.00) 

  Inappropriate antidiuretic hormone 
secretion 

1 1 (6.67) 0 0 (0.00) 

 
Eye disorders     

  - Total 8 4 (26.67) 0 0 (0.00) 

  Eye pain 3 2 (13.33) 0 0 (0.00) 

  Blindness unilateral 1 1 (6.67) 0 0 (0.00) 

  Eye pruritus 1 1 (6.67) 0 0 (0.00) 

  Lacrimation increased 1 1 (6.67) 0 0 (0.00) 

  Ocular hyperaemia 1 1 (6.67) 0 0 (0.00) 

  Visual impairment 1 1 (6.67) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 41 9 (60.00) 0 0 (0.00) 

  Diarrhoea 7 3 (20.00) 0 0 (0.00) 

  Abdominal pain 6 4 (26.67) 0 0 (0.00) 



  

  

6887 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=15 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=15 
n (%)2 

  Constipation 6 5 (33.33) 0 0 (0.00) 

  Vomiting 5 3 (20.00) 0 0 (0.00) 

  Nausea 3 2 (13.33) 0 0 (0.00) 

  Abdominal distension 2 2 (13.33) 0 0 (0.00) 

  Oral pain 2 1 (6.67) 0 0 (0.00) 

  Proctalgia 2 1 (6.67) 0 0 (0.00) 

  Stomatitis 2 1 (6.67) 0 0 (0.00) 

  Abdominal pain lower 1 1 (6.67) 0 0 (0.00) 

  Abdominal pain upper 1 1 (6.67) 0 0 (0.00) 

  Dental caries 1 1 (6.67) 0 0 (0.00) 

  Gastrointestinal motility disorder 1 1 (6.67) 0 0 (0.00) 

  Gingival bleeding 1 1 (6.67) 0 0 (0.00) 

  Periodontal disease 1 1 (6.67) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 35 10 (66.67) 1 1 (6.67) 

  Pyrexia 20 7 (46.67) 1 1 (6.67) 

  Chills 2 2 (13.33) 0 0 (0.00) 

  Gait disturbance 2 2 (13.33) 0 0 (0.00) 

  Localised oedema 2 1 (6.67) 0 0 (0.00) 



  

  

6888 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=15 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=15 
n (%)2 

  Axillary pain 1 1 (6.67) 0 0 (0.00) 

  Face oedema 1 1 (6.67) 0 0 (0.00) 

  Facial pain 1 1 (6.67) 0 0 (0.00) 

  Fatigue 1 1 (6.67) 0 0 (0.00) 

  Generalised oedema 1 1 (6.67) 0 0 (0.00) 

  Malaise 1 1 (6.67) 0 0 (0.00) 

  Non-cardiac chest pain 1 1 (6.67) 0 0 (0.00) 

  Oedema peripheral 1 1 (6.67) 0 0 (0.00) 

  Pain 1 1 (6.67) 0 0 (0.00) 

 
Immune system disorders     

  - Total 7 6 (40.00) 1 1 (6.67) 

  Allergy to immunoglobulin therapy 2 2 (13.33) 0 0 (0.00) 

  Drug hypersensitivity 2 2 (13.33) 0 0 (0.00) 

  Hypogammaglobulinaemia 2 2 (13.33) 1 1 (6.67) 

  Cytokine release syndrome 1 1 (6.67) 0 0 (0.00) 

 
Infections and infestations     

  - Total 34 9 (60.00) 12 6 (40.00) 

  Rash pustular 3 3 (20.00) 0 0 (0.00) 

  Conjunctivitis 2 1 (6.67) 0 0 (0.00) 



  

  

6889 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=15 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=15 
n (%)2 

  Enterovirus infection 2 2 (13.33) 0 0 (0.00) 

  Upper respiratory tract infection 2 2 (13.33) 0 0 (0.00) 

  Alternaria infection 1 1 (6.67) 1 1 (6.67) 

  Aspergillus infection 1 1 (6.67) 1 1 (6.67) 

  Atypical pneumonia 1 1 (6.67) 1 1 (6.67) 

  Bacterial infection 1 1 (6.67) 1 1 (6.67) 

  Body tinea 1 1 (6.67) 0 0 (0.00) 

  Candida infection 1 1 (6.67) 1 1 (6.67) 

  Catheter site infection 1 1 (6.67) 0 0 (0.00) 

  Cellulitis 1 1 (6.67) 0 0 (0.00) 

  Conjunctivitis viral 1 1 (6.67) 0 0 (0.00) 

  Device related infection 1 1 (6.67) 1 1 (6.67) 

  Enterococcal infection 1 1 (6.67) 1 1 (6.67) 

  Folliculitis 1 1 (6.67) 0 0 (0.00) 

  Meningitis aseptic 1 1 (6.67) 1 1 (6.67) 

  Mucosal infection 1 1 (6.67) 0 0 (0.00) 

  Nasopharyngitis 1 1 (6.67) 0 0 (0.00) 

  Oral herpes 1 1 (6.67) 0 0 (0.00) 

  Parainfluenzae virus infection 1 1 (6.67) 0 0 (0.00) 

  Periorbital cellulitis 1 1 (6.67) 1 1 (6.67) 



  

  

6890 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=15 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=15 
n (%)2 

  Pneumonia 1 1 (6.67) 1 1 (6.67) 

  Rhinitis 1 1 (6.67) 0 0 (0.00) 

  Rhinovirus infection 1 1 (6.67) 0 0 (0.00) 

  Sepsis 1 1 (6.67) 1 1 (6.67) 

  Sinusitis 1 1 (6.67) 1 1 (6.67) 

  Skin infection 1 1 (6.67) 0 0 (0.00) 

  Viral upper respiratory tract infection 1 1 (6.67) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 6 4 (26.67) 0 0 (0.00) 

  Contusion 1 1 (6.67) 0 0 (0.00) 

  Fall 1 1 (6.67) 0 0 (0.00) 

  Infusion related reaction 1 1 (6.67) 0 0 (0.00) 

  Procedural pain 1 1 (6.67) 0 0 (0.00) 

  Skin abrasion 1 1 (6.67) 0 0 (0.00) 

  Splinter 1 1 (6.67) 0 0 (0.00) 

 
Investigations     

  - Total 47 10 (66.67) 21 5 (33.33) 

  Neutrophil count decreased 16 4 (26.67) 10 4 (26.67) 



  

  

6891 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=15 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=15 
n (%)2 

  White blood cell count decreased 11 4 (26.67) 7 4 (26.67) 

  Platelet count decreased 9 5 (33.33) 3 3 (20.00) 

  Alanine aminotransferase increased 3 2 (13.33) 0 0 (0.00) 

  Aspartate aminotransferase 
increased 

2 2 (13.33) 0 0 (0.00) 

  Activated partial thromboplastin time 
prolonged 

1 1 (6.67) 0 0 (0.00) 

  Blood alkaline phosphatase 
increased 

1 1 (6.67) 0 0 (0.00) 

  Blood lactate dehydrogenase 
increased 

1 1 (6.67) 0 0 (0.00) 

  Chlamydia test positive 1 1 (6.67) 0 0 (0.00) 

  Gamma-glutamyltransferase 
increased 

1 1 (6.67) 0 0 (0.00) 

  Lymphocyte count decreased 1 1 (6.67) 1 1 (6.67) 

 
Metabolism and nutrition disorders     

  - Total 24 9 (60.00) 4 2 (13.33) 

  Hypokalaemia 4 2 (13.33) 2 1 (6.67) 

  Hypomagnesaemia 4 4 (26.67) 0 0 (0.00) 

  Hypophosphataemia 3 2 (13.33) 0 0 (0.00) 

  Decreased appetite 2 2 (13.33) 0 0 (0.00) 



  

  

6892 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=15 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=15 
n (%)2 

  Hyperglycaemia 2 2 (13.33) 1 1 (6.67) 

  Hyperkalaemia 2 2 (13.33) 0 0 (0.00) 

  Hyperuricaemia 2 2 (13.33) 0 0 (0.00) 

  Dehydration 1 1 (6.67) 0 0 (0.00) 

  Hypercalcaemia 1 1 (6.67) 0 0 (0.00) 

  Hypoalbuminaemia 1 1 (6.67) 0 0 (0.00) 

  Hypocalcaemia 1 1 (6.67) 0 0 (0.00) 

  Lactic acidosis 1 1 (6.67) 1 1 (6.67) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 22 8 (53.33) 1 1 (6.67) 

  Pain in extremity 7 4 (26.67) 0 0 (0.00) 

  Arthralgia 6 5 (33.33) 1 1 (6.67) 

  Back pain 5 4 (26.67) 0 0 (0.00) 

  Neck pain 2 2 (13.33) 0 0 (0.00) 

  Muscular weakness 1 1 (6.67) 0 0 (0.00) 

  Osteopenia 1 1 (6.67) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 1 1 (6.67) 1 1 (6.67) 



  

  

6893 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=15 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=15 
n (%)2 

  B precursor type acute leukaemia 1 1 (6.67) 1 1 (6.67) 

 
Nervous system disorders     

  - Total 10 4 (26.67) 0 0 (0.00) 

  Headache 3 3 (20.00) 0 0 (0.00) 

  Dizziness 1 1 (6.67) 0 0 (0.00) 

  Dysarthria 1 1 (6.67) 0 0 (0.00) 

  Facial paralysis 1 1 (6.67) 0 0 (0.00) 

  Hemiparesis 1 1 (6.67) 0 0 (0.00) 

  Intracranial pressure increased 1 1 (6.67) 0 0 (0.00) 

  Lethargy 1 1 (6.67) 0 0 (0.00) 

  Neuropathy peripheral 1 1 (6.67) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 3 3 (20.00) 0 0 (0.00) 

  Agitation 1 1 (6.67) 0 0 (0.00) 

  Anxiety 1 1 (6.67) 0 0 (0.00) 

  Confusional state 1 1 (6.67) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 3 1 (6.67) 1 1 (6.67) 



  

  

6894 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=15 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=15 
n (%)2 

  Haematuria 2 1 (6.67) 1 1 (6.67) 

  Proteinuria 1 1 (6.67) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 3 2 (13.33) 0 0 (0.00) 

  Perineal pain 1 1 (6.67) 0 0 (0.00) 

  Vulvovaginal dryness 1 1 (6.67) 0 0 (0.00) 

  Vulvovaginal pain 1 1 (6.67) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 34 9 (60.00) 1 1 (6.67) 

  Cough 12 6 (40.00) 0 0 (0.00) 

  Epistaxis 5 5 (33.33) 0 0 (0.00) 

  Nasal congestion 4 4 (26.67) 0 0 (0.00) 

  Dyspnoea 2 1 (6.67) 0 0 (0.00) 

  Oropharyngeal pain 2 2 (13.33) 0 0 (0.00) 

  Rhinorrhoea 2 1 (6.67) 0 0 (0.00) 

  Hypoxia 1 1 (6.67) 1 1 (6.67) 

  Nasal septum perforation 1 1 (6.67) 0 0 (0.00) 

  Productive cough 1 1 (6.67) 0 0 (0.00) 



  

  

6895 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=15 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=15 
n (%)2 

  Rhinalgia 1 1 (6.67) 0 0 (0.00) 

  Rhonchi 1 1 (6.67) 0 0 (0.00) 

  Sinus pain 1 1 (6.67) 0 0 (0.00) 

  Tachypnoea 1 1 (6.67) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 12 7 (46.67) 0 0 (0.00) 

  Dry skin 2 2 (13.33) 0 0 (0.00) 

  Petechiae 2 2 (13.33) 0 0 (0.00) 

  Rash 2 2 (13.33) 0 0 (0.00) 

  Skin ulcer 2 1 (6.67) 0 0 (0.00) 

  Alopecia 1 1 (6.67) 0 0 (0.00) 

  Dermatitis bullous 1 1 (6.67) 0 0 (0.00) 

  Erythema 1 1 (6.67) 0 0 (0.00) 

  Pruritus 1 1 (6.67) 0 0 (0.00) 

 
Vascular disorders     

  - Total 7 4 (26.67) 0 0 (0.00) 

  Flushing 3 1 (6.67) 0 0 (0.00) 

  Pallor 2 2 (13.33) 0 0 (0.00) 



  

  

6896 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=15 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=15 
n (%)2 

  Embolism 1 1 (6.67) 0 0 (0.00) 

  Hypertension 1 1 (6.67) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:11                                        Final 

 
  



  

  

6897 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187d 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Rest of World 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=2 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=2 

n (%)2 

Total number of AE per patient 18 2 (100.00) 5 1 (50.00) 

 
Eye disorders     

  - Total 1 1 (50.00) 0 0 (0.00) 

  Blepharitis 1 1 (50.00) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 1 1 (50.00) 0 0 (0.00) 

  Stomatitis 1 1 (50.00) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 1 1 (50.00) 0 0 (0.00) 

  Pyrexia 1 1 (50.00) 0 0 (0.00) 

 
Infections and infestations     



  

  

6898 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Rest of World 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=2 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=2 

n (%)2 

  - Total 6 2 (100.00) 0 0 (0.00) 

  Upper respiratory tract infection 3 2 (100.00) 0 0 (0.00) 

  Paronychia 1 1 (50.00) 0 0 (0.00) 

  Pharyngitis 1 1 (50.00) 0 0 (0.00) 

  Rhinitis 1 1 (50.00) 0 0 (0.00) 

 
Investigations     

  - Total 6 2 (100.00) 5 1 (50.00) 

  Neutrophil count decreased 5 1 (50.00) 5 1 (50.00) 

  Weight decreased 1 1 (50.00) 0 0 (0.00) 

 
Nervous system disorders     

  - Total 1 1 (50.00) 0 0 (0.00) 

  Headache 1 1 (50.00) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 1 1 (50.00) 0 0 (0.00) 

  Haematuria 1 1 (50.00) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 1 1 (50.00) 0 0 (0.00) 



  

  

6899 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Rest of World 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=2 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=2 

n (%)2 

  Pruritus 1 1 (50.00) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:11                                        Final 

 
  



  

  

6900 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187d 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Region 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

Total number of AE per patient 6 6 (33.33) 2 2 (11.11) 

 
Eye disorders     

  - Total 1 1 (5.56) 1 1 (5.56) 

  Keratitis 1 1 (5.56) 1 1 (5.56) 

 
Infections and infestations     

  - Total 2 2 (11.11) 0 0 (0.00) 

  Infection 1 1 (5.56) 0 0 (0.00) 

  Rhinitis 1 1 (5.56) 0 0 (0.00) 

 
Investigations     

  - Total 1 1 (5.56) 0 0 (0.00) 

  Lymphocyte count decreased 1 1 (5.56) 0 0 (0.00) 

 



  

  

6901 

Timing: >1 year post-CTL019 infusion, Region: Europe 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=18 
n (%)2 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 1 1 (5.56) 1 1 (5.56) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (5.56) 1 1 (5.56) 

 
Psychiatric disorders     

  - Total 1 1 (5.56) 0 0 (0.00) 

  Completed suicide 1 1 (5.56) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:11                                        Final 

 
  



  

  

6902 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187d 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Region 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=0 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=0 
n (%)2 

No records met the criteria     

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:11                                        Final 

 
  



  

  

6903 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187d 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Region 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Region: Rest of World 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=2 

n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=2 

n (%)2 

No records met the criteria     

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:11                                        Final 

 
  



  

  

6904 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187d 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Region 

Safety Set 

 

Timing: At anytime, Region: Europe 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=48 
n (%)2 

Total number of AE per patient 573 48 (100.00) 144 39 (81.25) 

 
Blood and lymphatic system disorders     

  - Total 38 23 (47.92) 21 15 (31.25) 

  Anaemia 9 6 (12.50) 1 1 (2.08) 

  Neutropenia 9 6 (12.50) 6 4 (8.33) 

  Thrombocytopenia 6 3 (6.25) 4 2 (4.17) 

  Febrile neutropenia 3 3 (6.25) 2 2 (4.17) 

  Leukopenia 3 1 (2.08) 1 1 (2.08) 

  Bone marrow failure 2 2 (4.17) 2 2 (4.17) 

  B-cell aplasia 1 1 (2.08) 1 1 (2.08) 

  Coagulation factor deficiency 1 1 (2.08) 1 1 (2.08) 

  Disseminated intravascular 
coagulation 

1 1 (2.08) 1 1 (2.08) 



  

  

6905 

Timing: At anytime, Region: Europe 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=48 
n (%)2 

  Lymphopenia 1 1 (2.08) 1 1 (2.08) 

  Pancytopenia 1 1 (2.08) 1 1 (2.08) 

  Splenomegaly 1 1 (2.08) 0 0 (0.00) 

 
Cardiac disorders     

  - Total 9 8 (16.67) 1 1 (2.08) 

  Tachycardia 6 5 (10.42) 0 0 (0.00) 

  Bradycardia 1 1 (2.08) 0 0 (0.00) 

  Cardiac hypertrophy 1 1 (2.08) 0 0 (0.00) 

  Left ventricular dysfunction 1 1 (2.08) 1 1 (2.08) 

 
Congenital, familial and genetic 
disorders 

    

  - Total 1 1 (2.08) 0 0 (0.00) 

  Talipes 1 1 (2.08) 0 0 (0.00) 

 
Ear and labyrinth disorders     

  - Total 1 1 (2.08) 1 1 (2.08) 

  Vertigo 1 1 (2.08) 1 1 (2.08) 

 
Endocrine disorders     

  - Total 1 1 (2.08) 0 0 (0.00) 



  

  

6906 

Timing: At anytime, Region: Europe 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=48 
n (%)2 

  Hypothyroidism 1 1 (2.08) 0 0 (0.00) 

 
Eye disorders     

  - Total 9 6 (12.50) 2 2 (4.17) 

  Amaurosis 1 1 (2.08) 1 1 (2.08) 

  Astigmatism 1 1 (2.08) 0 0 (0.00) 

  Conjunctival haemorrhage 1 1 (2.08) 0 0 (0.00) 

  Conjunctivitis allergic 1 1 (2.08) 0 0 (0.00) 

  Dry eye 1 1 (2.08) 0 0 (0.00) 

  Hypermetropia 1 1 (2.08) 0 0 (0.00) 

  Keratitis 1 1 (2.08) 1 1 (2.08) 

  Optic atrophy 1 1 (2.08) 0 0 (0.00) 

  Vitreous opacities 1 1 (2.08) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 39 24 (50.00) 2 2 (4.17) 

  Nausea 11 10 (20.83) 1 1 (2.08) 

  Diarrhoea 10 10 (20.83) 1 1 (2.08) 

  Vomiting 8 8 (16.67) 0 0 (0.00) 

  Abdominal pain 2 1 (2.08) 0 0 (0.00) 



  

  

6907 

Timing: At anytime, Region: Europe 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=48 
n (%)2 

  Abdominal pain upper 2 2 (4.17) 0 0 (0.00) 

  Constipation 2 1 (2.08) 0 0 (0.00) 

  Dyspepsia 1 1 (2.08) 0 0 (0.00) 

  Gastrointestinal pain 1 1 (2.08) 0 0 (0.00) 

  Gingival swelling 1 1 (2.08) 0 0 (0.00) 

  Toothache 1 1 (2.08) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 52 28 (58.33) 9 6 (12.50) 

  Pyrexia 34 20 (41.67) 3 3 (6.25) 

  Fatigue 4 3 (6.25) 0 0 (0.00) 

  Pain 3 3 (6.25) 1 1 (2.08) 

  Catheter site erythema 2 2 (4.17) 0 0 (0.00) 

  Asthenia 1 1 (2.08) 0 0 (0.00) 

  Catheter site haemorrhage 1 1 (2.08) 1 1 (2.08) 

  Chills 1 1 (2.08) 0 0 (0.00) 

  Drug withdrawal syndrome 1 1 (2.08) 1 1 (2.08) 

  Face oedema 1 1 (2.08) 1 1 (2.08) 

  Localised oedema 1 1 (2.08) 1 1 (2.08) 



  

  

6908 

Timing: At anytime, Region: Europe 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=48 
n (%)2 

  Multiple organ dysfunction syndrome 1 1 (2.08) 1 1 (2.08) 

  Oedema 1 1 (2.08) 0 0 (0.00) 

  Oedema peripheral 1 1 (2.08) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 5 5 (10.42) 2 2 (4.17) 

  Cholestasis 1 1 (2.08) 1 1 (2.08) 

  Hepatic failure 1 1 (2.08) 0 0 (0.00) 

  Hepatic steatosis 1 1 (2.08) 0 0 (0.00) 

  Hepatocellular injury 1 1 (2.08) 1 1 (2.08) 

  Hepatotoxicity 1 1 (2.08) 0 0 (0.00) 

 
Immune system disorders     

  - Total 97 36 (75.00) 33 16 (33.33) 

  Cytokine release syndrome 73 31 (64.58) 31 16 (33.33) 

  Hypogammaglobulinaemia 19 18 (37.50) 0 0 (0.00) 

  Haemophagocytic 
lymphohistiocytosis 

3 3 (6.25) 2 2 (4.17) 

  Atopy 1 1 (2.08) 0 0 (0.00) 

  Drug hypersensitivity 1 1 (2.08) 0 0 (0.00) 

 



  

  

6909 

Timing: At anytime, Region: Europe 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=48 
n (%)2 

Infections and infestations     

  - Total 68 30 (62.50) 18 13 (27.08) 

  Nasopharyngitis 7 7 (14.58) 0 0 (0.00) 

  Herpes zoster 5 5 (10.42) 1 1 (2.08) 

  Rhinitis 4 3 (6.25) 0 0 (0.00) 

  Upper respiratory tract infection 4 3 (6.25) 0 0 (0.00) 

  Device related infection 3 3 (6.25) 1 1 (2.08) 

  Gastroenteritis 3 3 (6.25) 0 0 (0.00) 

  Bronchitis 2 2 (4.17) 0 0 (0.00) 

  Candida infection 2 2 (4.17) 1 1 (2.08) 

  Central nervous system infection 2 1 (2.08) 1 1 (2.08) 

  Otitis externa 2 2 (4.17) 0 0 (0.00) 

  Otitis media 2 2 (4.17) 0 0 (0.00) 

  Pneumonia 2 2 (4.17) 2 2 (4.17) 

  Sinusitis 2 2 (4.17) 1 1 (2.08) 

  Aspergillus infection 1 1 (2.08) 1 1 (2.08) 

  Cellulitis orbital 1 1 (2.08) 1 1 (2.08) 

  Cerebral fungal infection 1 1 (2.08) 1 1 (2.08) 

  Cystitis 1 1 (2.08) 0 0 (0.00) 



  

  

6910 

Timing: At anytime, Region: Europe 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=48 
n (%)2 

  Escherichia urinary tract infection 1 1 (2.08) 0 0 (0.00) 

  Eye infection 1 1 (2.08) 0 0 (0.00) 

  Gastrointestinal infection 1 1 (2.08) 1 1 (2.08) 

  Helminthic infection 1 1 (2.08) 0 0 (0.00) 

  Impetigo 1 1 (2.08) 0 0 (0.00) 

  Infection 1 1 (2.08) 0 0 (0.00) 

  Influenza 1 1 (2.08) 1 1 (2.08) 

  Laryngitis 1 1 (2.08) 0 0 (0.00) 

  Molluscum contagiosum 1 1 (2.08) 0 0 (0.00) 

  Oral herpes 1 1 (2.08) 0 0 (0.00) 

  Otitis media acute 1 1 (2.08) 0 0 (0.00) 

  Paronychia 1 1 (2.08) 0 0 (0.00) 

  Pneumonia haemophilus 1 1 (2.08) 1 1 (2.08) 

  Pneumonia viral 1 1 (2.08) 0 0 (0.00) 

  Pseudomembranous colitis 1 1 (2.08) 0 0 (0.00) 

  Respiratory syncytial virus infection 1 1 (2.08) 1 1 (2.08) 

  Respiratory tract infection 1 1 (2.08) 0 0 (0.00) 

  Septic shock 1 1 (2.08) 1 1 (2.08) 

  Systemic infection 1 1 (2.08) 1 1 (2.08) 



  

  

6911 

Timing: At anytime, Region: Europe 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=48 
n (%)2 

  Tinea pedis 1 1 (2.08) 0 0 (0.00) 

  Tonsillitis 1 1 (2.08) 1 1 (2.08) 

  Tooth infection 1 1 (2.08) 0 0 (0.00) 

  Vascular device infection 1 1 (2.08) 1 1 (2.08) 

  Vulvitis 1 1 (2.08) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 8 6 (12.50) 1 1 (2.08) 

  Allergic transfusion reaction 1 1 (2.08) 0 0 (0.00) 

  Contusion 1 1 (2.08) 0 0 (0.00) 

  Femoral neck fracture 1 1 (2.08) 0 0 (0.00) 

  Ligament sprain 1 1 (2.08) 0 0 (0.00) 

  Periorbital haematoma 1 1 (2.08) 1 1 (2.08) 

  Procedural pain 1 1 (2.08) 0 0 (0.00) 

  Thermal burn 1 1 (2.08) 0 0 (0.00) 

  Transfusion reaction 1 1 (2.08) 0 0 (0.00) 

 
Investigations     

  - Total 72 21 (43.75) 28 14 (29.17) 

  Platelet count decreased 12 5 (10.42) 3 2 (4.17) 



  

  

6912 

Timing: At anytime, Region: Europe 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=48 
n (%)2 

  White blood cell count decreased 10 8 (16.67) 5 5 (10.42) 

  Alanine aminotransferase increased 7 5 (10.42) 4 3 (6.25) 

  Aspartate aminotransferase 
increased 

7 5 (10.42) 3 2 (4.17) 

  Neutrophil count decreased 7 5 (10.42) 6 4 (8.33) 

  Immunoglobulins decreased 6 5 (10.42) 4 3 (6.25) 

  Prothrombin time prolonged 3 3 (6.25) 0 0 (0.00) 

  Blood potassium decreased 2 1 (2.08) 0 0 (0.00) 

  Lymphocyte count decreased 2 1 (2.08) 0 0 (0.00) 

  Activated partial thromboplastin time 
prolonged 

1 1 (2.08) 0 0 (0.00) 

  Antithrombin III decreased 1 1 (2.08) 0 0 (0.00) 

  Blood bilirubin increased 1 1 (2.08) 1 1 (2.08) 

  Blood creatinine increased 1 1 (2.08) 0 0 (0.00) 

  Blood fibrinogen decreased 1 1 (2.08) 0 0 (0.00) 

  Blood magnesium increased 1 1 (2.08) 1 1 (2.08) 

  Blood uric acid increased 1 1 (2.08) 0 0 (0.00) 

  C-reactive protein increased 1 1 (2.08) 0 0 (0.00) 

  Chest X-ray abnormal 1 1 (2.08) 0 0 (0.00) 

  Clostridium test positive 1 1 (2.08) 0 0 (0.00) 
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Timing: At anytime, Region: Europe 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=48 
n (%)2 

  Cytomegalovirus test positive 1 1 (2.08) 0 0 (0.00) 

  Electrocardiogram repolarisation 
abnormality 

1 1 (2.08) 0 0 (0.00) 

  Haemoglobin decreased 1 1 (2.08) 1 1 (2.08) 

  Lymph node palpable 1 1 (2.08) 0 0 (0.00) 

  Protein total decreased 1 1 (2.08) 0 0 (0.00) 

  Vitamin D decreased 1 1 (2.08) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 34 17 (35.42) 7 5 (10.42) 

  Hypoalbuminaemia 7 4 (8.33) 1 1 (2.08) 

  Decreased appetite 5 5 (10.42) 1 1 (2.08) 

  Hypokalaemia 5 5 (10.42) 0 0 (0.00) 

  Hypocalcaemia 4 3 (6.25) 2 2 (4.17) 

  Hypophosphataemia 3 3 (6.25) 0 0 (0.00) 

  Dehydration 2 2 (4.17) 2 2 (4.17) 

  Hypomagnesaemia 2 2 (4.17) 0 0 (0.00) 

  Fluid retention 1 1 (2.08) 0 0 (0.00) 

  Hyperferritinaemia 1 1 (2.08) 0 0 (0.00) 

  Hyperglycaemia 1 1 (2.08) 1 1 (2.08) 
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Timing: At anytime, Region: Europe 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=48 
n (%)2 

  Hypernatraemia 1 1 (2.08) 0 0 (0.00) 

  Hyponatraemia 1 1 (2.08) 0 0 (0.00) 

  Vitamin D deficiency 1 1 (2.08) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 20 13 (27.08) 1 1 (2.08) 

  Arthralgia 5 3 (6.25) 0 0 (0.00) 

  Myalgia 4 4 (8.33) 0 0 (0.00) 

  Back pain 2 2 (4.17) 0 0 (0.00) 

  Bone pain 2 2 (4.17) 0 0 (0.00) 

  Joint effusion 1 1 (2.08) 1 1 (2.08) 

  Joint stiffness 1 1 (2.08) 0 0 (0.00) 

  Muscular weakness 1 1 (2.08) 0 0 (0.00) 

  Osteonecrosis 1 1 (2.08) 0 0 (0.00) 

  Osteopenia 1 1 (2.08) 0 0 (0.00) 

  Osteoporosis 1 1 (2.08) 0 0 (0.00) 

  Pain in extremity 1 1 (2.08) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 
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Timing: At anytime, Region: Europe 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=48 
n (%)2 

  - Total 4 4 (8.33) 4 4 (8.33) 

  Acute lymphocytic leukaemia 
recurrent 

3 3 (6.25) 3 3 (6.25) 

  Acute lymphocytic leukaemia 1 1 (2.08) 1 1 (2.08) 

 
Nervous system disorders     

  - Total 26 19 (39.58) 6 5 (10.42) 

  Headache 7 7 (14.58) 1 1 (2.08) 

  Seizure 6 6 (12.50) 2 2 (4.17) 

  Neuralgia 2 2 (4.17) 0 0 (0.00) 

  Somnolence 2 2 (4.17) 2 2 (4.17) 

  Tremor 2 2 (4.17) 0 0 (0.00) 

  Cerebral atrophy 1 1 (2.08) 0 0 (0.00) 

  Dysgeusia 1 1 (2.08) 0 0 (0.00) 

  Encephalopathy 1 1 (2.08) 1 1 (2.08) 

  Hyperkinesia 1 1 (2.08) 0 0 (0.00) 

  Intention tremor 1 1 (2.08) 0 0 (0.00) 

  Neurological decompensation 1 1 (2.08) 0 0 (0.00) 

  Subdural hygroma 1 1 (2.08) 0 0 (0.00) 

 
Product issues     



  

  

6916 

Timing: At anytime, Region: Europe 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=48 
n (%)2 

  - Total 1 1 (2.08) 0 0 (0.00) 

  Device occlusion 1 1 (2.08) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 13 8 (16.67) 0 0 (0.00) 

  Insomnia 3 2 (4.17) 0 0 (0.00) 

  Disorientation 2 2 (4.17) 0 0 (0.00) 

  Anxiety 1 1 (2.08) 0 0 (0.00) 

  Completed suicide 1 1 (2.08) 0 0 (0.00) 

  Delirium 1 1 (2.08) 0 0 (0.00) 

  Depression 1 1 (2.08) 0 0 (0.00) 

  Hallucination 1 1 (2.08) 0 0 (0.00) 

  Initial insomnia 1 1 (2.08) 0 0 (0.00) 

  Irritability 1 1 (2.08) 0 0 (0.00) 

  Restlessness 1 1 (2.08) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 6 5 (10.42) 0 0 (0.00) 

  Dysuria 2 2 (4.17) 0 0 (0.00) 

  Polyuria 2 2 (4.17) 0 0 (0.00) 
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Timing: At anytime, Region: Europe 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=48 
n (%)2 

  Renal impairment 1 1 (2.08) 0 0 (0.00) 

  Urinary tract disorder 1 1 (2.08) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 2 2 (4.17) 1 1 (2.08) 

  Metrorrhagia 1 1 (2.08) 0 0 (0.00) 

  Ovarian failure 1 1 (2.08) 1 1 (2.08) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 21 13 (27.08) 3 2 (4.17) 

  Cough 6 5 (10.42) 0 0 (0.00) 

  Oropharyngeal pain 4 4 (8.33) 0 0 (0.00) 

  Epistaxis 2 2 (4.17) 0 0 (0.00) 

  Hypoxia 2 2 (4.17) 1 1 (2.08) 

  Dyspnoea 1 1 (2.08) 0 0 (0.00) 

  Increased upper airway secretion 1 1 (2.08) 0 0 (0.00) 

  Lung disorder 1 1 (2.08) 1 1 (2.08) 

  Pharyngeal erythema 1 1 (2.08) 0 0 (0.00) 

  Pleural effusion 1 1 (2.08) 0 0 (0.00) 
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Timing: At anytime, Region: Europe 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=48 
n (%)2 

  Pulmonary granuloma 1 1 (2.08) 1 1 (2.08) 

  Stridor 1 1 (2.08) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 34 19 (39.58) 0 0 (0.00) 

  Rash 7 6 (12.50) 0 0 (0.00) 

  Erythema 6 4 (8.33) 0 0 (0.00) 

  Eczema 4 3 (6.25) 0 0 (0.00) 

  Pruritus 4 4 (8.33) 0 0 (0.00) 

  Ingrowing nail 3 2 (4.17) 0 0 (0.00) 

  Hangnail 2 2 (4.17) 0 0 (0.00) 

  Papule 2 2 (4.17) 0 0 (0.00) 

  Decubitus ulcer 1 1 (2.08) 0 0 (0.00) 

  Dermatitis 1 1 (2.08) 0 0 (0.00) 

  Dermatitis acneiform 1 1 (2.08) 0 0 (0.00) 

  Petechiae 1 1 (2.08) 0 0 (0.00) 

  Skin discolouration 1 1 (2.08) 0 0 (0.00) 

  Skin lesion 1 1 (2.08) 0 0 (0.00) 

 
Vascular disorders     
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Timing: At anytime, Region: Europe 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=48 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=48 
n (%)2 

  - Total 12 9 (18.75) 4 4 (8.33) 

  Hypertension 6 6 (12.50) 3 3 (6.25) 

  Hot flush 2 1 (2.08) 0 0 (0.00) 

  Hypotension 2 2 (4.17) 1 1 (2.08) 

  Vascular occlusion 1 1 (2.08) 0 0 (0.00) 

  Venous thrombosis limb 1 1 (2.08) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:11                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187d 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Region 

Safety Set 

 

Timing: At anytime, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=18 
n (%)2 

Total number of AE per patient 704 18 (100.00) 146 17 (94.44) 

 
Blood and lymphatic system disorders     

  - Total 36 13 (72.22) 19 9 (50.00) 

  Anaemia 24 8 (44.44) 13 6 (33.33) 

  Thrombocytopenia 4 3 (16.67) 2 2 (11.11) 

  Febrile neutropenia 3 2 (11.11) 1 1 (5.56) 

  Neutropenia 3 3 (16.67) 3 3 (16.67) 

  B-cell aplasia 1 1 (5.56) 0 0 (0.00) 

  Leukocytosis 1 1 (5.56) 0 0 (0.00) 

 
Cardiac disorders     

  - Total 19 7 (38.89) 1 1 (5.56) 

  Tachycardia 6 4 (22.22) 0 0 (0.00) 
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Timing: At anytime, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=18 
n (%)2 

  Sinus bradycardia 5 3 (16.67) 0 0 (0.00) 

  Sinus tachycardia 5 4 (22.22) 0 0 (0.00) 

  Cardiac discomfort 1 1 (5.56) 0 0 (0.00) 

  Left ventricular dysfunction 1 1 (5.56) 1 1 (5.56) 

  Pericardial effusion 1 1 (5.56) 0 0 (0.00) 

 
Ear and labyrinth disorders     

  - Total 2 1 (5.56) 0 0 (0.00) 

  Ear pain 2 1 (5.56) 0 0 (0.00) 

 
Endocrine disorders     

  - Total 2 1 (5.56) 0 0 (0.00) 

  Inappropriate antidiuretic hormone 
secretion 

1 1 (5.56) 0 0 (0.00) 

  Precocious puberty 1 1 (5.56) 0 0 (0.00) 

 
Eye disorders     

  - Total 11 5 (27.78) 0 0 (0.00) 

  Eye pain 3 2 (11.11) 0 0 (0.00) 

  Blepharospasm 1 1 (5.56) 0 0 (0.00) 

  Blindness unilateral 1 1 (5.56) 0 0 (0.00) 
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Timing: At anytime, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=18 
n (%)2 

  Diplopia 1 1 (5.56) 0 0 (0.00) 

  Eye pruritus 1 1 (5.56) 0 0 (0.00) 

  Lacrimation increased 1 1 (5.56) 0 0 (0.00) 

  Ocular hyperaemia 1 1 (5.56) 0 0 (0.00) 

  Vision blurred 1 1 (5.56) 0 0 (0.00) 

  Visual impairment 1 1 (5.56) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 87 16 (88.89) 3 3 (16.67) 

  Diarrhoea 16 6 (33.33) 1 1 (5.56) 

  Abdominal pain 12 7 (38.89) 0 0 (0.00) 

  Vomiting 10 5 (27.78) 0 0 (0.00) 

  Constipation 8 6 (33.33) 0 0 (0.00) 

  Nausea 8 5 (27.78) 0 0 (0.00) 

  Abdominal distension 4 3 (16.67) 0 0 (0.00) 

  Proctalgia 3 2 (11.11) 0 0 (0.00) 

  Abdominal pain upper 2 2 (11.11) 0 0 (0.00) 

  Gingival bleeding 2 2 (11.11) 0 0 (0.00) 

  Oral pain 2 1 (5.56) 0 0 (0.00) 

  Paraesthesia oral 2 2 (11.11) 0 0 (0.00) 
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Timing: At anytime, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=18 
n (%)2 

  Stomatitis 2 1 (5.56) 0 0 (0.00) 

  Upper gastrointestinal haemorrhage 2 1 (5.56) 0 0 (0.00) 

  Abdominal pain lower 1 1 (5.56) 0 0 (0.00) 

  Anal fissure 1 1 (5.56) 0 0 (0.00) 

  Anal fistula 1 1 (5.56) 0 0 (0.00) 

  Anal haemorrhage 1 1 (5.56) 0 0 (0.00) 

  Anal incontinence 1 1 (5.56) 0 0 (0.00) 

  Dental caries 1 1 (5.56) 0 0 (0.00) 

  Gastrointestinal haemorrhage 1 1 (5.56) 1 1 (5.56) 

  Gastrointestinal motility disorder 1 1 (5.56) 0 0 (0.00) 

  Hypoaesthesia oral 1 1 (5.56) 0 0 (0.00) 

  Lip dry 1 1 (5.56) 0 0 (0.00) 

  Lip haemorrhage 1 1 (5.56) 0 0 (0.00) 

  Periodontal disease 1 1 (5.56) 0 0 (0.00) 

  Rectal haemorrhage 1 1 (5.56) 0 0 (0.00) 

  Rectal ulcer 1 1 (5.56) 1 1 (5.56) 

 
General disorders and administration 
site conditions 

    

  - Total 70 16 (88.89) 3 3 (16.67) 
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Timing: At anytime, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=18 
n (%)2 

  Pyrexia 33 12 (66.67) 2 2 (11.11) 

  Face oedema 5 5 (27.78) 0 0 (0.00) 

  Fatigue 5 4 (22.22) 0 0 (0.00) 

  Oedema peripheral 5 4 (22.22) 0 0 (0.00) 

  Chills 3 3 (16.67) 0 0 (0.00) 

  Localised oedema 3 2 (11.11) 0 0 (0.00) 

  Catheter site pain 2 2 (11.11) 0 0 (0.00) 

  Gait disturbance 2 2 (11.11) 0 0 (0.00) 

  Non-cardiac chest pain 2 2 (11.11) 0 0 (0.00) 

  Pain 2 2 (11.11) 0 0 (0.00) 

  Asthenia 1 1 (5.56) 0 0 (0.00) 

  Axillary pain 1 1 (5.56) 0 0 (0.00) 

  Catheter site haemorrhage 1 1 (5.56) 0 0 (0.00) 

  Catheter site pruritus 1 1 (5.56) 0 0 (0.00) 

  Facial pain 1 1 (5.56) 0 0 (0.00) 

  Generalised oedema 1 1 (5.56) 0 0 (0.00) 

  Malaise 1 1 (5.56) 0 0 (0.00) 

  Mucosal inflammation 1 1 (5.56) 1 1 (5.56) 

 
Hepatobiliary disorders     
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Timing: At anytime, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=18 
n (%)2 

  - Total 2 2 (11.11) 1 1 (5.56) 

  Gallbladder oedema 1 1 (5.56) 0 0 (0.00) 

  Hepatosplenomegaly 1 1 (5.56) 1 1 (5.56) 

 
Immune system disorders     

  - Total 28 15 (83.33) 6 6 (33.33) 

  Cytokine release syndrome 18 13 (72.22) 4 4 (22.22) 

  Allergy to immunoglobulin therapy 5 4 (22.22) 0 0 (0.00) 

  Hypogammaglobulinaemia 3 3 (16.67) 2 2 (11.11) 

  Drug hypersensitivity 2 2 (11.11) 0 0 (0.00) 

 
Infections and infestations     

  - Total 50 13 (72.22) 18 8 (44.44) 

  Rash pustular 4 3 (16.67) 0 0 (0.00) 

  Sepsis 3 3 (16.67) 3 3 (16.67) 

  Viral upper respiratory tract infection 3 2 (11.11) 0 0 (0.00) 

  Bacterial infection 2 2 (11.11) 2 2 (11.11) 

  Cellulitis 2 2 (11.11) 0 0 (0.00) 

  Conjunctivitis 2 1 (5.56) 0 0 (0.00) 

  Enterovirus infection 2 2 (11.11) 0 0 (0.00) 
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Timing: At anytime, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=18 
n (%)2 

  Meningitis aseptic 2 1 (5.56) 2 1 (5.56) 

  Nasopharyngitis 2 2 (11.11) 0 0 (0.00) 

  Upper respiratory tract infection 2 2 (11.11) 0 0 (0.00) 

  Alternaria infection 1 1 (5.56) 1 1 (5.56) 

  Aspergillus infection 1 1 (5.56) 1 1 (5.56) 

  Atypical pneumonia 1 1 (5.56) 1 1 (5.56) 

  Body tinea 1 1 (5.56) 0 0 (0.00) 

  Candida infection 1 1 (5.56) 1 1 (5.56) 

  Catheter site infection 1 1 (5.56) 0 0 (0.00) 

  Conjunctivitis viral 1 1 (5.56) 0 0 (0.00) 

  Device related infection 1 1 (5.56) 1 1 (5.56) 

  Enterococcal infection 1 1 (5.56) 1 1 (5.56) 

  Folliculitis 1 1 (5.56) 0 0 (0.00) 

  Infection 1 1 (5.56) 1 1 (5.56) 

  Influenza 1 1 (5.56) 0 0 (0.00) 

  Mucosal infection 1 1 (5.56) 0 0 (0.00) 

  Nail infection 1 1 (5.56) 0 0 (0.00) 

  Oral fungal infection 1 1 (5.56) 0 0 (0.00) 

  Oral herpes 1 1 (5.56) 0 0 (0.00) 
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Timing: At anytime, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=18 
n (%)2 

  Parainfluenzae virus infection 1 1 (5.56) 0 0 (0.00) 

  Periorbital cellulitis 1 1 (5.56) 1 1 (5.56) 

  Pneumonia 1 1 (5.56) 1 1 (5.56) 

  Respiratory syncytial virus infection 1 1 (5.56) 0 0 (0.00) 

  Rhinitis 1 1 (5.56) 0 0 (0.00) 

  Rhinovirus infection 1 1 (5.56) 0 0 (0.00) 

  Sinusitis 1 1 (5.56) 1 1 (5.56) 

  Skin infection 1 1 (5.56) 0 0 (0.00) 

  Urinary tract infection viral 1 1 (5.56) 0 0 (0.00) 

  Vascular device infection 1 1 (5.56) 1 1 (5.56) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 14 6 (33.33) 0 0 (0.00) 

  Contusion 2 2 (11.11) 0 0 (0.00) 

  Fall 2 2 (11.11) 0 0 (0.00) 

  Infusion related reaction 2 1 (5.56) 0 0 (0.00) 

  Allergic transfusion reaction 1 1 (5.56) 0 0 (0.00) 

  Post procedural haemorrhage 1 1 (5.56) 0 0 (0.00) 

  Procedural pain 1 1 (5.56) 0 0 (0.00) 



  

  

6928 

Timing: At anytime, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=18 
n (%)2 

  Skin abrasion 1 1 (5.56) 0 0 (0.00) 

  Splinter 1 1 (5.56) 0 0 (0.00) 

  Stoma site erythema 1 1 (5.56) 0 0 (0.00) 

  Stoma site haemorrhage 1 1 (5.56) 0 0 (0.00) 

  Subcutaneous haematoma 1 1 (5.56) 0 0 (0.00) 

 
Investigations     

  - Total 119 15 (83.33) 63 10 (55.56) 

  Neutrophil count decreased 25 5 (27.78) 19 5 (27.78) 

  Platelet count decreased 24 5 (27.78) 17 5 (27.78) 

  White blood cell count decreased 24 6 (33.33) 19 6 (33.33) 

  Aspartate aminotransferase 
increased 

5 3 (16.67) 1 1 (5.56) 

  Alanine aminotransferase increased 4 2 (11.11) 0 0 (0.00) 

  Lymphocyte count decreased 4 4 (22.22) 4 4 (22.22) 

  Blood alkaline phosphatase 
increased 

3 2 (11.11) 0 0 (0.00) 

  Blood creatinine increased 3 2 (11.11) 0 0 (0.00) 

  Blood bilirubin increased 2 2 (11.11) 1 1 (5.56) 

  Blood fibrinogen decreased 2 2 (11.11) 1 1 (5.56) 
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Timing: At anytime, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=18 
n (%)2 

  Blood lactate dehydrogenase 
increased 

2 1 (5.56) 0 0 (0.00) 

  Blood urea decreased 2 1 (5.56) 0 0 (0.00) 

  Blood urea increased 2 1 (5.56) 0 0 (0.00) 

  Gamma-glutamyltransferase 
increased 

2 2 (11.11) 0 0 (0.00) 

  Lipase increased 2 1 (5.56) 0 0 (0.00) 

  Serum ferritin increased 2 2 (11.11) 0 0 (0.00) 

  Activated partial thromboplastin time 
prolonged 

1 1 (5.56) 0 0 (0.00) 

  Ammonia increased 1 1 (5.56) 0 0 (0.00) 

  Blood chloride increased 1 1 (5.56) 0 0 (0.00) 

  Blood fibrinogen increased 1 1 (5.56) 0 0 (0.00) 

  Blood urine present 1 1 (5.56) 0 0 (0.00) 

  C-reactive protein increased 1 1 (5.56) 0 0 (0.00) 

  Chlamydia test positive 1 1 (5.56) 0 0 (0.00) 

  Fungal test positive 1 1 (5.56) 1 1 (5.56) 

  Heart sounds abnormal 1 1 (5.56) 0 0 (0.00) 

  International normalised ratio 
increased 

1 1 (5.56) 0 0 (0.00) 
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Timing: At anytime, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=18 
n (%)2 

  Monocyte count decreased 1 1 (5.56) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 66 15 (83.33) 11 6 (33.33) 

  Hypokalaemia 20 8 (44.44) 8 5 (27.78) 

  Hypophosphataemia 11 6 (33.33) 1 1 (5.56) 

  Hyperuricaemia 5 4 (22.22) 0 0 (0.00) 

  Hypomagnesaemia 5 5 (27.78) 0 0 (0.00) 

  Hyperphosphataemia 4 2 (11.11) 0 0 (0.00) 

  Hypocalcaemia 4 3 (16.67) 0 0 (0.00) 

  Decreased appetite 3 3 (16.67) 0 0 (0.00) 

  Hyperglycaemia 3 3 (16.67) 1 1 (5.56) 

  Hyperkalaemia 3 3 (16.67) 0 0 (0.00) 

  Dehydration 2 1 (5.56) 0 0 (0.00) 

  Hypercalcaemia 2 2 (11.11) 0 0 (0.00) 

  Hypoalbuminaemia 2 2 (11.11) 0 0 (0.00) 

  Fluid overload 1 1 (5.56) 0 0 (0.00) 

  Lactic acidosis 1 1 (5.56) 1 1 (5.56) 

 
Musculoskeletal and connective tissue 
disorders 

    



  

  

6931 
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Primary system organ class 
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All 
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All 
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N=18 
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>= 3 
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patients 

N=18 
n (%)2 

  - Total 32 9 (50.00) 3 3 (16.67) 

  Pain in extremity 12 6 (33.33) 0 0 (0.00) 

  Arthralgia 7 6 (33.33) 2 2 (11.11) 

  Back pain 5 4 (22.22) 0 0 (0.00) 

  Muscular weakness 3 2 (11.11) 1 1 (5.56) 

  Neck pain 2 2 (11.11) 0 0 (0.00) 

  Bone pain 1 1 (5.56) 0 0 (0.00) 

  Myalgia 1 1 (5.56) 0 0 (0.00) 

  Osteopenia 1 1 (5.56) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 4 4 (22.22) 4 4 (22.22) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (5.56) 1 1 (5.56) 

  B precursor type acute leukaemia 1 1 (5.56) 1 1 (5.56) 

  Leukaemia 1 1 (5.56) 1 1 (5.56) 

  Neoplasm progression 1 1 (5.56) 1 1 (5.56) 

 
Nervous system disorders     

  - Total 30 11 (61.11) 4 2 (11.11) 



  

  

6932 

Timing: At anytime, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=18 
n (%)2 

  Headache 10 8 (44.44) 0 0 (0.00) 

  Dyskinesia 4 1 (5.56) 2 1 (5.56) 

  Dizziness 2 2 (11.11) 0 0 (0.00) 

  Lethargy 2 2 (11.11) 0 0 (0.00) 

  Tremor 2 2 (11.11) 0 0 (0.00) 

  Depressed level of consciousness 1 1 (5.56) 1 1 (5.56) 

  Dysarthria 1 1 (5.56) 0 0 (0.00) 

  Encephalopathy 1 1 (5.56) 1 1 (5.56) 

  Facial paralysis 1 1 (5.56) 0 0 (0.00) 

  Head discomfort 1 1 (5.56) 0 0 (0.00) 

  Hemiparesis 1 1 (5.56) 0 0 (0.00) 

  Intention tremor 1 1 (5.56) 0 0 (0.00) 

  Intracranial pressure increased 1 1 (5.56) 0 0 (0.00) 

  Nervous system disorder 1 1 (5.56) 0 0 (0.00) 

  Neuropathy peripheral 1 1 (5.56) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 16 8 (44.44) 2 1 (5.56) 

  Agitation 5 3 (16.67) 1 1 (5.56) 

  Anxiety 4 3 (16.67) 0 0 (0.00) 



  

  

6933 

Timing: At anytime, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=18 
n (%)2 

  Confusional state 3 3 (16.67) 1 1 (5.56) 

  Insomnia 2 2 (11.11) 0 0 (0.00) 

  Delirium 1 1 (5.56) 0 0 (0.00) 

  Irritability 1 1 (5.56) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 14 6 (33.33) 2 2 (11.11) 

  Haematuria 5 3 (16.67) 1 1 (5.56) 

  Acute kidney injury 4 2 (11.11) 1 1 (5.56) 

  Chromaturia 2 1 (5.56) 0 0 (0.00) 

  Proteinuria 2 2 (11.11) 0 0 (0.00) 

  Urinary incontinence 1 1 (5.56) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 4 3 (16.67) 0 0 (0.00) 

  Perineal pain 1 1 (5.56) 0 0 (0.00) 

  Scrotal oedema 1 1 (5.56) 0 0 (0.00) 

  Vulvovaginal dryness 1 1 (5.56) 0 0 (0.00) 

  Vulvovaginal pain 1 1 (5.56) 0 0 (0.00) 

 



  

  

6934 

Timing: At anytime, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=18 
n (%)2 

Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 52 12 (66.67) 3 3 (16.67) 

  Cough 15 8 (44.44) 0 0 (0.00) 

  Hypoxia 7 4 (22.22) 2 2 (11.11) 

  Epistaxis 6 6 (33.33) 0 0 (0.00) 

  Nasal congestion 4 4 (22.22) 0 0 (0.00) 

  Rhinorrhoea 4 3 (16.67) 0 0 (0.00) 

  Tachypnoea 4 3 (16.67) 0 0 (0.00) 

  Dyspnoea 3 2 (11.11) 0 0 (0.00) 

  Oropharyngeal pain 2 2 (11.11) 0 0 (0.00) 

  Apnoea 1 1 (5.56) 1 1 (5.56) 

  Nasal septum perforation 1 1 (5.56) 0 0 (0.00) 

  Pleural effusion 1 1 (5.56) 0 0 (0.00) 

  Productive cough 1 1 (5.56) 0 0 (0.00) 

  Rhinalgia 1 1 (5.56) 0 0 (0.00) 

  Rhonchi 1 1 (5.56) 0 0 (0.00) 

  Sinus pain 1 1 (5.56) 0 0 (0.00) 

 



  

  

6935 

Timing: At anytime, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=18 
n (%)2 

Skin and subcutaneous tissue 
disorders 

    

  - Total 29 11 (61.11) 0 0 (0.00) 

  Petechiae 6 5 (27.78) 0 0 (0.00) 

  Dry skin 5 5 (27.78) 0 0 (0.00) 

  Pruritus 4 3 (16.67) 0 0 (0.00) 

  Rash 4 3 (16.67) 0 0 (0.00) 

  Erythema 2 2 (11.11) 0 0 (0.00) 

  Skin ulcer 2 1 (5.56) 0 0 (0.00) 

  Urticaria 2 2 (11.11) 0 0 (0.00) 

  Acne 1 1 (5.56) 0 0 (0.00) 

  Alopecia 1 1 (5.56) 0 0 (0.00) 

  Dermatitis bullous 1 1 (5.56) 0 0 (0.00) 

  Ingrowing nail 1 1 (5.56) 0 0 (0.00) 

 
Vascular disorders     

  - Total 17 11 (61.11) 3 3 (16.67) 

  Hypotension 6 4 (22.22) 1 1 (5.56) 

  Flushing 3 1 (5.56) 0 0 (0.00) 

  Pallor 3 3 (16.67) 0 0 (0.00) 



  

  

6936 

Timing: At anytime, Region: US 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=18 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=18 
n (%)2 

  Capillary leak syndrome 1 1 (5.56) 1 1 (5.56) 

  Embolism 1 1 (5.56) 0 0 (0.00) 

  Hypertension 1 1 (5.56) 0 0 (0.00) 

  Jugular vein thrombosis 1 1 (5.56) 1 1 (5.56) 

  Lymphoedema 1 1 (5.56) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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6937 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187d 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Region 

Safety Set 

 

Timing: At anytime, Region: Rest of World 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=3 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=3 
n (%)2 

Total number of AE per patient 80 3 (100.00) 37 3 (100.00) 

 
Blood and lymphatic system disorders     

  - Total 6 2 (66.67) 4 1 (33.33) 

  Neutropenia 3 1 (33.33) 3 1 (33.33) 

  Disseminated intravascular 
coagulation 

2 2 (66.67) 0 0 (0.00) 

  Febrile neutropenia 1 1 (33.33) 1 1 (33.33) 

 
Eye disorders     

  - Total 3 1 (33.33) 0 0 (0.00) 

  Blepharitis 1 1 (33.33) 0 0 (0.00) 

  Dry eye 1 1 (33.33) 0 0 (0.00) 

  Ocular hypertension 1 1 (33.33) 0 0 (0.00) 

 



  

  

6938 

Timing: At anytime, Region: Rest of World 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=3 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=3 
n (%)2 

Gastrointestinal disorders     

  - Total 4 2 (66.67) 0 0 (0.00) 

  Stomatitis 2 2 (66.67) 0 0 (0.00) 

  Diarrhoea 1 1 (33.33) 0 0 (0.00) 

  Nausea 1 1 (33.33) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 1 1 (33.33) 0 0 (0.00) 

  Pyrexia 1 1 (33.33) 0 0 (0.00) 

 
Immune system disorders     

  - Total 6 3 (100.00) 4 2 (66.67) 

  Cytokine release syndrome 6 3 (100.00) 4 2 (66.67) 

 
Infections and infestations     

  - Total 8 2 (66.67) 0 0 (0.00) 

  Upper respiratory tract infection 3 2 (66.67) 0 0 (0.00) 

  Bronchopulmonary aspergillosis 1 1 (33.33) 0 0 (0.00) 

  Paronychia 1 1 (33.33) 0 0 (0.00) 

  Parotitis 1 1 (33.33) 0 0 (0.00) 



  

  

6939 

Timing: At anytime, Region: Rest of World 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=3 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=3 
n (%)2 

  Pharyngitis 1 1 (33.33) 0 0 (0.00) 

  Rhinitis 1 1 (33.33) 0 0 (0.00) 

 
Investigations     

  - Total 17 3 (100.00) 13 3 (100.00) 

  Neutrophil count decreased 8 1 (33.33) 8 1 (33.33) 

  Blood creatine phosphokinase 
increased 

4 1 (33.33) 3 1 (33.33) 

  Blood fibrinogen decreased 4 2 (66.67) 2 2 (66.67) 

  Weight decreased 1 1 (33.33) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 21 2 (66.67) 11 2 (66.67) 

  Hypocalcaemia 7 2 (66.67) 6 2 (66.67) 

  Hypoalbuminaemia 4 2 (66.67) 0 0 (0.00) 

  Hypokalaemia 3 2 (66.67) 2 2 (66.67) 

  Hyponatraemia 3 1 (33.33) 1 1 (33.33) 

  Hypophosphataemia 3 1 (33.33) 1 1 (33.33) 

  Tumour lysis syndrome 1 1 (33.33) 1 1 (33.33) 

 



  

  

6940 

Timing: At anytime, Region: Rest of World 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=3 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=3 
n (%)2 

Musculoskeletal and connective tissue 
disorders 

    

  - Total 1 1 (33.33) 0 0 (0.00) 

  Myalgia 1 1 (33.33) 0 0 (0.00) 

 
Nervous system disorders     

  - Total 1 1 (33.33) 0 0 (0.00) 

  Headache 1 1 (33.33) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 1 1 (33.33) 0 0 (0.00) 

  Insomnia 1 1 (33.33) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 3 2 (66.67) 2 1 (33.33) 

  Acute kidney injury 2 1 (33.33) 2 1 (33.33) 

  Haematuria 1 1 (33.33) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 4 2 (66.67) 2 2 (66.67) 

  Hypoxia 3 2 (66.67) 2 2 (66.67) 



  

  

6941 

Timing: At anytime, Region: Rest of World 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=3 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=3 
n (%)2 

  Cough 1 1 (33.33) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 3 2 (66.67) 1 1 (33.33) 

  Pruritus 1 1 (33.33) 0 0 (0.00) 

  Rash 1 1 (33.33) 1 1 (33.33) 

  Skin exfoliation 1 1 (33.33) 0 0 (0.00) 

 
Vascular disorders     

  - Total 1 1 (33.33) 0 0 (0.00) 

  Hypertension 1 1 (33.33) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:11                                        Final 
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Tabl e 187e => N umber of adverse events post CTL019 i nfusion, regar dless  of study drug r elati onshi p, by pri mar y sys tem organ cl ass, pr eferred term and Prior SC T ther apy (Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                     
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187e 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Prior SCT therapy 

Safety Set 

 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=42 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=42 
n (%)2 

Total number of AE per patient 464 42 (100.00) 119 30 (71.43) 

 
Blood and lymphatic system disorders     

  - Total 35 20 (47.62) 21 13 (30.95) 

  Anaemia 18 9 (21.43) 8 4 (9.52) 

  Neutropenia 6 4 (9.52) 6 4 (9.52) 

  Leukopenia 3 1 (2.38) 1 1 (2.38) 

  Febrile neutropenia 2 2 (4.76) 2 2 (4.76) 

  Thrombocytopenia 2 2 (4.76) 2 2 (4.76) 

  B-cell aplasia 1 1 (2.38) 0 0 (0.00) 

  Bone marrow failure 1 1 (2.38) 1 1 (2.38) 

  Pancytopenia 1 1 (2.38) 1 1 (2.38) 

  Splenomegaly 1 1 (2.38) 0 0 (0.00) 

 
Cardiac disorders     



  

  

6943 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=42 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=42 
n (%)2 

  - Total 11 8 (19.05) 0 0 (0.00) 

  Tachycardia 6 5 (11.90) 0 0 (0.00) 

  Sinus bradycardia 2 2 (4.76) 0 0 (0.00) 

  Bradycardia 1 1 (2.38) 0 0 (0.00) 

  Cardiac discomfort 1 1 (2.38) 0 0 (0.00) 

  Sinus tachycardia 1 1 (2.38) 0 0 (0.00) 

 
Eye disorders     

  - Total 3 3 (7.14) 0 0 (0.00) 

  Blepharospasm 1 1 (2.38) 0 0 (0.00) 

  Dry eye 1 1 (2.38) 0 0 (0.00) 

  Vision blurred 1 1 (2.38) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 34 16 (38.10) 1 1 (2.38) 

  Diarrhoea 8 6 (14.29) 0 0 (0.00) 

  Nausea 8 6 (14.29) 0 0 (0.00) 

  Vomiting 5 5 (11.90) 0 0 (0.00) 

  Abdominal pain 3 3 (7.14) 0 0 (0.00) 

  Constipation 3 3 (7.14) 0 0 (0.00) 

  Abdominal pain upper 2 2 (4.76) 0 0 (0.00) 



  

  

6944 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=42 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=42 
n (%)2 

  Gastrointestinal haemorrhage 1 1 (2.38) 1 1 (2.38) 

  Gingival bleeding 1 1 (2.38) 0 0 (0.00) 

  Hypoaesthesia oral 1 1 (2.38) 0 0 (0.00) 

  Lip haemorrhage 1 1 (2.38) 0 0 (0.00) 

  Paraesthesia oral 1 1 (2.38) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 51 25 (59.52) 6 4 (9.52) 

  Pyrexia 29 17 (40.48) 3 3 (7.14) 

  Fatigue 7 6 (14.29) 0 0 (0.00) 

  Oedema peripheral 4 3 (7.14) 0 0 (0.00) 

  Asthenia 2 2 (4.76) 0 0 (0.00) 

  Catheter site haemorrhage 2 2 (4.76) 1 1 (2.38) 

  Pain 2 2 (4.76) 1 1 (2.38) 

  Catheter site erythema 1 1 (2.38) 0 0 (0.00) 

  Catheter site pain 1 1 (2.38) 0 0 (0.00) 

  Chills 1 1 (2.38) 0 0 (0.00) 

  Face oedema 1 1 (2.38) 0 0 (0.00) 

  Multiple organ dysfunction syndrome 1 1 (2.38) 1 1 (2.38) 

 



  

  

6945 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=42 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=42 
n (%)2 

Hepatobiliary disorders     

  - Total 2 2 (4.76) 1 1 (2.38) 

  Hepatic failure 1 1 (2.38) 0 0 (0.00) 

  Hepatocellular injury 1 1 (2.38) 1 1 (2.38) 

 
Immune system disorders     

  - Total 70 29 (69.05) 20 10 (23.81) 

  Cytokine release syndrome 52 25 (59.52) 19 9 (21.43) 

  Hypogammaglobulinaemia 15 14 (33.33) 1 1 (2.38) 

  Allergy to immunoglobulin therapy 2 2 (4.76) 0 0 (0.00) 

  Atopy 1 1 (2.38) 0 0 (0.00) 

 
Infections and infestations     

  - Total 18 14 (33.33) 7 5 (11.90) 

  Upper respiratory tract infection 2 2 (4.76) 0 0 (0.00) 

  Bacterial infection 1 1 (2.38) 1 1 (2.38) 

  Candida infection 1 1 (2.38) 0 0 (0.00) 

  Central nervous system infection 1 1 (2.38) 1 1 (2.38) 

  Cerebral fungal infection 1 1 (2.38) 1 1 (2.38) 

  Cystitis 1 1 (2.38) 0 0 (0.00) 

  Device related infection 1 1 (2.38) 0 0 (0.00) 



  

  

6946 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=42 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=42 
n (%)2 

  Helminthic infection 1 1 (2.38) 0 0 (0.00) 

  Herpes zoster 1 1 (2.38) 0 0 (0.00) 

  Infection 1 1 (2.38) 1 1 (2.38) 

  Oral fungal infection 1 1 (2.38) 0 0 (0.00) 

  Parotitis 1 1 (2.38) 0 0 (0.00) 

  Pneumonia 1 1 (2.38) 1 1 (2.38) 

  Pseudomembranous colitis 1 1 (2.38) 0 0 (0.00) 

  Sepsis 1 1 (2.38) 1 1 (2.38) 

  Sinusitis 1 1 (2.38) 1 1 (2.38) 

  Vulvitis 1 1 (2.38) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 9 4 (9.52) 0 0 (0.00) 

  Allergic transfusion reaction 1 1 (2.38) 0 0 (0.00) 

  Contusion 1 1 (2.38) 0 0 (0.00) 

  Fall 1 1 (2.38) 0 0 (0.00) 

  Procedural pain 1 1 (2.38) 0 0 (0.00) 

  Stoma site erythema 1 1 (2.38) 0 0 (0.00) 

  Stoma site haemorrhage 1 1 (2.38) 0 0 (0.00) 

  Subcutaneous haematoma 1 1 (2.38) 0 0 (0.00) 



  

  

6947 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=42 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=42 
n (%)2 

  Thermal burn 1 1 (2.38) 0 0 (0.00) 

  Transfusion reaction 1 1 (2.38) 0 0 (0.00) 

 
Investigations     

  - Total 80 23 (54.76) 44 16 (38.10) 

  Platelet count decreased 21 7 (16.67) 14 4 (9.52) 

  White blood cell count decreased 14 8 (19.05) 12 6 (14.29) 

  Neutrophil count decreased 13 9 (21.43) 12 8 (19.05) 

  Aspartate aminotransferase 
increased 

3 3 (7.14) 0 0 (0.00) 

  Prothrombin time prolonged 3 3 (7.14) 0 0 (0.00) 

  Alanine aminotransferase increased 2 2 (4.76) 0 0 (0.00) 

  Blood creatinine increased 2 1 (2.38) 0 0 (0.00) 

  Blood urea decreased 2 1 (2.38) 0 0 (0.00) 

  Blood urea increased 2 1 (2.38) 0 0 (0.00) 

  C-reactive protein increased 2 2 (4.76) 0 0 (0.00) 

  Immunoglobulins decreased 2 1 (2.38) 2 1 (2.38) 

  Lipase increased 2 1 (2.38) 0 0 (0.00) 

  Lymphocyte count decreased 2 2 (4.76) 2 2 (4.76) 

  Blood alkaline phosphatase 
increased 

1 1 (2.38) 0 0 (0.00) 



  

  

6948 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=42 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=42 
n (%)2 

  Blood fibrinogen increased 1 1 (2.38) 0 0 (0.00) 

  Blood urine present 1 1 (2.38) 0 0 (0.00) 

  Clostridium test positive 1 1 (2.38) 0 0 (0.00) 

  Fungal test positive 1 1 (2.38) 1 1 (2.38) 

  Gamma-glutamyltransferase 
increased 

1 1 (2.38) 0 0 (0.00) 

  Haemoglobin decreased 1 1 (2.38) 1 1 (2.38) 

  International normalised ratio 
increased 

1 1 (2.38) 0 0 (0.00) 

  Monocyte count decreased 1 1 (2.38) 0 0 (0.00) 

  Serum ferritin increased 1 1 (2.38) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 36 15 (35.71) 5 4 (9.52) 

  Hypokalaemia 10 5 (11.90) 3 2 (4.76) 

  Hypophosphataemia 6 3 (7.14) 0 0 (0.00) 

  Hypoalbuminaemia 4 2 (4.76) 0 0 (0.00) 

  Decreased appetite 3 3 (7.14) 0 0 (0.00) 

  Hypocalcaemia 3 2 (4.76) 1 1 (2.38) 

  Dehydration 2 2 (4.76) 1 1 (2.38) 

  Hyperphosphataemia 2 1 (2.38) 0 0 (0.00) 



  

  

6949 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=42 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=42 
n (%)2 

  Hyperuricaemia 2 1 (2.38) 0 0 (0.00) 

  Fluid retention 1 1 (2.38) 0 0 (0.00) 

  Hyperkalaemia 1 1 (2.38) 0 0 (0.00) 

  Hypomagnesaemia 1 1 (2.38) 0 0 (0.00) 

  Vitamin D deficiency 1 1 (2.38) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 12 10 (23.81) 2 2 (4.76) 

  Arthralgia 3 3 (7.14) 1 1 (2.38) 

  Myalgia 2 2 (4.76) 0 0 (0.00) 

  Pain in extremity 2 2 (4.76) 0 0 (0.00) 

  Back pain 1 1 (2.38) 0 0 (0.00) 

  Bone pain 1 1 (2.38) 0 0 (0.00) 

  Joint effusion 1 1 (2.38) 1 1 (2.38) 

  Joint stiffness 1 1 (2.38) 0 0 (0.00) 

  Muscular weakness 1 1 (2.38) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 1 1 (2.38) 1 1 (2.38) 

  Neoplasm progression 1 1 (2.38) 1 1 (2.38) 



  

  

6950 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=42 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=42 
n (%)2 

 
Nervous system disorders     

  - Total 22 16 (38.10) 5 4 (9.52) 

  Headache 8 7 (16.67) 0 0 (0.00) 

  Seizure 4 4 (9.52) 2 2 (4.76) 

  Intention tremor 2 2 (4.76) 0 0 (0.00) 

  Somnolence 2 2 (4.76) 2 2 (4.76) 

  Dizziness 1 1 (2.38) 0 0 (0.00) 

  Dysgeusia 1 1 (2.38) 0 0 (0.00) 

  Encephalopathy 1 1 (2.38) 1 1 (2.38) 

  Head discomfort 1 1 (2.38) 0 0 (0.00) 

  Hyperkinesia 1 1 (2.38) 0 0 (0.00) 

  Tremor 1 1 (2.38) 0 0 (0.00) 

 
Product issues     

  - Total 1 1 (2.38) 0 0 (0.00) 

  Device occlusion 1 1 (2.38) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 10 6 (14.29) 0 0 (0.00) 

  Insomnia 3 2 (4.76) 0 0 (0.00) 



  

  

6951 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=42 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=42 
n (%)2 

  Anxiety 2 2 (4.76) 0 0 (0.00) 

  Delirium 2 2 (4.76) 0 0 (0.00) 

  Agitation 1 1 (2.38) 0 0 (0.00) 

  Disorientation 1 1 (2.38) 0 0 (0.00) 

  Restlessness 1 1 (2.38) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 12 8 (19.05) 1 1 (2.38) 

  Acute kidney injury 3 1 (2.38) 1 1 (2.38) 

  Chromaturia 2 1 (2.38) 0 0 (0.00) 

  Dysuria 2 2 (4.76) 0 0 (0.00) 

  Polyuria 2 2 (4.76) 0 0 (0.00) 

  Haematuria 1 1 (2.38) 0 0 (0.00) 

  Renal impairment 1 1 (2.38) 0 0 (0.00) 

  Urinary tract disorder 1 1 (2.38) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 18 11 (26.19) 1 1 (2.38) 

  Hypoxia 5 3 (7.14) 1 1 (2.38) 

  Epistaxis 3 3 (7.14) 0 0 (0.00) 



  

  

6952 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=42 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=42 
n (%)2 

  Cough 2 2 (4.76) 0 0 (0.00) 

  Oropharyngeal pain 2 2 (4.76) 0 0 (0.00) 

  Tachypnoea 2 2 (4.76) 0 0 (0.00) 

  Dyspnoea 1 1 (2.38) 0 0 (0.00) 

  Increased upper airway secretion 1 1 (2.38) 0 0 (0.00) 

  Pleural effusion 1 1 (2.38) 0 0 (0.00) 

  Rhinorrhoea 1 1 (2.38) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 29 14 (33.33) 0 0 (0.00) 

  Rash 6 5 (11.90) 0 0 (0.00) 

  Erythema 5 4 (9.52) 0 0 (0.00) 

  Petechiae 4 3 (7.14) 0 0 (0.00) 

  Pruritus 4 4 (9.52) 0 0 (0.00) 

  Dry skin 2 2 (4.76) 0 0 (0.00) 

  Acne 1 1 (2.38) 0 0 (0.00) 

  Decubitus ulcer 1 1 (2.38) 0 0 (0.00) 

  Hangnail 1 1 (2.38) 0 0 (0.00) 

  Ingrowing nail 1 1 (2.38) 0 0 (0.00) 

  Papule 1 1 (2.38) 0 0 (0.00) 



  

  

6953 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=42 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=42 
n (%)2 

  Skin discolouration 1 1 (2.38) 0 0 (0.00) 

  Skin lesion 1 1 (2.38) 0 0 (0.00) 

  Urticaria 1 1 (2.38) 0 0 (0.00) 

 
Vascular disorders     

  - Total 10 9 (21.43) 4 4 (9.52) 

  Hypotension 5 4 (9.52) 2 2 (4.76) 

  Hypertension 2 2 (4.76) 0 0 (0.00) 

  Capillary leak syndrome 1 1 (2.38) 1 1 (2.38) 

  Jugular vein thrombosis 1 1 (2.38) 1 1 (2.38) 

  Pallor 1 1 (2.38) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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6955 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187e 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Prior SCT therapy 

Safety Set 

 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=27 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=27 
n (%)2 

Total number of AE per patient 414 27 (100.00) 127 20 (74.07) 

 
Blood and lymphatic system disorders     

  - Total 22 14 (51.85) 15 9 (33.33) 

  Neutropenia 6 4 (14.81) 6 4 (14.81) 

  Anaemia 5 4 (14.81) 2 2 (7.41) 

  Disseminated intravascular 
coagulation 

3 3 (11.11) 1 1 (3.70) 

  Febrile neutropenia 3 3 (11.11) 2 2 (7.41) 

  Thrombocytopenia 3 2 (7.41) 2 1 (3.70) 

  Bone marrow failure 1 1 (3.70) 1 1 (3.70) 

  Coagulation factor deficiency 1 1 (3.70) 1 1 (3.70) 

 
Cardiac disorders     

  - Total 12 7 (25.93) 2 2 (7.41) 

  Tachycardia 4 3 (11.11) 0 0 (0.00) 



  

  

6956 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=27 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=27 
n (%)2 

  Left ventricular dysfunction 2 2 (7.41) 2 2 (7.41) 

  Sinus bradycardia 2 1 (3.70) 0 0 (0.00) 

  Sinus tachycardia 2 2 (7.41) 0 0 (0.00) 

  Cardiac hypertrophy 1 1 (3.70) 0 0 (0.00) 

  Pericardial effusion 1 1 (3.70) 0 0 (0.00) 

 
Congenital, familial and genetic 
disorders 

    

  - Total 1 1 (3.70) 0 0 (0.00) 

  Talipes 1 1 (3.70) 0 0 (0.00) 

 
Ear and labyrinth disorders     

  - Total 1 1 (3.70) 1 1 (3.70) 

  Vertigo 1 1 (3.70) 1 1 (3.70) 

 
Endocrine disorders     

  - Total 1 1 (3.70) 0 0 (0.00) 

  Precocious puberty 1 1 (3.70) 0 0 (0.00) 

 
Eye disorders     

  - Total 7 4 (14.81) 1 1 (3.70) 

  Amaurosis 1 1 (3.70) 1 1 (3.70) 



  

  

6957 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=27 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=27 
n (%)2 

  Conjunctival haemorrhage 1 1 (3.70) 0 0 (0.00) 

  Diplopia 1 1 (3.70) 0 0 (0.00) 

  Dry eye 1 1 (3.70) 0 0 (0.00) 

  Ocular hypertension 1 1 (3.70) 0 0 (0.00) 

  Optic atrophy 1 1 (3.70) 0 0 (0.00) 

  Vitreous opacities 1 1 (3.70) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 44 18 (66.67) 4 4 (14.81) 

  Diarrhoea 11 9 (33.33) 2 2 (7.41) 

  Vomiting 6 5 (18.52) 0 0 (0.00) 

  Nausea 5 5 (18.52) 1 1 (3.70) 

  Abdominal pain 4 3 (11.11) 0 0 (0.00) 

  Abdominal distension 2 1 (3.70) 0 0 (0.00) 

  Upper gastrointestinal haemorrhage 2 1 (3.70) 0 0 (0.00) 

  Abdominal pain upper 1 1 (3.70) 0 0 (0.00) 

  Anal fissure 1 1 (3.70) 0 0 (0.00) 

  Anal fistula 1 1 (3.70) 0 0 (0.00) 

  Anal haemorrhage 1 1 (3.70) 0 0 (0.00) 

  Anal incontinence 1 1 (3.70) 0 0 (0.00) 



  

  

6958 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=27 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=27 
n (%)2 

  Dyspepsia 1 1 (3.70) 0 0 (0.00) 

  Gastrointestinal pain 1 1 (3.70) 0 0 (0.00) 

  Gingival swelling 1 1 (3.70) 0 0 (0.00) 

  Lip dry 1 1 (3.70) 0 0 (0.00) 

  Paraesthesia oral 1 1 (3.70) 0 0 (0.00) 

  Proctalgia 1 1 (3.70) 0 0 (0.00) 

  Rectal haemorrhage 1 1 (3.70) 0 0 (0.00) 

  Rectal ulcer 1 1 (3.70) 1 1 (3.70) 

  Stomatitis 1 1 (3.70) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 28 12 (44.44) 5 4 (14.81) 

  Pyrexia 12 8 (29.63) 1 1 (3.70) 

  Face oedema 4 4 (14.81) 1 1 (3.70) 

  Localised oedema 2 2 (7.41) 1 1 (3.70) 

  Pain 2 2 (7.41) 0 0 (0.00) 

  Catheter site pain 1 1 (3.70) 0 0 (0.00) 

  Catheter site pruritus 1 1 (3.70) 0 0 (0.00) 

  Drug withdrawal syndrome 1 1 (3.70) 1 1 (3.70) 

  Fatigue 1 1 (3.70) 0 0 (0.00) 



  

  

6959 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=27 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=27 
n (%)2 

  Mucosal inflammation 1 1 (3.70) 1 1 (3.70) 

  Non-cardiac chest pain 1 1 (3.70) 0 0 (0.00) 

  Oedema 1 1 (3.70) 0 0 (0.00) 

  Oedema peripheral 1 1 (3.70) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 4 4 (14.81) 2 2 (7.41) 

  Cholestasis 1 1 (3.70) 1 1 (3.70) 

  Gallbladder oedema 1 1 (3.70) 0 0 (0.00) 

  Hepatic steatosis 1 1 (3.70) 0 0 (0.00) 

  Hepatosplenomegaly 1 1 (3.70) 1 1 (3.70) 

 
Immune system disorders     

  - Total 51 23 (85.19) 22 13 (48.15) 

  Cytokine release syndrome 44 21 (77.78) 20 13 (48.15) 

  Haemophagocytic 
lymphohistiocytosis 

3 3 (11.11) 2 2 (7.41) 

  Hypogammaglobulinaemia 2 2 (7.41) 0 0 (0.00) 

  Allergy to immunoglobulin therapy 1 1 (3.70) 0 0 (0.00) 

  Drug hypersensitivity 1 1 (3.70) 0 0 (0.00) 

 
Infections and infestations     



  

  

6960 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=27 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=27 
n (%)2 

  - Total 23 12 (44.44) 8 6 (22.22) 

  Vascular device infection 2 2 (7.41) 2 2 (7.41) 

  Viral upper respiratory tract infection 2 1 (3.70) 0 0 (0.00) 

  Aspergillus infection 1 1 (3.70) 1 1 (3.70) 

  Bronchopulmonary aspergillosis 1 1 (3.70) 0 0 (0.00) 

  Candida infection 1 1 (3.70) 1 1 (3.70) 

  Cellulitis 1 1 (3.70) 0 0 (0.00) 

  Cellulitis orbital 1 1 (3.70) 1 1 (3.70) 

  Device related infection 1 1 (3.70) 0 0 (0.00) 

  Eye infection 1 1 (3.70) 0 0 (0.00) 

  Influenza 1 1 (3.70) 0 0 (0.00) 

  Meningitis aseptic 1 1 (3.70) 1 1 (3.70) 

  Nail infection 1 1 (3.70) 0 0 (0.00) 

  Nasopharyngitis 1 1 (3.70) 0 0 (0.00) 

  Paronychia 1 1 (3.70) 0 0 (0.00) 

  Pneumonia viral 1 1 (3.70) 0 0 (0.00) 

  Rash pustular 1 1 (3.70) 0 0 (0.00) 

  Respiratory syncytial virus infection 1 1 (3.70) 0 0 (0.00) 

  Respiratory tract infection 1 1 (3.70) 0 0 (0.00) 

  Sepsis 1 1 (3.70) 1 1 (3.70) 



  

  

6961 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=27 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=27 
n (%)2 

  Systemic infection 1 1 (3.70) 1 1 (3.70) 

  Urinary tract infection viral 1 1 (3.70) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 5 4 (14.81) 1 1 (3.70) 

  Allergic transfusion reaction 1 1 (3.70) 0 0 (0.00) 

  Femoral neck fracture 1 1 (3.70) 0 0 (0.00) 

  Infusion related reaction 1 1 (3.70) 0 0 (0.00) 

  Periorbital haematoma 1 1 (3.70) 1 1 (3.70) 

  Post procedural haemorrhage 1 1 (3.70) 0 0 (0.00) 

 
Investigations     

  - Total 51 16 (59.26) 25 9 (33.33) 

  Blood fibrinogen decreased 7 5 (18.52) 3 3 (11.11) 

  Neutrophil count decreased 5 2 (7.41) 5 2 (7.41) 

  White blood cell count decreased 5 3 (11.11) 4 3 (11.11) 

  Blood creatine phosphokinase 
increased 

4 1 (3.70) 3 1 (3.70) 

  Blood bilirubin increased 3 3 (11.11) 2 2 (7.41) 

  Immunoglobulins decreased 3 3 (11.11) 1 1 (3.70) 

  Platelet count decreased 3 2 (7.41) 3 2 (7.41) 



  

  

6962 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=27 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=27 
n (%)2 

  Aspartate aminotransferase 
increased 

2 2 (7.41) 1 1 (3.70) 

  Blood creatinine increased 2 2 (7.41) 0 0 (0.00) 

  Blood potassium decreased 2 1 (3.70) 0 0 (0.00) 

  Activated partial thromboplastin time 
prolonged 

1 1 (3.70) 0 0 (0.00) 

  Alanine aminotransferase increased 1 1 (3.70) 1 1 (3.70) 

  Ammonia increased 1 1 (3.70) 0 0 (0.00) 

  Antithrombin III decreased 1 1 (3.70) 0 0 (0.00) 

  Blood alkaline phosphatase 
increased 

1 1 (3.70) 0 0 (0.00) 

  Blood chloride increased 1 1 (3.70) 0 0 (0.00) 

  Blood lactate dehydrogenase 
increased 

1 1 (3.70) 0 0 (0.00) 

  Blood magnesium increased 1 1 (3.70) 1 1 (3.70) 

  Blood uric acid increased 1 1 (3.70) 0 0 (0.00) 

  Chest X-ray abnormal 1 1 (3.70) 0 0 (0.00) 

  Electrocardiogram repolarisation 
abnormality 

1 1 (3.70) 0 0 (0.00) 

  Heart sounds abnormal 1 1 (3.70) 0 0 (0.00) 

  Lymphocyte count decreased 1 1 (3.70) 1 1 (3.70) 



  

  

6963 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=27 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=27 
n (%)2 

  Protein total decreased 1 1 (3.70) 0 0 (0.00) 

  Serum ferritin increased 1 1 (3.70) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 60 16 (59.26) 20 7 (25.93) 

  Hypokalaemia 14 10 (37.04) 5 4 (14.81) 

  Hypocalcaemia 11 5 (18.52) 7 3 (11.11) 

  Hypoalbuminaemia 8 5 (18.52) 1 1 (3.70) 

  Hypophosphataemia 8 6 (22.22) 2 2 (7.41) 

  Hyponatraemia 4 2 (7.41) 1 1 (3.70) 

  Decreased appetite 3 3 (11.11) 1 1 (3.70) 

  Hyperglycaemia 2 2 (7.41) 1 1 (3.70) 

  Hyperphosphataemia 2 1 (3.70) 0 0 (0.00) 

  Hypomagnesaemia 2 2 (7.41) 0 0 (0.00) 

  Dehydration 1 1 (3.70) 1 1 (3.70) 

  Fluid overload 1 1 (3.70) 0 0 (0.00) 

  Hypercalcaemia 1 1 (3.70) 0 0 (0.00) 

  Hypernatraemia 1 1 (3.70) 0 0 (0.00) 

  Hyperuricaemia 1 1 (3.70) 0 0 (0.00) 

  Tumour lysis syndrome 1 1 (3.70) 1 1 (3.70) 

 



  

  

6964 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=27 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=27 
n (%)2 

Musculoskeletal and connective tissue 
disorders 

    

  - Total 15 8 (29.63) 1 1 (3.70) 

  Myalgia 4 4 (14.81) 0 0 (0.00) 

  Pain in extremity 4 2 (7.41) 0 0 (0.00) 

  Arthralgia 2 1 (3.70) 0 0 (0.00) 

  Muscular weakness 2 2 (7.41) 1 1 (3.70) 

  Bone pain 1 1 (3.70) 0 0 (0.00) 

  Osteonecrosis 1 1 (3.70) 0 0 (0.00) 

  Osteopenia 1 1 (3.70) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 2 2 (7.41) 2 2 (7.41) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (3.70) 1 1 (3.70) 

  Leukaemia 1 1 (3.70) 1 1 (3.70) 

 
Nervous system disorders     

  - Total 21 11 (40.74) 5 3 (11.11) 

  Headache 5 5 (18.52) 1 1 (3.70) 

  Dyskinesia 4 1 (3.70) 2 1 (3.70) 



  

  

6965 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=27 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=27 
n (%)2 

  Tremor 3 3 (11.11) 0 0 (0.00) 

  Seizure 2 2 (7.41) 0 0 (0.00) 

  Cerebral atrophy 1 1 (3.70) 0 0 (0.00) 

  Depressed level of consciousness 1 1 (3.70) 1 1 (3.70) 

  Encephalopathy 1 1 (3.70) 1 1 (3.70) 

  Lethargy 1 1 (3.70) 0 0 (0.00) 

  Nervous system disorder 1 1 (3.70) 0 0 (0.00) 

  Neuralgia 1 1 (3.70) 0 0 (0.00) 

  Neurological decompensation 1 1 (3.70) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 14 9 (33.33) 2 1 (3.70) 

  Agitation 3 2 (7.41) 1 1 (3.70) 

  Anxiety 2 2 (7.41) 0 0 (0.00) 

  Confusional state 2 2 (7.41) 1 1 (3.70) 

  Insomnia 2 2 (7.41) 0 0 (0.00) 

  Irritability 2 2 (7.41) 0 0 (0.00) 

  Disorientation 1 1 (3.70) 0 0 (0.00) 

  Hallucination 1 1 (3.70) 0 0 (0.00) 

  Initial insomnia 1 1 (3.70) 0 0 (0.00) 

 



  

  

6966 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=27 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=27 
n (%)2 

Renal and urinary disorders     

  - Total 7 3 (11.11) 2 1 (3.70) 

  Acute kidney injury 3 2 (7.41) 2 1 (3.70) 

  Haematuria 2 1 (3.70) 0 0 (0.00) 

  Proteinuria 1 1 (3.70) 0 0 (0.00) 

  Urinary incontinence 1 1 (3.70) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 1 1 (3.70) 0 0 (0.00) 

  Scrotal oedema 1 1 (3.70) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 16 9 (33.33) 5 5 (18.52) 

  Hypoxia 6 5 (18.52) 3 3 (11.11) 

  Cough 4 4 (14.81) 0 0 (0.00) 

  Apnoea 1 1 (3.70) 1 1 (3.70) 

  Lung disorder 1 1 (3.70) 1 1 (3.70) 

  Oropharyngeal pain 1 1 (3.70) 0 0 (0.00) 

  Pleural effusion 1 1 (3.70) 0 0 (0.00) 

  Rhinorrhoea 1 1 (3.70) 0 0 (0.00) 



  

  

6967 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=27 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=27 
n (%)2 

  Tachypnoea 1 1 (3.70) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 15 11 (40.74) 1 1 (3.70) 

  Rash 4 4 (14.81) 1 1 (3.70) 

  Pruritus 3 2 (7.41) 0 0 (0.00) 

  Erythema 2 1 (3.70) 0 0 (0.00) 

  Dermatitis acneiform 1 1 (3.70) 0 0 (0.00) 

  Dry skin 1 1 (3.70) 0 0 (0.00) 

  Papule 1 1 (3.70) 0 0 (0.00) 

  Petechiae 1 1 (3.70) 0 0 (0.00) 

  Skin exfoliation 1 1 (3.70) 0 0 (0.00) 

  Urticaria 1 1 (3.70) 0 0 (0.00) 

 
Vascular disorders     

  - Total 13 9 (33.33) 3 3 (11.11) 

  Hypertension 5 5 (18.52) 3 3 (11.11) 

  Hypotension 3 2 (7.41) 0 0 (0.00) 

  Hot flush 2 1 (3.70) 0 0 (0.00) 

  Lymphoedema 1 1 (3.70) 0 0 (0.00) 



  

  

6968 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=27 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=27 
n (%)2 

  Vascular occlusion 1 1 (3.70) 0 0 (0.00) 

  Venous thrombosis limb 1 1 (3.70) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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6969 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187e 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

Total number of AE per patient 270 33 (86.84) 51 19 (50.00) 

 
Blood and lymphatic system disorders     

  - Total 17 9 (23.68) 6 5 (13.16) 

  Anaemia 9 5 (13.16) 4 3 (7.89) 

  Febrile neutropenia 2 1 (2.63) 0 0 (0.00) 

  Neutropenia 2 1 (2.63) 0 0 (0.00) 

  Thrombocytopenia 2 2 (5.26) 0 0 (0.00) 

  B-cell aplasia 1 1 (2.63) 1 1 (2.63) 

  Lymphopenia 1 1 (2.63) 1 1 (2.63) 

 
Cardiac disorders     

  - Total 2 2 (5.26) 0 0 (0.00) 

  Sinus tachycardia 1 1 (2.63) 0 0 (0.00) 

  Tachycardia 1 1 (2.63) 0 0 (0.00) 



  

  

6970 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

 
Endocrine disorders     

  - Total 1 1 (2.63) 0 0 (0.00) 

  Hypothyroidism 1 1 (2.63) 0 0 (0.00) 

 
Eye disorders     

  - Total 6 4 (10.53) 0 0 (0.00) 

  Astigmatism 1 1 (2.63) 0 0 (0.00) 

  Blindness unilateral 1 1 (2.63) 0 0 (0.00) 

  Eye pain 1 1 (2.63) 0 0 (0.00) 

  Eye pruritus 1 1 (2.63) 0 0 (0.00) 

  Hypermetropia 1 1 (2.63) 0 0 (0.00) 

  Lacrimation increased 1 1 (2.63) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 30 14 (36.84) 0 0 (0.00) 

  Constipation 6 5 (13.16) 0 0 (0.00) 

  Diarrhoea 5 3 (7.89) 0 0 (0.00) 

  Vomiting 5 4 (10.53) 0 0 (0.00) 

  Nausea 4 4 (10.53) 0 0 (0.00) 

  Abdominal pain 3 3 (7.89) 0 0 (0.00) 



  

  

6971 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

  Abdominal distension 1 1 (2.63) 0 0 (0.00) 

  Abdominal pain lower 1 1 (2.63) 0 0 (0.00) 

  Abdominal pain upper 1 1 (2.63) 0 0 (0.00) 

  Gastrointestinal motility disorder 1 1 (2.63) 0 0 (0.00) 

  Gingival bleeding 1 1 (2.63) 0 0 (0.00) 

  Stomatitis 1 1 (2.63) 0 0 (0.00) 

  Toothache 1 1 (2.63) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 24 12 (31.58) 1 1 (2.63) 

  Pyrexia 15 9 (23.68) 1 1 (2.63) 

  Chills 2 2 (5.26) 0 0 (0.00) 

  Axillary pain 1 1 (2.63) 0 0 (0.00) 

  Catheter site erythema 1 1 (2.63) 0 0 (0.00) 

  Face oedema 1 1 (2.63) 0 0 (0.00) 

  Fatigue 1 1 (2.63) 0 0 (0.00) 

  Gait disturbance 1 1 (2.63) 0 0 (0.00) 

  Oedema peripheral 1 1 (2.63) 0 0 (0.00) 

  Pain 1 1 (2.63) 0 0 (0.00) 

 



  

  

6972 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

Immune system disorders     

  - Total 6 6 (15.79) 0 0 (0.00) 

  Hypogammaglobulinaemia 3 3 (7.89) 0 0 (0.00) 

  Allergy to immunoglobulin therapy 1 1 (2.63) 0 0 (0.00) 

  Cytokine release syndrome 1 1 (2.63) 0 0 (0.00) 

  Drug hypersensitivity 1 1 (2.63) 0 0 (0.00) 

 
Infections and infestations     

  - Total 52 25 (65.79) 7 7 (18.42) 

  Nasopharyngitis 6 6 (15.79) 0 0 (0.00) 

  Rhinitis 5 5 (13.16) 0 0 (0.00) 

  Upper respiratory tract infection 4 3 (7.89) 0 0 (0.00) 

  Bronchitis 2 2 (5.26) 0 0 (0.00) 

  Conjunctivitis 2 1 (2.63) 0 0 (0.00) 

  Gastroenteritis 2 2 (5.26) 0 0 (0.00) 

  Herpes zoster 2 2 (5.26) 0 0 (0.00) 

  Oral herpes 2 2 (5.26) 0 0 (0.00) 

  Otitis externa 2 2 (5.26) 0 0 (0.00) 

  Otitis media 2 2 (5.26) 0 0 (0.00) 

  Rash pustular 2 2 (5.26) 0 0 (0.00) 



  

  

6973 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

  Atypical pneumonia 1 1 (2.63) 1 1 (2.63) 

  Cellulitis 1 1 (2.63) 0 0 (0.00) 

  Central nervous system infection 1 1 (2.63) 0 0 (0.00) 

  Conjunctivitis viral 1 1 (2.63) 0 0 (0.00) 

  Device related infection 1 1 (2.63) 1 1 (2.63) 

  Enterovirus infection 1 1 (2.63) 0 0 (0.00) 

  Escherichia urinary tract infection 1 1 (2.63) 0 0 (0.00) 

  Folliculitis 1 1 (2.63) 0 0 (0.00) 

  Gastrointestinal infection 1 1 (2.63) 1 1 (2.63) 

  Impetigo 1 1 (2.63) 0 0 (0.00) 

  Laryngitis 1 1 (2.63) 0 0 (0.00) 

  Molluscum contagiosum 1 1 (2.63) 0 0 (0.00) 

  Otitis media acute 1 1 (2.63) 0 0 (0.00) 

  Periorbital cellulitis 1 1 (2.63) 1 1 (2.63) 

  Pneumonia 1 1 (2.63) 1 1 (2.63) 

  Pneumonia haemophilus 1 1 (2.63) 1 1 (2.63) 

  Respiratory syncytial virus infection 1 1 (2.63) 1 1 (2.63) 

  Skin infection 1 1 (2.63) 0 0 (0.00) 

  Tinea pedis 1 1 (2.63) 0 0 (0.00) 

  Tooth infection 1 1 (2.63) 0 0 (0.00) 



  

  

6974 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

  Viral upper respiratory tract infection 1 1 (2.63) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 3 3 (7.89) 0 0 (0.00) 

  Ligament sprain 1 1 (2.63) 0 0 (0.00) 

  Procedural pain 1 1 (2.63) 0 0 (0.00) 

  Splinter 1 1 (2.63) 0 0 (0.00) 

 
Investigations     

  - Total 62 14 (36.84) 32 9 (23.68) 

  Neutrophil count decreased 18 5 (13.16) 14 5 (13.16) 

  White blood cell count decreased 12 5 (13.16) 7 4 (10.53) 

  Platelet count decreased 11 7 (18.42) 3 3 (7.89) 

  Alanine aminotransferase increased 8 6 (15.79) 3 2 (5.26) 

  Aspartate aminotransferase 
increased 

7 6 (15.79) 3 2 (5.26) 

  Lymphocyte count decreased 2 2 (5.26) 1 1 (2.63) 

  Blood alkaline phosphatase 
increased 

1 1 (2.63) 0 0 (0.00) 

  Gamma-glutamyltransferase 
increased 

1 1 (2.63) 0 0 (0.00) 



  

  

6975 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

  Immunoglobulins decreased 1 1 (2.63) 1 1 (2.63) 

  Vitamin D decreased 1 1 (2.63) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 9 5 (13.16) 0 0 (0.00) 

  Hypophosphataemia 3 2 (5.26) 0 0 (0.00) 

  Decreased appetite 1 1 (2.63) 0 0 (0.00) 

  Dehydration 1 1 (2.63) 0 0 (0.00) 

  Hyperglycaemia 1 1 (2.63) 0 0 (0.00) 

  Hyperkalaemia 1 1 (2.63) 0 0 (0.00) 

  Hyperuricaemia 1 1 (2.63) 0 0 (0.00) 

  Hypomagnesaemia 1 1 (2.63) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 7 6 (15.79) 0 0 (0.00) 

  Back pain 2 2 (5.26) 0 0 (0.00) 

  Pain in extremity 2 2 (5.26) 0 0 (0.00) 

  Arthralgia 1 1 (2.63) 0 0 (0.00) 

  Bone pain 1 1 (2.63) 0 0 (0.00) 

  Osteoporosis 1 1 (2.63) 0 0 (0.00) 

 



  

  

6976 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 4 4 (10.53) 4 4 (10.53) 

  Acute lymphocytic leukaemia 
recurrent 

2 2 (5.26) 2 2 (5.26) 

  Acute lymphocytic leukaemia 1 1 (2.63) 1 1 (2.63) 

  B precursor type acute leukaemia 1 1 (2.63) 1 1 (2.63) 

 
Nervous system disorders     

  - Total 6 5 (13.16) 0 0 (0.00) 

  Headache 2 2 (5.26) 0 0 (0.00) 

  Dizziness 1 1 (2.63) 0 0 (0.00) 

  Hemiparesis 1 1 (2.63) 0 0 (0.00) 

  Neuralgia 1 1 (2.63) 0 0 (0.00) 

  Subdural hygroma 1 1 (2.63) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 4 4 (10.53) 0 0 (0.00) 

  Anxiety 1 1 (2.63) 0 0 (0.00) 

  Confusional state 1 1 (2.63) 0 0 (0.00) 

  Depression 1 1 (2.63) 0 0 (0.00) 

  Insomnia 1 1 (2.63) 0 0 (0.00) 



  

  

6977 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

 
Reproductive system and breast 
disorders 

    

  - Total 2 2 (5.26) 1 1 (2.63) 

  Ovarian failure 1 1 (2.63) 1 1 (2.63) 

  Vulvovaginal dryness 1 1 (2.63) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 23 10 (26.32) 0 0 (0.00) 

  Cough 13 7 (18.42) 0 0 (0.00) 

  Epistaxis 4 4 (10.53) 0 0 (0.00) 

  Nasal congestion 2 2 (5.26) 0 0 (0.00) 

  Oropharyngeal pain 2 2 (5.26) 0 0 (0.00) 

  Pharyngeal erythema 1 1 (2.63) 0 0 (0.00) 

  Rhonchi 1 1 (2.63) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 9 8 (21.05) 0 0 (0.00) 

  Dry skin 2 2 (5.26) 0 0 (0.00) 

  Eczema 2 2 (5.26) 0 0 (0.00) 



  

  

6978 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=38 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=38 
n (%)2 

  Alopecia 1 1 (2.63) 0 0 (0.00) 

  Dermatitis 1 1 (2.63) 0 0 (0.00) 

  Hangnail 1 1 (2.63) 0 0 (0.00) 

  Ingrowing nail 1 1 (2.63) 0 0 (0.00) 

  Petechiae 1 1 (2.63) 0 0 (0.00) 

 
Vascular disorders     

  - Total 3 3 (7.89) 0 0 (0.00) 

  Pallor 2 2 (5.26) 0 0 (0.00) 

  Hypertension 1 1 (2.63) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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6979 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187e 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

Total number of AE per patient 203 15 (68.18) 28 8 (36.36) 

 
Blood and lymphatic system disorders     

  - Total 6 4 (18.18) 2 2 (9.09) 

  Thrombocytopenia 3 2 (9.09) 2 2 (9.09) 

  Anaemia 1 1 (4.55) 0 0 (0.00) 

  Leukocytosis 1 1 (4.55) 0 0 (0.00) 

  Neutropenia 1 1 (4.55) 0 0 (0.00) 

 
Cardiac disorders     

  - Total 3 1 (4.55) 0 0 (0.00) 

  Sinus bradycardia 1 1 (4.55) 0 0 (0.00) 

  Sinus tachycardia 1 1 (4.55) 0 0 (0.00) 

  Tachycardia 1 1 (4.55) 0 0 (0.00) 

 



  

  

6980 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

Ear and labyrinth disorders     

  - Total 2 1 (4.55) 0 0 (0.00) 

  Ear pain 2 1 (4.55) 0 0 (0.00) 

 
Endocrine disorders     

  - Total 1 1 (4.55) 0 0 (0.00) 

  Inappropriate antidiuretic hormone 
secretion 

1 1 (4.55) 0 0 (0.00) 

 
Eye disorders     

  - Total 6 3 (13.64) 0 0 (0.00) 

  Eye pain 2 1 (4.55) 0 0 (0.00) 

  Blepharitis 1 1 (4.55) 0 0 (0.00) 

  Conjunctivitis allergic 1 1 (4.55) 0 0 (0.00) 

  Ocular hyperaemia 1 1 (4.55) 0 0 (0.00) 

  Visual impairment 1 1 (4.55) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 22 3 (13.64) 0 0 (0.00) 

  Abdominal pain 4 2 (9.09) 0 0 (0.00) 

  Diarrhoea 3 1 (4.55) 0 0 (0.00) 

  Nausea 3 2 (9.09) 0 0 (0.00) 



  

  

6981 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

  Oral pain 2 1 (4.55) 0 0 (0.00) 

  Proctalgia 2 1 (4.55) 0 0 (0.00) 

  Stomatitis 2 1 (4.55) 0 0 (0.00) 

  Vomiting 2 1 (4.55) 0 0 (0.00) 

  Abdominal distension 1 1 (4.55) 0 0 (0.00) 

  Constipation 1 1 (4.55) 0 0 (0.00) 

  Dental caries 1 1 (4.55) 0 0 (0.00) 

  Periodontal disease 1 1 (4.55) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 20 6 (27.27) 0 0 (0.00) 

  Pyrexia 12 5 (22.73) 0 0 (0.00) 

  Localised oedema 2 1 (4.55) 0 0 (0.00) 

  Chills 1 1 (4.55) 0 0 (0.00) 

  Facial pain 1 1 (4.55) 0 0 (0.00) 

  Gait disturbance 1 1 (4.55) 0 0 (0.00) 

  Generalised oedema 1 1 (4.55) 0 0 (0.00) 

  Malaise 1 1 (4.55) 0 0 (0.00) 

  Non-cardiac chest pain 1 1 (4.55) 0 0 (0.00) 

 



  

  

6982 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

Hepatobiliary disorders     

  - Total 1 1 (4.55) 0 0 (0.00) 

  Hepatotoxicity 1 1 (4.55) 0 0 (0.00) 

 
Immune system disorders     

  - Total 4 3 (13.64) 1 1 (4.55) 

  Hypogammaglobulinaemia 2 2 (9.09) 1 1 (4.55) 

  Allergy to immunoglobulin therapy 1 1 (4.55) 0 0 (0.00) 

  Drug hypersensitivity 1 1 (4.55) 0 0 (0.00) 

 
Infections and infestations     

  - Total 31 10 (45.45) 14 7 (31.82) 

  Upper respiratory tract infection 3 2 (9.09) 0 0 (0.00) 

  Herpes zoster 2 2 (9.09) 1 1 (4.55) 

  Nasopharyngitis 2 2 (9.09) 0 0 (0.00) 

  Sinusitis 2 2 (9.09) 1 1 (4.55) 

  Alternaria infection 1 1 (4.55) 1 1 (4.55) 

  Aspergillus infection 1 1 (4.55) 1 1 (4.55) 

  Bacterial infection 1 1 (4.55) 1 1 (4.55) 

  Body tinea 1 1 (4.55) 0 0 (0.00) 

  Candida infection 1 1 (4.55) 1 1 (4.55) 



  

  

6983 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

  Catheter site infection 1 1 (4.55) 0 0 (0.00) 

  Device related infection 1 1 (4.55) 1 1 (4.55) 

  Enterococcal infection 1 1 (4.55) 1 1 (4.55) 

  Enterovirus infection 1 1 (4.55) 0 0 (0.00) 

  Gastroenteritis 1 1 (4.55) 0 0 (0.00) 

  Influenza 1 1 (4.55) 1 1 (4.55) 

  Meningitis aseptic 1 1 (4.55) 1 1 (4.55) 

  Mucosal infection 1 1 (4.55) 0 0 (0.00) 

  Parainfluenzae virus infection 1 1 (4.55) 0 0 (0.00) 

  Paronychia 1 1 (4.55) 0 0 (0.00) 

  Pharyngitis 1 1 (4.55) 0 0 (0.00) 

  Pneumonia 1 1 (4.55) 1 1 (4.55) 

  Rash pustular 1 1 (4.55) 0 0 (0.00) 

  Rhinovirus infection 1 1 (4.55) 0 0 (0.00) 

  Sepsis 1 1 (4.55) 1 1 (4.55) 

  Septic shock 1 1 (4.55) 1 1 (4.55) 

  Tonsillitis 1 1 (4.55) 1 1 (4.55) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 5 3 (13.64) 0 0 (0.00) 



  

  

6984 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

  Contusion 2 2 (9.09) 0 0 (0.00) 

  Fall 1 1 (4.55) 0 0 (0.00) 

  Infusion related reaction 1 1 (4.55) 0 0 (0.00) 

  Skin abrasion 1 1 (4.55) 0 0 (0.00) 

 
Investigations     

  - Total 14 6 (27.27) 3 1 (4.55) 

  Neutrophil count decreased 4 1 (4.55) 2 1 (4.55) 

  White blood cell count decreased 3 2 (9.09) 1 1 (4.55) 

  Activated partial thromboplastin time 
prolonged 

1 1 (4.55) 0 0 (0.00) 

  Blood lactate dehydrogenase 
increased 

1 1 (4.55) 0 0 (0.00) 

  Chlamydia test positive 1 1 (4.55) 0 0 (0.00) 

  Cytomegalovirus test positive 1 1 (4.55) 0 0 (0.00) 

  Lymph node palpable 1 1 (4.55) 0 0 (0.00) 

  Platelet count decreased 1 1 (4.55) 0 0 (0.00) 

  Weight decreased 1 1 (4.55) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 16 5 (22.73) 4 2 (9.09) 

  Hypokalaemia 4 2 (9.09) 2 1 (4.55) 



  

  

6985 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

  Hypomagnesaemia 3 3 (13.64) 0 0 (0.00) 

  Decreased appetite 1 1 (4.55) 0 0 (0.00) 

  Hypercalcaemia 1 1 (4.55) 0 0 (0.00) 

  Hyperferritinaemia 1 1 (4.55) 0 0 (0.00) 

  Hyperglycaemia 1 1 (4.55) 1 1 (4.55) 

  Hyperkalaemia 1 1 (4.55) 0 0 (0.00) 

  Hyperuricaemia 1 1 (4.55) 0 0 (0.00) 

  Hypoalbuminaemia 1 1 (4.55) 0 0 (0.00) 

  Hypocalcaemia 1 1 (4.55) 0 0 (0.00) 

  Lactic acidosis 1 1 (4.55) 1 1 (4.55) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 19 6 (27.27) 1 1 (4.55) 

  Arthralgia 6 5 (22.73) 1 1 (4.55) 

  Pain in extremity 5 2 (9.09) 0 0 (0.00) 

  Back pain 4 3 (13.64) 0 0 (0.00) 

  Neck pain 2 2 (9.09) 0 0 (0.00) 

  Muscular weakness 1 1 (4.55) 0 0 (0.00) 

  Osteopenia 1 1 (4.55) 0 0 (0.00) 

 



  

  

6986 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

Nervous system disorders     

  - Total 8 3 (13.64) 0 0 (0.00) 

  Headache 3 3 (13.64) 0 0 (0.00) 

  Dysarthria 1 1 (4.55) 0 0 (0.00) 

  Facial paralysis 1 1 (4.55) 0 0 (0.00) 

  Intracranial pressure increased 1 1 (4.55) 0 0 (0.00) 

  Lethargy 1 1 (4.55) 0 0 (0.00) 

  Neuropathy peripheral 1 1 (4.55) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 1 1 (4.55) 0 0 (0.00) 

  Agitation 1 1 (4.55) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 4 2 (9.09) 1 1 (4.55) 

  Haematuria 3 2 (9.09) 1 1 (4.55) 

  Proteinuria 1 1 (4.55) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 3 2 (9.09) 0 0 (0.00) 

  Metrorrhagia 1 1 (4.55) 0 0 (0.00) 



  

  

6987 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

  Perineal pain 1 1 (4.55) 0 0 (0.00) 

  Vulvovaginal pain 1 1 (4.55) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 20 5 (22.73) 2 2 (9.09) 

  Cough 3 3 (13.64) 0 0 (0.00) 

  Dyspnoea 3 2 (9.09) 0 0 (0.00) 

  Nasal congestion 2 2 (9.09) 0 0 (0.00) 

  Rhinorrhoea 2 1 (4.55) 0 0 (0.00) 

  Epistaxis 1 1 (4.55) 0 0 (0.00) 

  Hypoxia 1 1 (4.55) 1 1 (4.55) 

  Nasal septum perforation 1 1 (4.55) 0 0 (0.00) 

  Oropharyngeal pain 1 1 (4.55) 0 0 (0.00) 

  Productive cough 1 1 (4.55) 0 0 (0.00) 

  Pulmonary granuloma 1 1 (4.55) 1 1 (4.55) 

  Rhinalgia 1 1 (4.55) 0 0 (0.00) 

  Sinus pain 1 1 (4.55) 0 0 (0.00) 

  Stridor 1 1 (4.55) 0 0 (0.00) 

  Tachypnoea 1 1 (4.55) 0 0 (0.00) 

 



  

  

6988 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=22 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=22 
n (%)2 

Skin and subcutaneous tissue 
disorders 

    

  - Total 13 6 (27.27) 0 0 (0.00) 

  Eczema 2 1 (4.55) 0 0 (0.00) 

  Ingrowing nail 2 1 (4.55) 0 0 (0.00) 

  Pruritus 2 2 (9.09) 0 0 (0.00) 

  Rash 2 2 (9.09) 0 0 (0.00) 

  Skin ulcer 2 1 (4.55) 0 0 (0.00) 

  Dermatitis bullous 1 1 (4.55) 0 0 (0.00) 

  Erythema 1 1 (4.55) 0 0 (0.00) 

  Petechiae 1 1 (4.55) 0 0 (0.00) 

 
Vascular disorders     

  - Total 4 1 (4.55) 0 0 (0.00) 

  Flushing 3 1 (4.55) 0 0 (0.00) 

  Embolism 1 1 (4.55) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 



  

  

6989 

2 number of patients with Grade 3 or more AE 
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6990 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187e 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=16 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=16 
n (%)2 

Total number of AE per patient 6 6 (37.50) 2 2 (12.50) 

 
Eye disorders     

  - Total 1 1 (6.25) 1 1 (6.25) 

  Keratitis 1 1 (6.25) 1 1 (6.25) 

 
Infections and infestations     

  - Total 2 2 (12.50) 0 0 (0.00) 

  Infection 1 1 (6.25) 0 0 (0.00) 

  Rhinitis 1 1 (6.25) 0 0 (0.00) 

 
Investigations     

  - Total 1 1 (6.25) 0 0 (0.00) 

  Lymphocyte count decreased 1 1 (6.25) 0 0 (0.00) 

 



  

  

6991 

Timing: >1 year post-CTL019 infusion, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=16 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=16 
n (%)2 

Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 1 1 (6.25) 1 1 (6.25) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (6.25) 1 1 (6.25) 

 
Psychiatric disorders     

  - Total 1 1 (6.25) 0 0 (0.00) 

  Completed suicide 1 1 (6.25) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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6992 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187e 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=4 

n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=4 

n (%)2 

No records met the criteria     

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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6993 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187e 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Prior SCT therapy 

Safety Set 

 

Timing: At anytime, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=42 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=42 
n (%)2 

Total number of AE per patient 740 42 (100.00) 172 36 (85.71) 

 
Blood and lymphatic system disorders     

  - Total 52 24 (57.14) 27 15 (35.71) 

  Anaemia 27 10 (23.81) 12 5 (11.90) 

  Neutropenia 8 5 (11.90) 6 4 (9.52) 

  Febrile neutropenia 4 3 (7.14) 2 2 (4.76) 

  Thrombocytopenia 4 4 (9.52) 2 2 (4.76) 

  Leukopenia 3 1 (2.38) 1 1 (2.38) 

  B-cell aplasia 2 2 (4.76) 1 1 (2.38) 

  Bone marrow failure 1 1 (2.38) 1 1 (2.38) 

  Lymphopenia 1 1 (2.38) 1 1 (2.38) 

  Pancytopenia 1 1 (2.38) 1 1 (2.38) 



  

  

6994 

Timing: At anytime, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=42 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=42 
n (%)2 

  Splenomegaly 1 1 (2.38) 0 0 (0.00) 

 
Cardiac disorders     

  - Total 13 8 (19.05) 0 0 (0.00) 

  Tachycardia 7 5 (11.90) 0 0 (0.00) 

  Sinus bradycardia 2 2 (4.76) 0 0 (0.00) 

  Sinus tachycardia 2 2 (4.76) 0 0 (0.00) 

  Bradycardia 1 1 (2.38) 0 0 (0.00) 

  Cardiac discomfort 1 1 (2.38) 0 0 (0.00) 

 
Endocrine disorders     

  - Total 1 1 (2.38) 0 0 (0.00) 

  Hypothyroidism 1 1 (2.38) 0 0 (0.00) 

 
Eye disorders     

  - Total 10 6 (14.29) 1 1 (2.38) 

  Astigmatism 1 1 (2.38) 0 0 (0.00) 

  Blepharospasm 1 1 (2.38) 0 0 (0.00) 

  Blindness unilateral 1 1 (2.38) 0 0 (0.00) 

  Dry eye 1 1 (2.38) 0 0 (0.00) 

  Eye pain 1 1 (2.38) 0 0 (0.00) 



  

  

6995 

Timing: At anytime, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=42 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=42 
n (%)2 

  Eye pruritus 1 1 (2.38) 0 0 (0.00) 

  Hypermetropia 1 1 (2.38) 0 0 (0.00) 

  Keratitis 1 1 (2.38) 1 1 (2.38) 

  Lacrimation increased 1 1 (2.38) 0 0 (0.00) 

  Vision blurred 1 1 (2.38) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 64 24 (57.14) 1 1 (2.38) 

  Diarrhoea 13 8 (19.05) 0 0 (0.00) 

  Nausea 12 10 (23.81) 0 0 (0.00) 

  Vomiting 10 7 (16.67) 0 0 (0.00) 

  Constipation 9 6 (14.29) 0 0 (0.00) 

  Abdominal pain 6 5 (11.90) 0 0 (0.00) 

  Abdominal pain upper 3 3 (7.14) 0 0 (0.00) 

  Gingival bleeding 2 2 (4.76) 0 0 (0.00) 

  Abdominal distension 1 1 (2.38) 0 0 (0.00) 

  Abdominal pain lower 1 1 (2.38) 0 0 (0.00) 

  Gastrointestinal haemorrhage 1 1 (2.38) 1 1 (2.38) 

  Gastrointestinal motility disorder 1 1 (2.38) 0 0 (0.00) 

  Hypoaesthesia oral 1 1 (2.38) 0 0 (0.00) 



  

  

6996 

Timing: At anytime, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=42 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=42 
n (%)2 

  Lip haemorrhage 1 1 (2.38) 0 0 (0.00) 

  Paraesthesia oral 1 1 (2.38) 0 0 (0.00) 

  Stomatitis 1 1 (2.38) 0 0 (0.00) 

  Toothache 1 1 (2.38) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 75 31 (73.81) 7 5 (11.90) 

  Pyrexia 44 23 (54.76) 4 4 (9.52) 

  Fatigue 8 6 (14.29) 0 0 (0.00) 

  Oedema peripheral 5 4 (9.52) 0 0 (0.00) 

  Chills 3 3 (7.14) 0 0 (0.00) 

  Pain 3 3 (7.14) 1 1 (2.38) 

  Asthenia 2 2 (4.76) 0 0 (0.00) 

  Catheter site erythema 2 2 (4.76) 0 0 (0.00) 

  Catheter site haemorrhage 2 2 (4.76) 1 1 (2.38) 

  Face oedema 2 2 (4.76) 0 0 (0.00) 

  Axillary pain 1 1 (2.38) 0 0 (0.00) 

  Catheter site pain 1 1 (2.38) 0 0 (0.00) 

  Gait disturbance 1 1 (2.38) 0 0 (0.00) 



  

  

6997 

Timing: At anytime, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=42 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=42 
n (%)2 

  Multiple organ dysfunction syndrome 1 1 (2.38) 1 1 (2.38) 

 
Hepatobiliary disorders     

  - Total 2 2 (4.76) 1 1 (2.38) 

  Hepatic failure 1 1 (2.38) 0 0 (0.00) 

  Hepatocellular injury 1 1 (2.38) 1 1 (2.38) 

 
Immune system disorders     

  - Total 76 30 (71.43) 20 10 (23.81) 

  Cytokine release syndrome 53 26 (61.90) 19 9 (21.43) 

  Hypogammaglobulinaemia 18 17 (40.48) 1 1 (2.38) 

  Allergy to immunoglobulin therapy 3 2 (4.76) 0 0 (0.00) 

  Atopy 1 1 (2.38) 0 0 (0.00) 

  Drug hypersensitivity 1 1 (2.38) 0 0 (0.00) 

 
Infections and infestations     

  - Total 72 30 (71.43) 14 11 (26.19) 

  Nasopharyngitis 6 6 (14.29) 0 0 (0.00) 

  Rhinitis 6 5 (11.90) 0 0 (0.00) 

  Upper respiratory tract infection 6 5 (11.90) 0 0 (0.00) 

  Herpes zoster 3 3 (7.14) 0 0 (0.00) 



  

  

6998 

Timing: At anytime, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=42 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=42 
n (%)2 

  Bronchitis 2 2 (4.76) 0 0 (0.00) 

  Central nervous system infection 2 1 (2.38) 1 1 (2.38) 

  Conjunctivitis 2 1 (2.38) 0 0 (0.00) 

  Device related infection 2 2 (4.76) 1 1 (2.38) 

  Gastroenteritis 2 2 (4.76) 0 0 (0.00) 

  Infection 2 2 (4.76) 1 1 (2.38) 

  Oral herpes 2 2 (4.76) 0 0 (0.00) 

  Otitis externa 2 2 (4.76) 0 0 (0.00) 

  Otitis media 2 2 (4.76) 0 0 (0.00) 

  Pneumonia 2 2 (4.76) 2 2 (4.76) 

  Rash pustular 2 2 (4.76) 0 0 (0.00) 

  Atypical pneumonia 1 1 (2.38) 1 1 (2.38) 

  Bacterial infection 1 1 (2.38) 1 1 (2.38) 

  Candida infection 1 1 (2.38) 0 0 (0.00) 

  Cellulitis 1 1 (2.38) 0 0 (0.00) 

  Cerebral fungal infection 1 1 (2.38) 1 1 (2.38) 

  Conjunctivitis viral 1 1 (2.38) 0 0 (0.00) 

  Cystitis 1 1 (2.38) 0 0 (0.00) 

  Enterovirus infection 1 1 (2.38) 0 0 (0.00) 



  

  

6999 

Timing: At anytime, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=42 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=42 
n (%)2 

  Escherichia urinary tract infection 1 1 (2.38) 0 0 (0.00) 

  Folliculitis 1 1 (2.38) 0 0 (0.00) 

  Gastrointestinal infection 1 1 (2.38) 1 1 (2.38) 

  Helminthic infection 1 1 (2.38) 0 0 (0.00) 

  Impetigo 1 1 (2.38) 0 0 (0.00) 

  Laryngitis 1 1 (2.38) 0 0 (0.00) 

  Molluscum contagiosum 1 1 (2.38) 0 0 (0.00) 

  Oral fungal infection 1 1 (2.38) 0 0 (0.00) 

  Otitis media acute 1 1 (2.38) 0 0 (0.00) 

  Parotitis 1 1 (2.38) 0 0 (0.00) 

  Periorbital cellulitis 1 1 (2.38) 1 1 (2.38) 

  Pneumonia haemophilus 1 1 (2.38) 1 1 (2.38) 

  Pseudomembranous colitis 1 1 (2.38) 0 0 (0.00) 

  Respiratory syncytial virus infection 1 1 (2.38) 1 1 (2.38) 

  Sepsis 1 1 (2.38) 1 1 (2.38) 

  Sinusitis 1 1 (2.38) 1 1 (2.38) 

  Skin infection 1 1 (2.38) 0 0 (0.00) 

  Tinea pedis 1 1 (2.38) 0 0 (0.00) 

  Tooth infection 1 1 (2.38) 0 0 (0.00) 



  

  

7000 

Timing: At anytime, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=42 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=42 
n (%)2 

  Viral upper respiratory tract infection 1 1 (2.38) 0 0 (0.00) 

  Vulvitis 1 1 (2.38) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 12 6 (14.29) 0 0 (0.00) 

  Procedural pain 2 2 (4.76) 0 0 (0.00) 

  Allergic transfusion reaction 1 1 (2.38) 0 0 (0.00) 

  Contusion 1 1 (2.38) 0 0 (0.00) 

  Fall 1 1 (2.38) 0 0 (0.00) 

  Ligament sprain 1 1 (2.38) 0 0 (0.00) 

  Splinter 1 1 (2.38) 0 0 (0.00) 

  Stoma site erythema 1 1 (2.38) 0 0 (0.00) 

  Stoma site haemorrhage 1 1 (2.38) 0 0 (0.00) 

  Subcutaneous haematoma 1 1 (2.38) 0 0 (0.00) 

  Thermal burn 1 1 (2.38) 0 0 (0.00) 

  Transfusion reaction 1 1 (2.38) 0 0 (0.00) 

 
Investigations     

  - Total 143 23 (54.76) 76 18 (42.86) 

  Platelet count decreased 32 8 (19.05) 17 5 (11.90) 



  

  

7001 

Timing: At anytime, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=42 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=42 
n (%)2 

  Neutrophil count decreased 31 9 (21.43) 26 8 (19.05) 

  White blood cell count decreased 26 11 (26.19) 19 8 (19.05) 

  Alanine aminotransferase increased 10 6 (14.29) 3 2 (4.76) 

  Aspartate aminotransferase 
increased 

10 6 (14.29) 3 2 (4.76) 

  Lymphocyte count decreased 5 4 (9.52) 3 3 (7.14) 

  Immunoglobulins decreased 3 2 (4.76) 3 2 (4.76) 

  Prothrombin time prolonged 3 3 (7.14) 0 0 (0.00) 

  Blood alkaline phosphatase 
increased 

2 1 (2.38) 0 0 (0.00) 

  Blood creatinine increased 2 1 (2.38) 0 0 (0.00) 

  Blood urea decreased 2 1 (2.38) 0 0 (0.00) 

  Blood urea increased 2 1 (2.38) 0 0 (0.00) 

  C-reactive protein increased 2 2 (4.76) 0 0 (0.00) 

  Gamma-glutamyltransferase 
increased 

2 2 (4.76) 0 0 (0.00) 

  Lipase increased 2 1 (2.38) 0 0 (0.00) 

  Blood fibrinogen increased 1 1 (2.38) 0 0 (0.00) 

  Blood urine present 1 1 (2.38) 0 0 (0.00) 

  Clostridium test positive 1 1 (2.38) 0 0 (0.00) 



  

  

7002 

Timing: At anytime, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=42 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=42 
n (%)2 

  Fungal test positive 1 1 (2.38) 1 1 (2.38) 

  Haemoglobin decreased 1 1 (2.38) 1 1 (2.38) 

  International normalised ratio 
increased 

1 1 (2.38) 0 0 (0.00) 

  Monocyte count decreased 1 1 (2.38) 0 0 (0.00) 

  Serum ferritin increased 1 1 (2.38) 0 0 (0.00) 

  Vitamin D decreased 1 1 (2.38) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 45 16 (38.10) 5 4 (9.52) 

  Hypokalaemia 10 5 (11.90) 3 2 (4.76) 

  Hypophosphataemia 9 4 (9.52) 0 0 (0.00) 

  Decreased appetite 4 4 (9.52) 0 0 (0.00) 

  Hypoalbuminaemia 4 2 (4.76) 0 0 (0.00) 

  Dehydration 3 2 (4.76) 1 1 (2.38) 

  Hyperuricaemia 3 2 (4.76) 0 0 (0.00) 

  Hypocalcaemia 3 2 (4.76) 1 1 (2.38) 

  Hyperkalaemia 2 2 (4.76) 0 0 (0.00) 

  Hyperphosphataemia 2 1 (2.38) 0 0 (0.00) 

  Hypomagnesaemia 2 2 (4.76) 0 0 (0.00) 



  

  

7003 

Timing: At anytime, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=42 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=42 
n (%)2 

  Fluid retention 1 1 (2.38) 0 0 (0.00) 

  Hyperglycaemia 1 1 (2.38) 0 0 (0.00) 

  Vitamin D deficiency 1 1 (2.38) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 19 12 (28.57) 2 2 (4.76) 

  Arthralgia 4 4 (9.52) 1 1 (2.38) 

  Pain in extremity 4 4 (9.52) 0 0 (0.00) 

  Back pain 3 3 (7.14) 0 0 (0.00) 

  Bone pain 2 2 (4.76) 0 0 (0.00) 

  Myalgia 2 2 (4.76) 0 0 (0.00) 

  Joint effusion 1 1 (2.38) 1 1 (2.38) 

  Joint stiffness 1 1 (2.38) 0 0 (0.00) 

  Muscular weakness 1 1 (2.38) 0 0 (0.00) 

  Osteoporosis 1 1 (2.38) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 6 6 (14.29) 6 6 (14.29) 



  

  

7004 

Timing: At anytime, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=42 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=42 
n (%)2 

  Acute lymphocytic leukaemia 
recurrent 

3 3 (7.14) 3 3 (7.14) 

  Acute lymphocytic leukaemia 1 1 (2.38) 1 1 (2.38) 

  B precursor type acute leukaemia 1 1 (2.38) 1 1 (2.38) 

  Neoplasm progression 1 1 (2.38) 1 1 (2.38) 

 
Nervous system disorders     

  - Total 28 18 (42.86) 5 4 (9.52) 

  Headache 10 9 (21.43) 0 0 (0.00) 

  Seizure 4 4 (9.52) 2 2 (4.76) 

  Dizziness 2 2 (4.76) 0 0 (0.00) 

  Intention tremor 2 2 (4.76) 0 0 (0.00) 

  Somnolence 2 2 (4.76) 2 2 (4.76) 

  Dysgeusia 1 1 (2.38) 0 0 (0.00) 

  Encephalopathy 1 1 (2.38) 1 1 (2.38) 

  Head discomfort 1 1 (2.38) 0 0 (0.00) 

  Hemiparesis 1 1 (2.38) 0 0 (0.00) 

  Hyperkinesia 1 1 (2.38) 0 0 (0.00) 

  Neuralgia 1 1 (2.38) 0 0 (0.00) 

  Subdural hygroma 1 1 (2.38) 0 0 (0.00) 



  

  

7005 

Timing: At anytime, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=42 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=42 
n (%)2 

  Tremor 1 1 (2.38) 0 0 (0.00) 

 
Product issues     

  - Total 1 1 (2.38) 0 0 (0.00) 

  Device occlusion 1 1 (2.38) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 15 8 (19.05) 0 0 (0.00) 

  Insomnia 4 3 (7.14) 0 0 (0.00) 

  Anxiety 3 2 (4.76) 0 0 (0.00) 

  Delirium 2 2 (4.76) 0 0 (0.00) 

  Agitation 1 1 (2.38) 0 0 (0.00) 

  Completed suicide 1 1 (2.38) 0 0 (0.00) 

  Confusional state 1 1 (2.38) 0 0 (0.00) 

  Depression 1 1 (2.38) 0 0 (0.00) 

  Disorientation 1 1 (2.38) 0 0 (0.00) 

  Restlessness 1 1 (2.38) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 12 8 (19.05) 1 1 (2.38) 

  Acute kidney injury 3 1 (2.38) 1 1 (2.38) 



  

  

7006 

Timing: At anytime, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=42 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=42 
n (%)2 

  Chromaturia 2 1 (2.38) 0 0 (0.00) 

  Dysuria 2 2 (4.76) 0 0 (0.00) 

  Polyuria 2 2 (4.76) 0 0 (0.00) 

  Haematuria 1 1 (2.38) 0 0 (0.00) 

  Renal impairment 1 1 (2.38) 0 0 (0.00) 

  Urinary tract disorder 1 1 (2.38) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 2 2 (4.76) 1 1 (2.38) 

  Ovarian failure 1 1 (2.38) 1 1 (2.38) 

  Vulvovaginal dryness 1 1 (2.38) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 41 17 (40.48) 1 1 (2.38) 

  Cough 15 7 (16.67) 0 0 (0.00) 

  Epistaxis 7 7 (16.67) 0 0 (0.00) 

  Hypoxia 5 3 (7.14) 1 1 (2.38) 

  Oropharyngeal pain 4 4 (9.52) 0 0 (0.00) 

  Nasal congestion 2 2 (4.76) 0 0 (0.00) 



  

  

7007 

Timing: At anytime, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=42 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=42 
n (%)2 

  Tachypnoea 2 2 (4.76) 0 0 (0.00) 

  Dyspnoea 1 1 (2.38) 0 0 (0.00) 

  Increased upper airway secretion 1 1 (2.38) 0 0 (0.00) 

  Pharyngeal erythema 1 1 (2.38) 0 0 (0.00) 

  Pleural effusion 1 1 (2.38) 0 0 (0.00) 

  Rhinorrhoea 1 1 (2.38) 0 0 (0.00) 

  Rhonchi 1 1 (2.38) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 38 17 (40.48) 0 0 (0.00) 

  Rash 6 5 (11.90) 0 0 (0.00) 

  Erythema 5 4 (9.52) 0 0 (0.00) 

  Petechiae 5 4 (9.52) 0 0 (0.00) 

  Dry skin 4 4 (9.52) 0 0 (0.00) 

  Pruritus 4 4 (9.52) 0 0 (0.00) 

  Eczema 2 2 (4.76) 0 0 (0.00) 

  Hangnail 2 2 (4.76) 0 0 (0.00) 

  Ingrowing nail 2 2 (4.76) 0 0 (0.00) 

  Acne 1 1 (2.38) 0 0 (0.00) 



  

  

7008 

Timing: At anytime, Prior SCT therapy: Yes 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=42 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=42 
n (%)2 

  Alopecia 1 1 (2.38) 0 0 (0.00) 

  Decubitus ulcer 1 1 (2.38) 0 0 (0.00) 

  Dermatitis 1 1 (2.38) 0 0 (0.00) 

  Papule 1 1 (2.38) 0 0 (0.00) 

  Skin discolouration 1 1 (2.38) 0 0 (0.00) 

  Skin lesion 1 1 (2.38) 0 0 (0.00) 

  Urticaria 1 1 (2.38) 0 0 (0.00) 

 
Vascular disorders     

  - Total 13 11 (26.19) 4 4 (9.52) 

  Hypotension 5 4 (9.52) 2 2 (4.76) 

  Hypertension 3 3 (7.14) 0 0 (0.00) 

  Pallor 3 3 (7.14) 0 0 (0.00) 

  Capillary leak syndrome 1 1 (2.38) 1 1 (2.38) 

  Jugular vein thrombosis 1 1 (2.38) 1 1 (2.38) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 



  

  

7009 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:11                                        Final 

 
  



  

  

7010 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187e 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Prior SCT therapy 

Safety Set 

 

Timing: At anytime, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=27 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=27 
n (%)2 

Total number of AE per patient 617 27 (100.00) 155 23 (85.19) 

 
Blood and lymphatic system disorders     

  - Total 28 14 (51.85) 17 10 (37.04) 

  Neutropenia 7 5 (18.52) 6 4 (14.81) 

  Anaemia 6 4 (14.81) 2 2 (7.41) 

  Thrombocytopenia 6 2 (7.41) 4 2 (7.41) 

  Disseminated intravascular 
coagulation 

3 3 (11.11) 1 1 (3.70) 

  Febrile neutropenia 3 3 (11.11) 2 2 (7.41) 

  Bone marrow failure 1 1 (3.70) 1 1 (3.70) 

  Coagulation factor deficiency 1 1 (3.70) 1 1 (3.70) 

  Leukocytosis 1 1 (3.70) 0 0 (0.00) 

 



  

  

7011 

Timing: At anytime, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=27 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=27 
n (%)2 

Cardiac disorders     

  - Total 15 7 (25.93) 2 2 (7.41) 

  Tachycardia 5 4 (14.81) 0 0 (0.00) 

  Sinus bradycardia 3 1 (3.70) 0 0 (0.00) 

  Sinus tachycardia 3 2 (7.41) 0 0 (0.00) 

  Left ventricular dysfunction 2 2 (7.41) 2 2 (7.41) 

  Cardiac hypertrophy 1 1 (3.70) 0 0 (0.00) 

  Pericardial effusion 1 1 (3.70) 0 0 (0.00) 

 
Congenital, familial and genetic 
disorders 

    

  - Total 1 1 (3.70) 0 0 (0.00) 

  Talipes 1 1 (3.70) 0 0 (0.00) 

 
Ear and labyrinth disorders     

  - Total 3 2 (7.41) 1 1 (3.70) 

  Ear pain 2 1 (3.70) 0 0 (0.00) 

  Vertigo 1 1 (3.70) 1 1 (3.70) 

 
Endocrine disorders     

  - Total 2 1 (3.70) 0 0 (0.00) 



  

  

7012 

Timing: At anytime, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=27 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=27 
n (%)2 

  Inappropriate antidiuretic hormone 
secretion 

1 1 (3.70) 0 0 (0.00) 

  Precocious puberty 1 1 (3.70) 0 0 (0.00) 

 
Eye disorders     

  - Total 13 6 (22.22) 1 1 (3.70) 

  Eye pain 2 1 (3.70) 0 0 (0.00) 

  Amaurosis 1 1 (3.70) 1 1 (3.70) 

  Blepharitis 1 1 (3.70) 0 0 (0.00) 

  Conjunctival haemorrhage 1 1 (3.70) 0 0 (0.00) 

  Conjunctivitis allergic 1 1 (3.70) 0 0 (0.00) 

  Diplopia 1 1 (3.70) 0 0 (0.00) 

  Dry eye 1 1 (3.70) 0 0 (0.00) 

  Ocular hyperaemia 1 1 (3.70) 0 0 (0.00) 

  Ocular hypertension 1 1 (3.70) 0 0 (0.00) 

  Optic atrophy 1 1 (3.70) 0 0 (0.00) 

  Visual impairment 1 1 (3.70) 0 0 (0.00) 

  Vitreous opacities 1 1 (3.70) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 66 18 (66.67) 4 4 (14.81) 



  

  

7013 

Timing: At anytime, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=27 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=27 
n (%)2 

  Diarrhoea 14 9 (33.33) 2 2 (7.41) 

  Abdominal pain 8 3 (11.11) 0 0 (0.00) 

  Nausea 8 6 (22.22) 1 1 (3.70) 

  Vomiting 8 6 (22.22) 0 0 (0.00) 

  Abdominal distension 3 2 (7.41) 0 0 (0.00) 

  Proctalgia 3 2 (7.41) 0 0 (0.00) 

  Stomatitis 3 2 (7.41) 0 0 (0.00) 

  Oral pain 2 1 (3.70) 0 0 (0.00) 

  Upper gastrointestinal haemorrhage 2 1 (3.70) 0 0 (0.00) 

  Abdominal pain upper 1 1 (3.70) 0 0 (0.00) 

  Anal fissure 1 1 (3.70) 0 0 (0.00) 

  Anal fistula 1 1 (3.70) 0 0 (0.00) 

  Anal haemorrhage 1 1 (3.70) 0 0 (0.00) 

  Anal incontinence 1 1 (3.70) 0 0 (0.00) 

  Constipation 1 1 (3.70) 0 0 (0.00) 

  Dental caries 1 1 (3.70) 0 0 (0.00) 

  Dyspepsia 1 1 (3.70) 0 0 (0.00) 

  Gastrointestinal pain 1 1 (3.70) 0 0 (0.00) 

  Gingival swelling 1 1 (3.70) 0 0 (0.00) 



  

  

7014 

Timing: At anytime, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=27 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=27 
n (%)2 

  Lip dry 1 1 (3.70) 0 0 (0.00) 

  Paraesthesia oral 1 1 (3.70) 0 0 (0.00) 

  Periodontal disease 1 1 (3.70) 0 0 (0.00) 

  Rectal haemorrhage 1 1 (3.70) 0 0 (0.00) 

  Rectal ulcer 1 1 (3.70) 1 1 (3.70) 

 
General disorders and administration 
site conditions 

    

  - Total 48 14 (51.85) 5 4 (14.81) 

  Pyrexia 24 10 (37.04) 1 1 (3.70) 

  Face oedema 4 4 (14.81) 1 1 (3.70) 

  Localised oedema 4 3 (11.11) 1 1 (3.70) 

  Non-cardiac chest pain 2 2 (7.41) 0 0 (0.00) 

  Pain 2 2 (7.41) 0 0 (0.00) 

  Catheter site pain 1 1 (3.70) 0 0 (0.00) 

  Catheter site pruritus 1 1 (3.70) 0 0 (0.00) 

  Chills 1 1 (3.70) 0 0 (0.00) 

  Drug withdrawal syndrome 1 1 (3.70) 1 1 (3.70) 

  Facial pain 1 1 (3.70) 0 0 (0.00) 

  Fatigue 1 1 (3.70) 0 0 (0.00) 



  

  

7015 

Timing: At anytime, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=27 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=27 
n (%)2 

  Gait disturbance 1 1 (3.70) 0 0 (0.00) 

  Generalised oedema 1 1 (3.70) 0 0 (0.00) 

  Malaise 1 1 (3.70) 0 0 (0.00) 

  Mucosal inflammation 1 1 (3.70) 1 1 (3.70) 

  Oedema 1 1 (3.70) 0 0 (0.00) 

  Oedema peripheral 1 1 (3.70) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 5 5 (18.52) 2 2 (7.41) 

  Cholestasis 1 1 (3.70) 1 1 (3.70) 

  Gallbladder oedema 1 1 (3.70) 0 0 (0.00) 

  Hepatic steatosis 1 1 (3.70) 0 0 (0.00) 

  Hepatosplenomegaly 1 1 (3.70) 1 1 (3.70) 

  Hepatotoxicity 1 1 (3.70) 0 0 (0.00) 

 
Immune system disorders     

  - Total 55 24 (88.89) 23 14 (51.85) 

  Cytokine release syndrome 44 21 (77.78) 20 13 (48.15) 

  Hypogammaglobulinaemia 4 4 (14.81) 1 1 (3.70) 

  Haemophagocytic 
lymphohistiocytosis 

3 3 (11.11) 2 2 (7.41) 



  

  

7016 

Timing: At anytime, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=27 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=27 
n (%)2 

  Allergy to immunoglobulin therapy 2 2 (7.41) 0 0 (0.00) 

  Drug hypersensitivity 2 2 (7.41) 0 0 (0.00) 

 
Infections and infestations     

  - Total 54 15 (55.56) 22 10 (37.04) 

  Nasopharyngitis 3 3 (11.11) 0 0 (0.00) 

  Upper respiratory tract infection 3 2 (7.41) 0 0 (0.00) 

  Aspergillus infection 2 2 (7.41) 2 2 (7.41) 

  Candida infection 2 2 (7.41) 2 2 (7.41) 

  Device related infection 2 2 (7.41) 1 1 (3.70) 

  Herpes zoster 2 2 (7.41) 1 1 (3.70) 

  Influenza 2 2 (7.41) 1 1 (3.70) 

  Meningitis aseptic 2 1 (3.70) 2 1 (3.70) 

  Paronychia 2 2 (7.41) 0 0 (0.00) 

  Rash pustular 2 1 (3.70) 0 0 (0.00) 

  Sepsis 2 2 (7.41) 2 2 (7.41) 

  Sinusitis 2 2 (7.41) 1 1 (3.70) 

  Vascular device infection 2 2 (7.41) 2 2 (7.41) 

  Viral upper respiratory tract infection 2 1 (3.70) 0 0 (0.00) 

  Alternaria infection 1 1 (3.70) 1 1 (3.70) 



  

  

7017 

Timing: At anytime, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=27 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=27 
n (%)2 

  Bacterial infection 1 1 (3.70) 1 1 (3.70) 

  Body tinea 1 1 (3.70) 0 0 (0.00) 

  Bronchopulmonary aspergillosis 1 1 (3.70) 0 0 (0.00) 

  Catheter site infection 1 1 (3.70) 0 0 (0.00) 

  Cellulitis 1 1 (3.70) 0 0 (0.00) 

  Cellulitis orbital 1 1 (3.70) 1 1 (3.70) 

  Enterococcal infection 1 1 (3.70) 1 1 (3.70) 

  Enterovirus infection 1 1 (3.70) 0 0 (0.00) 

  Eye infection 1 1 (3.70) 0 0 (0.00) 

  Gastroenteritis 1 1 (3.70) 0 0 (0.00) 

  Mucosal infection 1 1 (3.70) 0 0 (0.00) 

  Nail infection 1 1 (3.70) 0 0 (0.00) 

  Parainfluenzae virus infection 1 1 (3.70) 0 0 (0.00) 

  Pharyngitis 1 1 (3.70) 0 0 (0.00) 

  Pneumonia 1 1 (3.70) 1 1 (3.70) 

  Pneumonia viral 1 1 (3.70) 0 0 (0.00) 

  Respiratory syncytial virus infection 1 1 (3.70) 0 0 (0.00) 

  Respiratory tract infection 1 1 (3.70) 0 0 (0.00) 

  Rhinovirus infection 1 1 (3.70) 0 0 (0.00) 



  

  

7018 

Timing: At anytime, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=27 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=27 
n (%)2 

  Septic shock 1 1 (3.70) 1 1 (3.70) 

  Systemic infection 1 1 (3.70) 1 1 (3.70) 

  Tonsillitis 1 1 (3.70) 1 1 (3.70) 

  Urinary tract infection viral 1 1 (3.70) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 10 6 (22.22) 1 1 (3.70) 

  Contusion 2 2 (7.41) 0 0 (0.00) 

  Infusion related reaction 2 1 (3.70) 0 0 (0.00) 

  Allergic transfusion reaction 1 1 (3.70) 0 0 (0.00) 

  Fall 1 1 (3.70) 0 0 (0.00) 

  Femoral neck fracture 1 1 (3.70) 0 0 (0.00) 

  Periorbital haematoma 1 1 (3.70) 1 1 (3.70) 

  Post procedural haemorrhage 1 1 (3.70) 0 0 (0.00) 

  Skin abrasion 1 1 (3.70) 0 0 (0.00) 

 
Investigations     

  - Total 65 16 (59.26) 28 9 (33.33) 

  Neutrophil count decreased 9 2 (7.41) 7 2 (7.41) 

  White blood cell count decreased 8 3 (11.11) 5 3 (11.11) 



  

  

7019 

Timing: At anytime, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=27 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=27 
n (%)2 

  Blood fibrinogen decreased 7 5 (18.52) 3 3 (11.11) 

  Blood creatine phosphokinase 
increased 

4 1 (3.70) 3 1 (3.70) 

  Platelet count decreased 4 2 (7.41) 3 2 (7.41) 

  Blood bilirubin increased 3 3 (11.11) 2 2 (7.41) 

  Immunoglobulins decreased 3 3 (11.11) 1 1 (3.70) 

  Activated partial thromboplastin time 
prolonged 

2 2 (7.41) 0 0 (0.00) 

  Aspartate aminotransferase 
increased 

2 2 (7.41) 1 1 (3.70) 

  Blood creatinine increased 2 2 (7.41) 0 0 (0.00) 

  Blood lactate dehydrogenase 
increased 

2 1 (3.70) 0 0 (0.00) 

  Blood potassium decreased 2 1 (3.70) 0 0 (0.00) 

  Alanine aminotransferase increased 1 1 (3.70) 1 1 (3.70) 

  Ammonia increased 1 1 (3.70) 0 0 (0.00) 

  Antithrombin III decreased 1 1 (3.70) 0 0 (0.00) 

  Blood alkaline phosphatase 
increased 

1 1 (3.70) 0 0 (0.00) 

  Blood chloride increased 1 1 (3.70) 0 0 (0.00) 

  Blood magnesium increased 1 1 (3.70) 1 1 (3.70) 



  

  

7020 

Timing: At anytime, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=27 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=27 
n (%)2 

  Blood uric acid increased 1 1 (3.70) 0 0 (0.00) 

  Chest X-ray abnormal 1 1 (3.70) 0 0 (0.00) 

  Chlamydia test positive 1 1 (3.70) 0 0 (0.00) 

  Cytomegalovirus test positive 1 1 (3.70) 0 0 (0.00) 

  Electrocardiogram repolarisation 
abnormality 

1 1 (3.70) 0 0 (0.00) 

  Heart sounds abnormal 1 1 (3.70) 0 0 (0.00) 

  Lymph node palpable 1 1 (3.70) 0 0 (0.00) 

  Lymphocyte count decreased 1 1 (3.70) 1 1 (3.70) 

  Protein total decreased 1 1 (3.70) 0 0 (0.00) 

  Serum ferritin increased 1 1 (3.70) 0 0 (0.00) 

  Weight decreased 1 1 (3.70) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 76 18 (66.67) 24 9 (33.33) 

  Hypokalaemia 18 10 (37.04) 7 5 (18.52) 

  Hypocalcaemia 12 6 (22.22) 7 3 (11.11) 

  Hypoalbuminaemia 9 6 (22.22) 1 1 (3.70) 

  Hypophosphataemia 8 6 (22.22) 2 2 (7.41) 

  Hypomagnesaemia 5 5 (18.52) 0 0 (0.00) 



  

  

7021 

Timing: At anytime, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=27 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=27 
n (%)2 

  Decreased appetite 4 4 (14.81) 1 1 (3.70) 

  Hyponatraemia 4 2 (7.41) 1 1 (3.70) 

  Hyperglycaemia 3 3 (11.11) 2 2 (7.41) 

  Hypercalcaemia 2 2 (7.41) 0 0 (0.00) 

  Hyperphosphataemia 2 1 (3.70) 0 0 (0.00) 

  Hyperuricaemia 2 2 (7.41) 0 0 (0.00) 

  Dehydration 1 1 (3.70) 1 1 (3.70) 

  Fluid overload 1 1 (3.70) 0 0 (0.00) 

  Hyperferritinaemia 1 1 (3.70) 0 0 (0.00) 

  Hyperkalaemia 1 1 (3.70) 0 0 (0.00) 

  Hypernatraemia 1 1 (3.70) 0 0 (0.00) 

  Lactic acidosis 1 1 (3.70) 1 1 (3.70) 

  Tumour lysis syndrome 1 1 (3.70) 1 1 (3.70) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 34 11 (40.74) 2 2 (7.41) 

  Pain in extremity 9 3 (11.11) 0 0 (0.00) 

  Arthralgia 8 5 (18.52) 1 1 (3.70) 

  Back pain 4 3 (11.11) 0 0 (0.00) 



  

  

7022 

Timing: At anytime, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=27 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=27 
n (%)2 

  Myalgia 4 4 (14.81) 0 0 (0.00) 

  Muscular weakness 3 2 (7.41) 1 1 (3.70) 

  Neck pain 2 2 (7.41) 0 0 (0.00) 

  Osteopenia 2 2 (7.41) 0 0 (0.00) 

  Bone pain 1 1 (3.70) 0 0 (0.00) 

  Osteonecrosis 1 1 (3.70) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 2 2 (7.41) 2 2 (7.41) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (3.70) 1 1 (3.70) 

  Leukaemia 1 1 (3.70) 1 1 (3.70) 

 
Nervous system disorders     

  - Total 29 13 (48.15) 5 3 (11.11) 

  Headache 8 7 (25.93) 1 1 (3.70) 

  Dyskinesia 4 1 (3.70) 2 1 (3.70) 

  Tremor 3 3 (11.11) 0 0 (0.00) 

  Lethargy 2 2 (7.41) 0 0 (0.00) 

  Seizure 2 2 (7.41) 0 0 (0.00) 



  

  

7023 

Timing: At anytime, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=27 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=27 
n (%)2 

  Cerebral atrophy 1 1 (3.70) 0 0 (0.00) 

  Depressed level of consciousness 1 1 (3.70) 1 1 (3.70) 

  Dysarthria 1 1 (3.70) 0 0 (0.00) 

  Encephalopathy 1 1 (3.70) 1 1 (3.70) 

  Facial paralysis 1 1 (3.70) 0 0 (0.00) 

  Intracranial pressure increased 1 1 (3.70) 0 0 (0.00) 

  Nervous system disorder 1 1 (3.70) 0 0 (0.00) 

  Neuralgia 1 1 (3.70) 0 0 (0.00) 

  Neurological decompensation 1 1 (3.70) 0 0 (0.00) 

  Neuropathy peripheral 1 1 (3.70) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 15 9 (33.33) 2 1 (3.70) 

  Agitation 4 2 (7.41) 1 1 (3.70) 

  Anxiety 2 2 (7.41) 0 0 (0.00) 

  Confusional state 2 2 (7.41) 1 1 (3.70) 

  Insomnia 2 2 (7.41) 0 0 (0.00) 

  Irritability 2 2 (7.41) 0 0 (0.00) 

  Disorientation 1 1 (3.70) 0 0 (0.00) 

  Hallucination 1 1 (3.70) 0 0 (0.00) 



  

  

7024 

Timing: At anytime, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=27 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=27 
n (%)2 

  Initial insomnia 1 1 (3.70) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 11 5 (18.52) 3 2 (7.41) 

  Haematuria 5 3 (11.11) 1 1 (3.70) 

  Acute kidney injury 3 2 (7.41) 2 1 (3.70) 

  Proteinuria 2 2 (7.41) 0 0 (0.00) 

  Urinary incontinence 1 1 (3.70) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 4 3 (11.11) 0 0 (0.00) 

  Metrorrhagia 1 1 (3.70) 0 0 (0.00) 

  Perineal pain 1 1 (3.70) 0 0 (0.00) 

  Scrotal oedema 1 1 (3.70) 0 0 (0.00) 

  Vulvovaginal pain 1 1 (3.70) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 36 10 (37.04) 7 6 (22.22) 

  Cough 7 7 (25.93) 0 0 (0.00) 



  

  

7025 

Timing: At anytime, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=27 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=27 
n (%)2 

  Hypoxia 7 5 (18.52) 4 4 (14.81) 

  Dyspnoea 3 2 (7.41) 0 0 (0.00) 

  Rhinorrhoea 3 2 (7.41) 0 0 (0.00) 

  Nasal congestion 2 2 (7.41) 0 0 (0.00) 

  Oropharyngeal pain 2 2 (7.41) 0 0 (0.00) 

  Tachypnoea 2 1 (3.70) 0 0 (0.00) 

  Apnoea 1 1 (3.70) 1 1 (3.70) 

  Epistaxis 1 1 (3.70) 0 0 (0.00) 

  Lung disorder 1 1 (3.70) 1 1 (3.70) 

  Nasal septum perforation 1 1 (3.70) 0 0 (0.00) 

  Pleural effusion 1 1 (3.70) 0 0 (0.00) 

  Productive cough 1 1 (3.70) 0 0 (0.00) 

  Pulmonary granuloma 1 1 (3.70) 1 1 (3.70) 

  Rhinalgia 1 1 (3.70) 0 0 (0.00) 

  Sinus pain 1 1 (3.70) 0 0 (0.00) 

  Stridor 1 1 (3.70) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 28 15 (55.56) 1 1 (3.70) 



  

  

7026 

Timing: At anytime, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=27 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=27 
n (%)2 

  Rash 6 5 (18.52) 1 1 (3.70) 

  Pruritus 5 4 (14.81) 0 0 (0.00) 

  Erythema 3 2 (7.41) 0 0 (0.00) 

  Eczema 2 1 (3.70) 0 0 (0.00) 

  Ingrowing nail 2 1 (3.70) 0 0 (0.00) 

  Petechiae 2 2 (7.41) 0 0 (0.00) 

  Skin ulcer 2 1 (3.70) 0 0 (0.00) 

  Dermatitis acneiform 1 1 (3.70) 0 0 (0.00) 

  Dermatitis bullous 1 1 (3.70) 0 0 (0.00) 

  Dry skin 1 1 (3.70) 0 0 (0.00) 

  Papule 1 1 (3.70) 0 0 (0.00) 

  Skin exfoliation 1 1 (3.70) 0 0 (0.00) 

  Urticaria 1 1 (3.70) 0 0 (0.00) 

 
Vascular disorders     

  - Total 17 10 (37.04) 3 3 (11.11) 

  Hypertension 5 5 (18.52) 3 3 (11.11) 

  Flushing 3 1 (3.70) 0 0 (0.00) 

  Hypotension 3 2 (7.41) 0 0 (0.00) 

  Hot flush 2 1 (3.70) 0 0 (0.00) 



  

  

7027 

Timing: At anytime, Prior SCT therapy: No 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=27 
n (%)1 

Grade 
>= 3 
Total 

events 

All 
patients 

N=27 
n (%)2 

  Embolism 1 1 (3.70) 0 0 (0.00) 

  Lymphoedema 1 1 (3.70) 0 0 (0.00) 

  Vascular occlusion 1 1 (3.70) 0 0 (0.00) 

  Venous thrombosis limb 1 1 (3.70) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:11                                        Final 

 



  

  

7028 

Tabl e 187f => Number of adverse events  pos t CTL019 infusi on, r egardl ess of study drug rel ati onshi p, by primar y system organ class, preferr ed ter m and Baseline bone marr ow tumor  burden (Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                     
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187f 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=26 
n (%)2 

Total number of AE per patient 289 26 (100.00) 64 17 (65.38) 

 
Blood and lymphatic system disorders     

  - Total 15 11 (42.31) 8 6 (23.08) 

  Anaemia 9 5 (19.23) 3 1 (3.85) 

  Febrile neutropenia 3 3 (11.54) 2 2 (7.69) 

  Bone marrow failure 1 1 (3.85) 1 1 (3.85) 

  Neutropenia 1 1 (3.85) 1 1 (3.85) 

  Pancytopenia 1 1 (3.85) 1 1 (3.85) 

 
Cardiac disorders     

  - Total 6 5 (19.23) 0 0 (0.00) 

  Tachycardia 3 3 (11.54) 0 0 (0.00) 

  Cardiac discomfort 1 1 (3.85) 0 0 (0.00) 

  Sinus bradycardia 1 1 (3.85) 0 0 (0.00) 



  

  

7029 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=26 
n (%)2 

  Sinus tachycardia 1 1 (3.85) 0 0 (0.00) 

 
Eye disorders     

  - Total 1 1 (3.85) 0 0 (0.00) 

  Dry eye 1 1 (3.85) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 29 10 (38.46) 1 1 (3.85) 

  Diarrhoea 7 5 (19.23) 1 1 (3.85) 

  Nausea 7 5 (19.23) 0 0 (0.00) 

  Vomiting 5 4 (15.38) 0 0 (0.00) 

  Abdominal pain 2 2 (7.69) 0 0 (0.00) 

  Abdominal pain upper 2 2 (7.69) 0 0 (0.00) 

  Constipation 1 1 (3.85) 0 0 (0.00) 

  Gastrointestinal pain 1 1 (3.85) 0 0 (0.00) 

  Gingival bleeding 1 1 (3.85) 0 0 (0.00) 

  Hypoaesthesia oral 1 1 (3.85) 0 0 (0.00) 

  Lip haemorrhage 1 1 (3.85) 0 0 (0.00) 

  Paraesthesia oral 1 1 (3.85) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    



  

  

7030 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=26 
n (%)2 

  - Total 27 13 (50.00) 2 1 (3.85) 

  Pyrexia 14 8 (30.77) 0 0 (0.00) 

  Fatigue 4 3 (11.54) 0 0 (0.00) 

  Oedema peripheral 3 2 (7.69) 0 0 (0.00) 

  Asthenia 1 1 (3.85) 0 0 (0.00) 

  Catheter site erythema 1 1 (3.85) 0 0 (0.00) 

  Catheter site pain 1 1 (3.85) 0 0 (0.00) 

  Chills 1 1 (3.85) 0 0 (0.00) 

  Face oedema 1 1 (3.85) 1 1 (3.85) 

  Localised oedema 1 1 (3.85) 1 1 (3.85) 

 
Hepatobiliary disorders     

  - Total 2 2 (7.69) 2 2 (7.69) 

  Cholestasis 1 1 (3.85) 1 1 (3.85) 

  Hepatocellular injury 1 1 (3.85) 1 1 (3.85) 

 
Immune system disorders     

  - Total 44 18 (69.23) 12 6 (23.08) 

  Cytokine release syndrome 32 15 (57.69) 11 6 (23.08) 

  Hypogammaglobulinaemia 9 8 (30.77) 0 0 (0.00) 

  Allergy to immunoglobulin therapy 1 1 (3.85) 0 0 (0.00) 



  

  

7031 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=26 
n (%)2 

  Drug hypersensitivity 1 1 (3.85) 0 0 (0.00) 

  Haemophagocytic 
lymphohistiocytosis 

1 1 (3.85) 1 1 (3.85) 

 
Infections and infestations     

  - Total 12 9 (34.62) 1 1 (3.85) 

  Device related infection 2 2 (7.69) 0 0 (0.00) 

  Eye infection 1 1 (3.85) 0 0 (0.00) 

  Herpes zoster 1 1 (3.85) 0 0 (0.00) 

  Influenza 1 1 (3.85) 0 0 (0.00) 

  Meningitis aseptic 1 1 (3.85) 1 1 (3.85) 

  Nail infection 1 1 (3.85) 0 0 (0.00) 

  Oral fungal infection 1 1 (3.85) 0 0 (0.00) 

  Parotitis 1 1 (3.85) 0 0 (0.00) 

  Respiratory tract infection 1 1 (3.85) 0 0 (0.00) 

  Upper respiratory tract infection 1 1 (3.85) 0 0 (0.00) 

  Vulvitis 1 1 (3.85) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 8 4 (15.38) 1 1 (3.85) 

  Allergic transfusion reaction 1 1 (3.85) 0 0 (0.00) 



  

  

7032 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=26 
n (%)2 

  Contusion 1 1 (3.85) 0 0 (0.00) 

  Fall 1 1 (3.85) 0 0 (0.00) 

  Periorbital haematoma 1 1 (3.85) 1 1 (3.85) 

  Procedural pain 1 1 (3.85) 0 0 (0.00) 

  Subcutaneous haematoma 1 1 (3.85) 0 0 (0.00) 

  Thermal burn 1 1 (3.85) 0 0 (0.00) 

  Transfusion reaction 1 1 (3.85) 0 0 (0.00) 

 
Investigations     

  - Total 45 15 (57.69) 24 9 (34.62) 

  Platelet count decreased 11 5 (19.23) 7 3 (11.54) 

  Neutrophil count decreased 8 5 (19.23) 7 4 (15.38) 

  White blood cell count decreased 6 3 (11.54) 5 2 (7.69) 

  Aspartate aminotransferase 
increased 

3 3 (11.54) 0 0 (0.00) 

  Immunoglobulins decreased 3 2 (7.69) 2 1 (3.85) 

  Alanine aminotransferase increased 2 2 (7.69) 1 1 (3.85) 

  Blood creatinine increased 2 1 (3.85) 0 0 (0.00) 

  Blood urea increased 2 1 (3.85) 0 0 (0.00) 

  Prothrombin time prolonged 2 2 (7.69) 0 0 (0.00) 

  Antithrombin III decreased 1 1 (3.85) 0 0 (0.00) 



  

  

7033 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=26 
n (%)2 

  C-reactive protein increased 1 1 (3.85) 0 0 (0.00) 

  Fungal test positive 1 1 (3.85) 1 1 (3.85) 

  Gamma-glutamyltransferase 
increased 

1 1 (3.85) 0 0 (0.00) 

  Haemoglobin decreased 1 1 (3.85) 1 1 (3.85) 

  Serum ferritin increased 1 1 (3.85) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 23 12 (46.15) 5 2 (7.69) 

  Hypokalaemia 6 3 (11.54) 2 1 (3.85) 

  Hypoalbuminaemia 4 3 (11.54) 1 1 (3.85) 

  Decreased appetite 2 2 (7.69) 1 1 (3.85) 

  Hyperphosphataemia 2 1 (3.85) 0 0 (0.00) 

  Hyperuricaemia 2 1 (3.85) 0 0 (0.00) 

  Hypomagnesaemia 2 2 (7.69) 0 0 (0.00) 

  Fluid overload 1 1 (3.85) 0 0 (0.00) 

  Fluid retention 1 1 (3.85) 0 0 (0.00) 

  Hyperglycaemia 1 1 (3.85) 1 1 (3.85) 

  Hypophosphataemia 1 1 (3.85) 0 0 (0.00) 

  Vitamin D deficiency 1 1 (3.85) 0 0 (0.00) 

 



  

  

7034 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=26 
n (%)2 

Musculoskeletal and connective tissue 
disorders 

    

  - Total 9 8 (30.77) 1 1 (3.85) 

  Myalgia 3 3 (11.54) 0 0 (0.00) 

  Arthralgia 2 1 (3.85) 0 0 (0.00) 

  Pain in extremity 2 2 (7.69) 0 0 (0.00) 

  Back pain 1 1 (3.85) 0 0 (0.00) 

  Joint effusion 1 1 (3.85) 1 1 (3.85) 

 
Nervous system disorders     

  - Total 9 8 (30.77) 2 2 (7.69) 

  Headache 3 3 (11.54) 0 0 (0.00) 

  Seizure 3 3 (11.54) 2 2 (7.69) 

  Dysgeusia 1 1 (3.85) 0 0 (0.00) 

  Intention tremor 1 1 (3.85) 0 0 (0.00) 

  Tremor 1 1 (3.85) 0 0 (0.00) 

 
Product issues     

  - Total 1 1 (3.85) 0 0 (0.00) 

  Device occlusion 1 1 (3.85) 0 0 (0.00) 

 
Psychiatric disorders     



  

  

7035 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=26 
n (%)2 

  - Total 8 6 (23.08) 0 0 (0.00) 

  Delirium 2 2 (7.69) 0 0 (0.00) 

  Insomnia 2 2 (7.69) 0 0 (0.00) 

  Agitation 1 1 (3.85) 0 0 (0.00) 

  Anxiety 1 1 (3.85) 0 0 (0.00) 

  Initial insomnia 1 1 (3.85) 0 0 (0.00) 

  Irritability 1 1 (3.85) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 9 5 (19.23) 1 1 (3.85) 

  Acute kidney injury 3 1 (3.85) 1 1 (3.85) 

  Chromaturia 2 1 (3.85) 0 0 (0.00) 

  Dysuria 1 1 (3.85) 0 0 (0.00) 

  Polyuria 1 1 (3.85) 0 0 (0.00) 

  Urinary incontinence 1 1 (3.85) 0 0 (0.00) 

  Urinary tract disorder 1 1 (3.85) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 16 8 (30.77) 2 2 (7.69) 

  Hypoxia 5 3 (11.54) 2 2 (7.69) 



  

  

7036 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=26 
n (%)2 

  Oropharyngeal pain 3 3 (11.54) 0 0 (0.00) 

  Cough 2 2 (7.69) 0 0 (0.00) 

  Rhinorrhoea 2 2 (7.69) 0 0 (0.00) 

  Dyspnoea 1 1 (3.85) 0 0 (0.00) 

  Epistaxis 1 1 (3.85) 0 0 (0.00) 

  Increased upper airway secretion 1 1 (3.85) 0 0 (0.00) 

  Tachypnoea 1 1 (3.85) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 19 8 (30.77) 0 0 (0.00) 

  Erythema 4 3 (11.54) 0 0 (0.00) 

  Rash 3 2 (7.69) 0 0 (0.00) 

  Dry skin 2 2 (7.69) 0 0 (0.00) 

  Papule 2 2 (7.69) 0 0 (0.00) 

  Petechiae 2 1 (3.85) 0 0 (0.00) 

  Pruritus 2 2 (7.69) 0 0 (0.00) 

  Acne 1 1 (3.85) 0 0 (0.00) 

  Hangnail 1 1 (3.85) 0 0 (0.00) 

  Ingrowing nail 1 1 (3.85) 0 0 (0.00) 

  Urticaria 1 1 (3.85) 0 0 (0.00) 



  

  

7037 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=26 
n (%)2 

 
Vascular disorders     

  - Total 6 5 (19.23) 2 2 (7.69) 

  Hypertension 2 2 (7.69) 1 1 (3.85) 

  Hypotension 2 2 (7.69) 0 0 (0.00) 

  Capillary leak syndrome 1 1 (3.85) 1 1 (3.85) 

  Venous thrombosis limb 1 1 (3.85) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:12                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187f 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=40 
n (%)2 

Total number of AE per patient 555 40 (100.00) 168 31 (77.50) 

 
Blood and lymphatic system disorders     

  - Total 41 22 (55.00) 27 15 (37.50) 

  Anaemia 14 8 (20.00) 7 5 (12.50) 

  Neutropenia 10 6 (15.00) 10 6 (15.00) 

  Thrombocytopenia 5 4 (10.00) 4 3 (7.50) 

  Disseminated intravascular 
coagulation 

3 3 (7.50) 1 1 (2.50) 

  Leukopenia 3 1 (2.50) 1 1 (2.50) 

  Febrile neutropenia 2 2 (5.00) 2 2 (5.00) 

  B-cell aplasia 1 1 (2.50) 0 0 (0.00) 

  Bone marrow failure 1 1 (2.50) 1 1 (2.50) 

  Coagulation factor deficiency 1 1 (2.50) 1 1 (2.50) 

  Splenomegaly 1 1 (2.50) 0 0 (0.00) 

 



  

  

7040 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=40 
n (%)2 

Cardiac disorders     

  - Total 17 10 (25.00) 2 2 (5.00) 

  Tachycardia 7 5 (12.50) 0 0 (0.00) 

  Sinus bradycardia 3 2 (5.00) 0 0 (0.00) 

  Left ventricular dysfunction 2 2 (5.00) 2 2 (5.00) 

  Sinus tachycardia 2 2 (5.00) 0 0 (0.00) 

  Bradycardia 1 1 (2.50) 0 0 (0.00) 

  Cardiac hypertrophy 1 1 (2.50) 0 0 (0.00) 

  Pericardial effusion 1 1 (2.50) 0 0 (0.00) 

 
Congenital, familial and genetic 
disorders 

    

  - Total 1 1 (2.50) 0 0 (0.00) 

  Talipes 1 1 (2.50) 0 0 (0.00) 

 
Ear and labyrinth disorders     

  - Total 1 1 (2.50) 1 1 (2.50) 

  Vertigo 1 1 (2.50) 1 1 (2.50) 

 
Endocrine disorders     

  - Total 1 1 (2.50) 0 0 (0.00) 

  Precocious puberty 1 1 (2.50) 0 0 (0.00) 



  

  

7041 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=40 
n (%)2 

 
Eye disorders     

  - Total 9 6 (15.00) 1 1 (2.50) 

  Amaurosis 1 1 (2.50) 1 1 (2.50) 

  Blepharospasm 1 1 (2.50) 0 0 (0.00) 

  Conjunctival haemorrhage 1 1 (2.50) 0 0 (0.00) 

  Diplopia 1 1 (2.50) 0 0 (0.00) 

  Dry eye 1 1 (2.50) 0 0 (0.00) 

  Ocular hypertension 1 1 (2.50) 0 0 (0.00) 

  Optic atrophy 1 1 (2.50) 0 0 (0.00) 

  Vision blurred 1 1 (2.50) 0 0 (0.00) 

  Vitreous opacities 1 1 (2.50) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 48 23 (57.50) 4 4 (10.00) 

  Diarrhoea 12 10 (25.00) 1 1 (2.50) 

  Nausea 6 6 (15.00) 1 1 (2.50) 

  Abdominal pain 5 4 (10.00) 0 0 (0.00) 

  Vomiting 5 5 (12.50) 0 0 (0.00) 

  Abdominal distension 2 1 (2.50) 0 0 (0.00) 

  Constipation 2 2 (5.00) 0 0 (0.00) 



  

  

7042 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=40 
n (%)2 

  Upper gastrointestinal haemorrhage 2 1 (2.50) 0 0 (0.00) 

  Abdominal pain upper 1 1 (2.50) 0 0 (0.00) 

  Anal fissure 1 1 (2.50) 0 0 (0.00) 

  Anal fistula 1 1 (2.50) 0 0 (0.00) 

  Anal haemorrhage 1 1 (2.50) 0 0 (0.00) 

  Anal incontinence 1 1 (2.50) 0 0 (0.00) 

  Dyspepsia 1 1 (2.50) 0 0 (0.00) 

  Gastrointestinal haemorrhage 1 1 (2.50) 1 1 (2.50) 

  Gingival swelling 1 1 (2.50) 0 0 (0.00) 

  Lip dry 1 1 (2.50) 0 0 (0.00) 

  Paraesthesia oral 1 1 (2.50) 0 0 (0.00) 

  Proctalgia 1 1 (2.50) 0 0 (0.00) 

  Rectal haemorrhage 1 1 (2.50) 0 0 (0.00) 

  Rectal ulcer 1 1 (2.50) 1 1 (2.50) 

  Stomatitis 1 1 (2.50) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 47 22 (55.00) 6 6 (15.00) 

  Pyrexia 24 15 (37.50) 3 3 (7.50) 

  Face oedema 4 4 (10.00) 0 0 (0.00) 



  

  

7043 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=40 
n (%)2 

  Fatigue 4 4 (10.00) 0 0 (0.00) 

  Pain 3 3 (7.50) 0 0 (0.00) 

  Oedema peripheral 2 2 (5.00) 0 0 (0.00) 

  Asthenia 1 1 (2.50) 0 0 (0.00) 

  Catheter site haemorrhage 1 1 (2.50) 0 0 (0.00) 

  Catheter site pain 1 1 (2.50) 0 0 (0.00) 

  Catheter site pruritus 1 1 (2.50) 0 0 (0.00) 

  Drug withdrawal syndrome 1 1 (2.50) 1 1 (2.50) 

  Localised oedema 1 1 (2.50) 0 0 (0.00) 

  Mucosal inflammation 1 1 (2.50) 1 1 (2.50) 

  Multiple organ dysfunction syndrome 1 1 (2.50) 1 1 (2.50) 

  Non-cardiac chest pain 1 1 (2.50) 0 0 (0.00) 

  Oedema 1 1 (2.50) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 4 4 (10.00) 1 1 (2.50) 

  Gallbladder oedema 1 1 (2.50) 0 0 (0.00) 

  Hepatic failure 1 1 (2.50) 0 0 (0.00) 

  Hepatic steatosis 1 1 (2.50) 0 0 (0.00) 

  Hepatosplenomegaly 1 1 (2.50) 1 1 (2.50) 
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Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=40 
n (%)2 

Immune system disorders     

  - Total 71 32 (80.00) 27 16 (40.00) 

  Cytokine release syndrome 59 29 (72.50) 25 15 (37.50) 

  Hypogammaglobulinaemia 8 8 (20.00) 1 1 (2.50) 

  Haemophagocytic 
lymphohistiocytosis 

2 2 (5.00) 1 1 (2.50) 

  Allergy to immunoglobulin therapy 1 1 (2.50) 0 0 (0.00) 

  Atopy 1 1 (2.50) 0 0 (0.00) 

 
Infections and infestations     

  - Total 27 16 (40.00) 14 10 (25.00) 

  Candida infection 2 2 (5.00) 1 1 (2.50) 

  Sepsis 2 2 (5.00) 2 2 (5.00) 

  Vascular device infection 2 2 (5.00) 2 2 (5.00) 

  Viral upper respiratory tract infection 2 1 (2.50) 0 0 (0.00) 

  Aspergillus infection 1 1 (2.50) 1 1 (2.50) 

  Bacterial infection 1 1 (2.50) 1 1 (2.50) 

  Bronchopulmonary aspergillosis 1 1 (2.50) 0 0 (0.00) 

  Cellulitis 1 1 (2.50) 0 0 (0.00) 

  Cellulitis orbital 1 1 (2.50) 1 1 (2.50) 

  Central nervous system infection 1 1 (2.50) 1 1 (2.50) 



  

  

7045 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=40 
n (%)2 

  Cerebral fungal infection 1 1 (2.50) 1 1 (2.50) 

  Helminthic infection 1 1 (2.50) 0 0 (0.00) 

  Infection 1 1 (2.50) 1 1 (2.50) 

  Nasopharyngitis 1 1 (2.50) 0 0 (0.00) 

  Paronychia 1 1 (2.50) 0 0 (0.00) 

  Pneumonia 1 1 (2.50) 1 1 (2.50) 

  Pneumonia viral 1 1 (2.50) 0 0 (0.00) 

  Rash pustular 1 1 (2.50) 0 0 (0.00) 

  Respiratory syncytial virus infection 1 1 (2.50) 0 0 (0.00) 

  Sinusitis 1 1 (2.50) 1 1 (2.50) 

  Systemic infection 1 1 (2.50) 1 1 (2.50) 

  Upper respiratory tract infection 1 1 (2.50) 0 0 (0.00) 

  Urinary tract infection viral 1 1 (2.50) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 6 4 (10.00) 0 0 (0.00) 

  Allergic transfusion reaction 1 1 (2.50) 0 0 (0.00) 

  Femoral neck fracture 1 1 (2.50) 0 0 (0.00) 

  Infusion related reaction 1 1 (2.50) 0 0 (0.00) 

  Post procedural haemorrhage 1 1 (2.50) 0 0 (0.00) 



  

  

7046 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=40 
n (%)2 

  Stoma site erythema 1 1 (2.50) 0 0 (0.00) 

  Stoma site haemorrhage 1 1 (2.50) 0 0 (0.00) 

 
Investigations     

  - Total 82 22 (55.00) 42 15 (37.50) 

  Platelet count decreased 12 3 (7.50) 9 2 (5.00) 

  White blood cell count decreased 11 7 (17.50) 9 6 (15.00) 

  Neutrophil count decreased 10 6 (15.00) 10 6 (15.00) 

  Blood fibrinogen decreased 7 5 (12.50) 3 3 (7.50) 

  Blood creatine phosphokinase 
increased 

4 1 (2.50) 3 1 (2.50) 

  Blood bilirubin increased 3 3 (7.50) 2 2 (5.00) 

  Lymphocyte count decreased 3 3 (7.50) 3 3 (7.50) 

  Aspartate aminotransferase 
increased 

2 2 (5.00) 1 1 (2.50) 

  Blood alkaline phosphatase 
increased 

2 2 (5.00) 0 0 (0.00) 

  Blood creatinine increased 2 2 (5.00) 0 0 (0.00) 

  Blood potassium decreased 2 1 (2.50) 0 0 (0.00) 

  Blood urea decreased 2 1 (2.50) 0 0 (0.00) 

  Immunoglobulins decreased 2 2 (5.00) 1 1 (2.50) 



  

  

7047 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=40 
n (%)2 

  Lipase increased 2 1 (2.50) 0 0 (0.00) 

  Activated partial thromboplastin time 
prolonged 

1 1 (2.50) 0 0 (0.00) 

  Alanine aminotransferase increased 1 1 (2.50) 0 0 (0.00) 

  Ammonia increased 1 1 (2.50) 0 0 (0.00) 

  Blood chloride increased 1 1 (2.50) 0 0 (0.00) 

  Blood fibrinogen increased 1 1 (2.50) 0 0 (0.00) 

  Blood lactate dehydrogenase 
increased 

1 1 (2.50) 0 0 (0.00) 

  Blood magnesium increased 1 1 (2.50) 1 1 (2.50) 

  Blood uric acid increased 1 1 (2.50) 0 0 (0.00) 

  Blood urine present 1 1 (2.50) 0 0 (0.00) 

  C-reactive protein increased 1 1 (2.50) 0 0 (0.00) 

  Chest X-ray abnormal 1 1 (2.50) 0 0 (0.00) 

  Electrocardiogram repolarisation 
abnormality 

1 1 (2.50) 0 0 (0.00) 

  Heart sounds abnormal 1 1 (2.50) 0 0 (0.00) 

  International normalised ratio 
increased 

1 1 (2.50) 0 0 (0.00) 

  Monocyte count decreased 1 1 (2.50) 0 0 (0.00) 

  Protein total decreased 1 1 (2.50) 0 0 (0.00) 



  

  

7048 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=40 
n (%)2 

  Prothrombin time prolonged 1 1 (2.50) 0 0 (0.00) 

  Serum ferritin increased 1 1 (2.50) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 70 17 (42.50) 18 7 (17.50) 

  Hypokalaemia 16 11 (27.50) 5 4 (10.00) 

  Hypocalcaemia 14 7 (17.50) 8 4 (10.00) 

  Hypophosphataemia 13 8 (20.00) 2 2 (5.00) 

  Hypoalbuminaemia 8 4 (10.00) 0 0 (0.00) 

  Decreased appetite 4 4 (10.00) 0 0 (0.00) 

  Hyponatraemia 4 2 (5.00) 1 1 (2.50) 

  Dehydration 2 2 (5.00) 1 1 (2.50) 

  Hyperphosphataemia 2 1 (2.50) 0 0 (0.00) 

  Hypercalcaemia 1 1 (2.50) 0 0 (0.00) 

  Hyperglycaemia 1 1 (2.50) 0 0 (0.00) 

  Hyperkalaemia 1 1 (2.50) 0 0 (0.00) 

  Hypernatraemia 1 1 (2.50) 0 0 (0.00) 

  Hyperuricaemia 1 1 (2.50) 0 0 (0.00) 

  Hypomagnesaemia 1 1 (2.50) 0 0 (0.00) 

  Tumour lysis syndrome 1 1 (2.50) 1 1 (2.50) 

 



  

  

7049 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=40 
n (%)2 

Musculoskeletal and connective tissue 
disorders 

    

  - Total 17 9 (22.50) 2 2 (5.00) 

  Pain in extremity 4 2 (5.00) 0 0 (0.00) 

  Muscular weakness 3 3 (7.50) 1 1 (2.50) 

  Myalgia 3 3 (7.50) 0 0 (0.00) 

  Arthralgia 2 2 (5.00) 1 1 (2.50) 

  Bone pain 2 2 (5.00) 0 0 (0.00) 

  Joint stiffness 1 1 (2.50) 0 0 (0.00) 

  Osteonecrosis 1 1 (2.50) 0 0 (0.00) 

  Osteopenia 1 1 (2.50) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 3 3 (7.50) 3 3 (7.50) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (2.50) 1 1 (2.50) 

  Leukaemia 1 1 (2.50) 1 1 (2.50) 

  Neoplasm progression 1 1 (2.50) 1 1 (2.50) 

 
Nervous system disorders     

  - Total 30 17 (42.50) 6 4 (10.00) 



  

  

7050 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=40 
n (%)2 

  Headache 8 8 (20.00) 1 1 (2.50) 

  Dyskinesia 4 1 (2.50) 2 1 (2.50) 

  Seizure 3 3 (7.50) 0 0 (0.00) 

  Tremor 3 3 (7.50) 0 0 (0.00) 

  Cerebral atrophy 1 1 (2.50) 0 0 (0.00) 

  Depressed level of consciousness 1 1 (2.50) 1 1 (2.50) 

  Dizziness 1 1 (2.50) 0 0 (0.00) 

  Encephalopathy 1 1 (2.50) 1 1 (2.50) 

  Head discomfort 1 1 (2.50) 0 0 (0.00) 

  Hyperkinesia 1 1 (2.50) 0 0 (0.00) 

  Intention tremor 1 1 (2.50) 0 0 (0.00) 

  Lethargy 1 1 (2.50) 0 0 (0.00) 

  Nervous system disorder 1 1 (2.50) 0 0 (0.00) 

  Neuralgia 1 1 (2.50) 0 0 (0.00) 

  Neurological decompensation 1 1 (2.50) 0 0 (0.00) 

  Somnolence 1 1 (2.50) 1 1 (2.50) 

 
Psychiatric disorders     

  - Total 12 8 (20.00) 2 1 (2.50) 

  Agitation 3 2 (5.00) 1 1 (2.50) 



  

  

7051 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=40 
n (%)2 

  Anxiety 2 2 (5.00) 0 0 (0.00) 

  Confusional state 2 2 (5.00) 1 1 (2.50) 

  Disorientation 2 2 (5.00) 0 0 (0.00) 

  Hallucination 1 1 (2.50) 0 0 (0.00) 

  Insomnia 1 1 (2.50) 0 0 (0.00) 

  Irritability 1 1 (2.50) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 10 6 (15.00) 2 1 (2.50) 

  Acute kidney injury 3 2 (5.00) 2 1 (2.50) 

  Haematuria 3 2 (5.00) 0 0 (0.00) 

  Dysuria 1 1 (2.50) 0 0 (0.00) 

  Polyuria 1 1 (2.50) 0 0 (0.00) 

  Proteinuria 1 1 (2.50) 0 0 (0.00) 

  Renal impairment 1 1 (2.50) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 1 1 (2.50) 0 0 (0.00) 

  Scrotal oedema 1 1 (2.50) 0 0 (0.00) 

 



  

  

7052 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=40 
n (%)2 

Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 17 11 (27.50) 4 4 (10.00) 

  Hypoxia 6 5 (12.50) 2 2 (5.00) 

  Cough 4 4 (10.00) 0 0 (0.00) 

  Epistaxis 2 2 (5.00) 0 0 (0.00) 

  Tachypnoea 2 2 (5.00) 0 0 (0.00) 

  Apnoea 1 1 (2.50) 1 1 (2.50) 

  Lung disorder 1 1 (2.50) 1 1 (2.50) 

  Pleural effusion 1 1 (2.50) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 23 16 (40.00) 1 1 (2.50) 

  Rash 6 6 (15.00) 1 1 (2.50) 

  Pruritus 5 4 (10.00) 0 0 (0.00) 

  Erythema 3 2 (5.00) 0 0 (0.00) 

  Petechiae 3 3 (7.50) 0 0 (0.00) 

  Dermatitis acneiform 1 1 (2.50) 0 0 (0.00) 

  Dry skin 1 1 (2.50) 0 0 (0.00) 

  Skin discolouration 1 1 (2.50) 0 0 (0.00) 



  

  

7053 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=40 
n (%)2 

  Skin exfoliation 1 1 (2.50) 0 0 (0.00) 

  Skin lesion 1 1 (2.50) 0 0 (0.00) 

  Urticaria 1 1 (2.50) 0 0 (0.00) 

 
Vascular disorders     

  - Total 17 13 (32.50) 5 5 (12.50) 

  Hypotension 6 4 (10.00) 2 2 (5.00) 

  Hypertension 5 5 (12.50) 2 2 (5.00) 

  Hot flush 2 1 (2.50) 0 0 (0.00) 

  Jugular vein thrombosis 1 1 (2.50) 1 1 (2.50) 

  Lymphoedema 1 1 (2.50) 0 0 (0.00) 

  Pallor 1 1 (2.50) 0 0 (0.00) 

  Vascular occlusion 1 1 (2.50) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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7055 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187f 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Missing 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=3 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=3 

n (%)2 

Total number of AE per patient 34 3 (100.00) 14 2 (66.67) 

 
Blood and lymphatic system disorders     

  - Total 1 1 (33.33) 1 1 (33.33) 

  Neutropenia 1 1 (33.33) 1 1 (33.33) 

 
Gastrointestinal disorders     

  - Total 1 1 (33.33) 0 0 (0.00) 

  Vomiting 1 1 (33.33) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 5 2 (66.67) 3 1 (33.33) 

  Pyrexia 3 2 (66.67) 1 1 (33.33) 

  Catheter site haemorrhage 1 1 (33.33) 1 1 (33.33) 



  

  

7056 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Missing 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=3 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=3 

n (%)2 

  Pain 1 1 (33.33) 1 1 (33.33) 

 
Immune system disorders     

  - Total 6 2 (66.67) 3 1 (33.33) 

  Cytokine release syndrome 5 2 (66.67) 3 1 (33.33) 

  Allergy to immunoglobulin therapy 1 1 (33.33) 0 0 (0.00) 

 
Infections and infestations     

  - Total 2 1 (33.33) 0 0 (0.00) 

  Cystitis 1 1 (33.33) 0 0 (0.00) 

  Pseudomembranous colitis 1 1 (33.33) 0 0 (0.00) 

 
Investigations     

  - Total 4 2 (66.67) 3 1 (33.33) 

  White blood cell count decreased 2 1 (33.33) 2 1 (33.33) 

  Clostridium test positive 1 1 (33.33) 0 0 (0.00) 

  Platelet count decreased 1 1 (33.33) 1 1 (33.33) 

 
Metabolism and nutrition disorders     

  - Total 3 2 (66.67) 2 2 (66.67) 

  Hypokalaemia 2 1 (33.33) 1 1 (33.33) 

  Dehydration 1 1 (33.33) 1 1 (33.33) 



  

  

7057 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Missing 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=3 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=3 

n (%)2 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 1 1 (33.33) 0 0 (0.00) 

  Arthralgia 1 1 (33.33) 0 0 (0.00) 

 
Nervous system disorders     

  - Total 4 2 (66.67) 2 1 (33.33) 

  Headache 2 1 (33.33) 0 0 (0.00) 

  Encephalopathy 1 1 (33.33) 1 1 (33.33) 

  Somnolence 1 1 (33.33) 1 1 (33.33) 

 
Psychiatric disorders     

  - Total 4 1 (33.33) 0 0 (0.00) 

  Insomnia 2 1 (33.33) 0 0 (0.00) 

  Anxiety 1 1 (33.33) 0 0 (0.00) 

  Restlessness 1 1 (33.33) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 1 1 (33.33) 0 0 (0.00) 

  Pleural effusion 1 1 (33.33) 0 0 (0.00) 

 



  

  

7058 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Missing 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=3 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=3 

n (%)2 

Skin and subcutaneous tissue 
disorders 

    

  - Total 2 1 (33.33) 0 0 (0.00) 

  Decubitus ulcer 1 1 (33.33) 0 0 (0.00) 

  Rash 1 1 (33.33) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187f 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=24 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=24 
n (%)2 

Total number of AE per patient 157 20 (83.33) 36 13 (54.17) 

 
Blood and lymphatic system disorders     

  - Total 7 5 (20.83) 2 2 (8.33) 

  Neutropenia 3 2 (8.33) 0 0 (0.00) 

  Anaemia 2 2 (8.33) 1 1 (4.17) 

  B-cell aplasia 1 1 (4.17) 1 1 (4.17) 

  Thrombocytopenia 1 1 (4.17) 0 0 (0.00) 

 
Eye disorders     

  - Total 3 2 (8.33) 0 0 (0.00) 

  Astigmatism 1 1 (4.17) 0 0 (0.00) 

  Conjunctivitis allergic 1 1 (4.17) 0 0 (0.00) 

  Hypermetropia 1 1 (4.17) 0 0 (0.00) 

 



  

  

7060 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=24 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=24 
n (%)2 

Gastrointestinal disorders     

  - Total 19 10 (41.67) 0 0 (0.00) 

  Nausea 4 4 (16.67) 0 0 (0.00) 

  Vomiting 4 3 (12.50) 0 0 (0.00) 

  Abdominal pain 3 3 (12.50) 0 0 (0.00) 

  Diarrhoea 3 2 (8.33) 0 0 (0.00) 

  Abdominal pain lower 1 1 (4.17) 0 0 (0.00) 

  Constipation 1 1 (4.17) 0 0 (0.00) 

  Gastrointestinal motility disorder 1 1 (4.17) 0 0 (0.00) 

  Stomatitis 1 1 (4.17) 0 0 (0.00) 

  Toothache 1 1 (4.17) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 17 9 (37.50) 1 1 (4.17) 

  Pyrexia 10 7 (29.17) 1 1 (4.17) 

  Chills 2 2 (8.33) 0 0 (0.00) 

  Axillary pain 1 1 (4.17) 0 0 (0.00) 

  Catheter site erythema 1 1 (4.17) 0 0 (0.00) 

  Fatigue 1 1 (4.17) 0 0 (0.00) 

  Gait disturbance 1 1 (4.17) 0 0 (0.00) 



  

  

7061 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=24 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=24 
n (%)2 

  Pain 1 1 (4.17) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 1 1 (4.17) 0 0 (0.00) 

  Hepatotoxicity 1 1 (4.17) 0 0 (0.00) 

 
Immune system disorders     

  - Total 3 3 (12.50) 0 0 (0.00) 

  Hypogammaglobulinaemia 2 2 (8.33) 0 0 (0.00) 

  Allergy to immunoglobulin therapy 1 1 (4.17) 0 0 (0.00) 

 
Infections and infestations     

  - Total 32 14 (58.33) 9 8 (33.33) 

  Upper respiratory tract infection 4 3 (12.50) 0 0 (0.00) 

  Herpes zoster 3 3 (12.50) 1 1 (4.17) 

  Device related infection 2 2 (8.33) 2 2 (8.33) 

  Gastroenteritis 2 2 (8.33) 0 0 (0.00) 

  Nasopharyngitis 2 2 (8.33) 0 0 (0.00) 

  Body tinea 1 1 (4.17) 0 0 (0.00) 

  Bronchitis 1 1 (4.17) 0 0 (0.00) 

  Cellulitis 1 1 (4.17) 0 0 (0.00) 



  

  

7062 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=24 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=24 
n (%)2 

  Influenza 1 1 (4.17) 1 1 (4.17) 

  Laryngitis 1 1 (4.17) 0 0 (0.00) 

  Meningitis aseptic 1 1 (4.17) 1 1 (4.17) 

  Otitis externa 1 1 (4.17) 0 0 (0.00) 

  Otitis media 1 1 (4.17) 0 0 (0.00) 

  Otitis media acute 1 1 (4.17) 0 0 (0.00) 

  Parainfluenzae virus infection 1 1 (4.17) 0 0 (0.00) 

  Pneumonia 1 1 (4.17) 1 1 (4.17) 

  Pneumonia haemophilus 1 1 (4.17) 1 1 (4.17) 

  Rash pustular 1 1 (4.17) 0 0 (0.00) 

  Respiratory syncytial virus infection 1 1 (4.17) 1 1 (4.17) 

  Rhinitis 1 1 (4.17) 0 0 (0.00) 

  Skin infection 1 1 (4.17) 0 0 (0.00) 

  Tinea pedis 1 1 (4.17) 0 0 (0.00) 

  Tonsillitis 1 1 (4.17) 1 1 (4.17) 

  Tooth infection 1 1 (4.17) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 2 2 (8.33) 0 0 (0.00) 

  Contusion 1 1 (4.17) 0 0 (0.00) 



  

  

7063 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=24 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=24 
n (%)2 

  Ligament sprain 1 1 (4.17) 0 0 (0.00) 

 
Investigations     

  - Total 42 11 (45.83) 21 5 (20.83) 

  Neutrophil count decreased 11 3 (12.50) 10 3 (12.50) 

  White blood cell count decreased 8 4 (16.67) 5 2 (8.33) 

  Platelet count decreased 7 5 (20.83) 0 0 (0.00) 

  Alanine aminotransferase increased 5 4 (16.67) 2 1 (4.17) 

  Aspartate aminotransferase 
increased 

5 4 (16.67) 2 1 (4.17) 

  Lymphocyte count decreased 2 2 (8.33) 1 1 (4.17) 

  Cytomegalovirus test positive 1 1 (4.17) 0 0 (0.00) 

  Immunoglobulins decreased 1 1 (4.17) 1 1 (4.17) 

  Lymph node palpable 1 1 (4.17) 0 0 (0.00) 

  Vitamin D decreased 1 1 (4.17) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 2 2 (8.33) 0 0 (0.00) 

  Decreased appetite 2 2 (8.33) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    



  

  

7064 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=24 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=24 
n (%)2 

  - Total 7 5 (20.83) 0 0 (0.00) 

  Arthralgia 3 3 (12.50) 0 0 (0.00) 

  Pain in extremity 2 1 (4.17) 0 0 (0.00) 

  Back pain 1 1 (4.17) 0 0 (0.00) 

  Bone pain 1 1 (4.17) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 2 2 (8.33) 2 2 (8.33) 

  Acute lymphocytic leukaemia 1 1 (4.17) 1 1 (4.17) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (4.17) 1 1 (4.17) 

 
Nervous system disorders     

  - Total 5 3 (12.50) 0 0 (0.00) 

  Headache 2 2 (8.33) 0 0 (0.00) 

  Dizziness 1 1 (4.17) 0 0 (0.00) 

  Hemiparesis 1 1 (4.17) 0 0 (0.00) 

  Intracranial pressure increased 1 1 (4.17) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 2 2 (8.33) 0 0 (0.00) 



  

  

7065 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=24 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=24 
n (%)2 

  Confusional state 1 1 (4.17) 0 0 (0.00) 

  Depression 1 1 (4.17) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 8 5 (20.83) 1 1 (4.17) 

  Cough 3 3 (12.50) 0 0 (0.00) 

  Dyspnoea 1 1 (4.17) 0 0 (0.00) 

  Epistaxis 1 1 (4.17) 0 0 (0.00) 

  Oropharyngeal pain 1 1 (4.17) 0 0 (0.00) 

  Pulmonary granuloma 1 1 (4.17) 1 1 (4.17) 

  Stridor 1 1 (4.17) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 5 4 (16.67) 0 0 (0.00) 

  Dermatitis 1 1 (4.17) 0 0 (0.00) 

  Eczema 1 1 (4.17) 0 0 (0.00) 

  Hangnail 1 1 (4.17) 0 0 (0.00) 

  Ingrowing nail 1 1 (4.17) 0 0 (0.00) 

  Rash 1 1 (4.17) 0 0 (0.00) 

 



  

  

7066 

 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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Table 187f 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=33 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=33 
n (%)2 

Total number of AE per patient 296 25 (75.76) 40 12 (36.36) 

 
Blood and lymphatic system disorders     

  - Total 12 7 (21.21) 5 4 (12.12) 

  Anaemia 6 3 (9.09) 2 1 (3.03) 

  Thrombocytopenia 4 3 (9.09) 2 2 (6.06) 

  Leukocytosis 1 1 (3.03) 0 0 (0.00) 

  Lymphopenia 1 1 (3.03) 1 1 (3.03) 

 
Cardiac disorders     

  - Total 5 3 (9.09) 0 0 (0.00) 

  Sinus tachycardia 2 2 (6.06) 0 0 (0.00) 

  Tachycardia 2 2 (6.06) 0 0 (0.00) 

  Sinus bradycardia 1 1 (3.03) 0 0 (0.00) 

 



  

  

7068 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=33 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=33 
n (%)2 

Ear and labyrinth disorders     

  - Total 2 1 (3.03) 0 0 (0.00) 

  Ear pain 2 1 (3.03) 0 0 (0.00) 

 
Endocrine disorders     

  - Total 2 2 (6.06) 0 0 (0.00) 

  Hypothyroidism 1 1 (3.03) 0 0 (0.00) 

  Inappropriate antidiuretic hormone 
secretion 

1 1 (3.03) 0 0 (0.00) 

 
Eye disorders     

  - Total 9 5 (15.15) 0 0 (0.00) 

  Eye pain 3 2 (6.06) 0 0 (0.00) 

  Blepharitis 1 1 (3.03) 0 0 (0.00) 

  Blindness unilateral 1 1 (3.03) 0 0 (0.00) 

  Eye pruritus 1 1 (3.03) 0 0 (0.00) 

  Lacrimation increased 1 1 (3.03) 0 0 (0.00) 

  Ocular hyperaemia 1 1 (3.03) 0 0 (0.00) 

  Visual impairment 1 1 (3.03) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 29 6 (18.18) 0 0 (0.00) 



  

  

7069 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=33 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=33 
n (%)2 

  Constipation 5 4 (12.12) 0 0 (0.00) 

  Diarrhoea 5 2 (6.06) 0 0 (0.00) 

  Abdominal pain 4 2 (6.06) 0 0 (0.00) 

  Nausea 3 2 (6.06) 0 0 (0.00) 

  Abdominal distension 2 2 (6.06) 0 0 (0.00) 

  Oral pain 2 1 (3.03) 0 0 (0.00) 

  Proctalgia 2 1 (3.03) 0 0 (0.00) 

  Stomatitis 2 1 (3.03) 0 0 (0.00) 

  Vomiting 2 1 (3.03) 0 0 (0.00) 

  Dental caries 1 1 (3.03) 0 0 (0.00) 

  Periodontal disease 1 1 (3.03) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 26 8 (24.24) 0 0 (0.00) 

  Pyrexia 17 7 (21.21) 0 0 (0.00) 

  Localised oedema 2 1 (3.03) 0 0 (0.00) 

  Chills 1 1 (3.03) 0 0 (0.00) 

  Facial pain 1 1 (3.03) 0 0 (0.00) 

  Gait disturbance 1 1 (3.03) 0 0 (0.00) 

  Generalised oedema 1 1 (3.03) 0 0 (0.00) 



  

  

7070 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=33 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=33 
n (%)2 

  Malaise 1 1 (3.03) 0 0 (0.00) 

  Non-cardiac chest pain 1 1 (3.03) 0 0 (0.00) 

  Oedema peripheral 1 1 (3.03) 0 0 (0.00) 

 
Immune system disorders     

  - Total 7 6 (18.18) 1 1 (3.03) 

  Hypogammaglobulinaemia 3 3 (9.09) 1 1 (3.03) 

  Drug hypersensitivity 2 2 (6.06) 0 0 (0.00) 

  Allergy to immunoglobulin therapy 1 1 (3.03) 0 0 (0.00) 

  Cytokine release syndrome 1 1 (3.03) 0 0 (0.00) 

 
Infections and infestations     

  - Total 47 18 (54.55) 11 5 (15.15) 

  Nasopharyngitis 5 5 (15.15) 0 0 (0.00) 

  Rhinitis 4 4 (12.12) 0 0 (0.00) 

  Upper respiratory tract infection 3 2 (6.06) 0 0 (0.00) 

  Conjunctivitis 2 1 (3.03) 0 0 (0.00) 

  Enterovirus infection 2 2 (6.06) 0 0 (0.00) 

  Oral herpes 2 2 (6.06) 0 0 (0.00) 

  Rash pustular 2 2 (6.06) 0 0 (0.00) 

  Sinusitis 2 2 (6.06) 1 1 (3.03) 



  

  

7071 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=33 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=33 
n (%)2 

  Alternaria infection 1 1 (3.03) 1 1 (3.03) 

  Aspergillus infection 1 1 (3.03) 1 1 (3.03) 

  Atypical pneumonia 1 1 (3.03) 1 1 (3.03) 

  Bacterial infection 1 1 (3.03) 1 1 (3.03) 

  Bronchitis 1 1 (3.03) 0 0 (0.00) 

  Candida infection 1 1 (3.03) 1 1 (3.03) 

  Catheter site infection 1 1 (3.03) 0 0 (0.00) 

  Central nervous system infection 1 1 (3.03) 0 0 (0.00) 

  Conjunctivitis viral 1 1 (3.03) 0 0 (0.00) 

  Enterococcal infection 1 1 (3.03) 1 1 (3.03) 

  Folliculitis 1 1 (3.03) 0 0 (0.00) 

  Gastroenteritis 1 1 (3.03) 0 0 (0.00) 

  Herpes zoster 1 1 (3.03) 0 0 (0.00) 

  Impetigo 1 1 (3.03) 0 0 (0.00) 

  Mucosal infection 1 1 (3.03) 0 0 (0.00) 

  Otitis externa 1 1 (3.03) 0 0 (0.00) 

  Otitis media 1 1 (3.03) 0 0 (0.00) 

  Paronychia 1 1 (3.03) 0 0 (0.00) 

  Periorbital cellulitis 1 1 (3.03) 1 1 (3.03) 

  Pharyngitis 1 1 (3.03) 0 0 (0.00) 



  

  

7072 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=33 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=33 
n (%)2 

  Pneumonia 1 1 (3.03) 1 1 (3.03) 

  Rhinovirus infection 1 1 (3.03) 0 0 (0.00) 

  Sepsis 1 1 (3.03) 1 1 (3.03) 

  Septic shock 1 1 (3.03) 1 1 (3.03) 

  Viral upper respiratory tract infection 1 1 (3.03) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 5 3 (9.09) 0 0 (0.00) 

  Contusion 1 1 (3.03) 0 0 (0.00) 

  Fall 1 1 (3.03) 0 0 (0.00) 

  Infusion related reaction 1 1 (3.03) 0 0 (0.00) 

  Procedural pain 1 1 (3.03) 0 0 (0.00) 

  Skin abrasion 1 1 (3.03) 0 0 (0.00) 

 
Investigations     

  - Total 33 8 (24.24) 13 4 (12.12) 

  Neutrophil count decreased 11 3 (9.09) 6 3 (9.09) 

  White blood cell count decreased 7 3 (9.09) 3 3 (9.09) 

  Platelet count decreased 4 2 (6.06) 2 2 (6.06) 

  Alanine aminotransferase increased 3 2 (6.06) 1 1 (3.03) 



  

  

7073 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=33 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=33 
n (%)2 

  Aspartate aminotransferase 
increased 

2 2 (6.06) 1 1 (3.03) 

  Activated partial thromboplastin time 
prolonged 

1 1 (3.03) 0 0 (0.00) 

  Blood alkaline phosphatase 
increased 

1 1 (3.03) 0 0 (0.00) 

  Blood lactate dehydrogenase 
increased 

1 1 (3.03) 0 0 (0.00) 

  Chlamydia test positive 1 1 (3.03) 0 0 (0.00) 

  Gamma-glutamyltransferase 
increased 

1 1 (3.03) 0 0 (0.00) 

  Weight decreased 1 1 (3.03) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 22 7 (21.21) 4 2 (6.06) 

  Hypokalaemia 4 2 (6.06) 2 1 (3.03) 

  Hypomagnesaemia 4 4 (12.12) 0 0 (0.00) 

  Hypophosphataemia 3 2 (6.06) 0 0 (0.00) 

  Hyperkalaemia 2 2 (6.06) 0 0 (0.00) 

  Hyperuricaemia 2 2 (6.06) 0 0 (0.00) 

  Dehydration 1 1 (3.03) 0 0 (0.00) 

  Hypercalcaemia 1 1 (3.03) 0 0 (0.00) 



  

  

7074 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=33 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=33 
n (%)2 

  Hyperferritinaemia 1 1 (3.03) 0 0 (0.00) 

  Hyperglycaemia 1 1 (3.03) 1 1 (3.03) 

  Hypoalbuminaemia 1 1 (3.03) 0 0 (0.00) 

  Hypocalcaemia 1 1 (3.03) 0 0 (0.00) 

  Lactic acidosis 1 1 (3.03) 1 1 (3.03) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 18 6 (18.18) 1 1 (3.03) 

  Back pain 5 4 (12.12) 0 0 (0.00) 

  Pain in extremity 5 3 (9.09) 0 0 (0.00) 

  Arthralgia 4 3 (9.09) 1 1 (3.03) 

  Neck pain 2 2 (6.06) 0 0 (0.00) 

  Muscular weakness 1 1 (3.03) 0 0 (0.00) 

  Osteopenia 1 1 (3.03) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 2 2 (6.06) 2 2 (6.06) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (3.03) 1 1 (3.03) 

  B precursor type acute leukaemia 1 1 (3.03) 1 1 (3.03) 



  

  

7075 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=33 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=33 
n (%)2 

 
Nervous system disorders     

  - Total 8 4 (12.12) 0 0 (0.00) 

  Headache 3 3 (9.09) 0 0 (0.00) 

  Dysarthria 1 1 (3.03) 0 0 (0.00) 

  Facial paralysis 1 1 (3.03) 0 0 (0.00) 

  Lethargy 1 1 (3.03) 0 0 (0.00) 

  Neuropathy peripheral 1 1 (3.03) 0 0 (0.00) 

  Subdural hygroma 1 1 (3.03) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 3 3 (9.09) 0 0 (0.00) 

  Agitation 1 1 (3.03) 0 0 (0.00) 

  Anxiety 1 1 (3.03) 0 0 (0.00) 

  Insomnia 1 1 (3.03) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 4 2 (6.06) 1 1 (3.03) 

  Haematuria 3 2 (6.06) 1 1 (3.03) 

  Proteinuria 1 1 (3.03) 0 0 (0.00) 

 



  

  

7076 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=33 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=33 
n (%)2 

Reproductive system and breast 
disorders 

    

  - Total 5 4 (12.12) 1 1 (3.03) 

  Metrorrhagia 1 1 (3.03) 0 0 (0.00) 

  Ovarian failure 1 1 (3.03) 1 1 (3.03) 

  Perineal pain 1 1 (3.03) 0 0 (0.00) 

  Vulvovaginal dryness 1 1 (3.03) 0 0 (0.00) 

  Vulvovaginal pain 1 1 (3.03) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 34 9 (27.27) 1 1 (3.03) 

  Cough 13 7 (21.21) 0 0 (0.00) 

  Nasal congestion 4 4 (12.12) 0 0 (0.00) 

  Epistaxis 3 3 (9.09) 0 0 (0.00) 

  Dyspnoea 2 1 (3.03) 0 0 (0.00) 

  Oropharyngeal pain 2 2 (6.06) 0 0 (0.00) 

  Rhinorrhoea 2 1 (3.03) 0 0 (0.00) 

  Hypoxia 1 1 (3.03) 1 1 (3.03) 

  Nasal septum perforation 1 1 (3.03) 0 0 (0.00) 

  Pharyngeal erythema 1 1 (3.03) 0 0 (0.00) 



  

  

7077 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=33 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=33 
n (%)2 

  Productive cough 1 1 (3.03) 0 0 (0.00) 

  Rhinalgia 1 1 (3.03) 0 0 (0.00) 

  Rhonchi 1 1 (3.03) 0 0 (0.00) 

  Sinus pain 1 1 (3.03) 0 0 (0.00) 

  Tachypnoea 1 1 (3.03) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 17 10 (30.30) 0 0 (0.00) 

  Eczema 3 2 (6.06) 0 0 (0.00) 

  Dry skin 2 2 (6.06) 0 0 (0.00) 

  Ingrowing nail 2 1 (3.03) 0 0 (0.00) 

  Petechiae 2 2 (6.06) 0 0 (0.00) 

  Pruritus 2 2 (6.06) 0 0 (0.00) 

  Skin ulcer 2 1 (3.03) 0 0 (0.00) 

  Alopecia 1 1 (3.03) 0 0 (0.00) 

  Dermatitis bullous 1 1 (3.03) 0 0 (0.00) 

  Erythema 1 1 (3.03) 0 0 (0.00) 

  Rash 1 1 (3.03) 0 0 (0.00) 

 
Vascular disorders     
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=33 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=33 
n (%)2 

  - Total 6 3 (9.09) 0 0 (0.00) 

  Flushing 3 1 (3.03) 0 0 (0.00) 

  Pallor 2 2 (6.06) 0 0 (0.00) 

  Embolism 1 1 (3.03) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:12                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187f 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=3 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=3 

n (%)2 

Total number of AE per patient 20 3 (100.00) 3 2 (66.67) 

 
Blood and lymphatic system disorders     

  - Total 4 1 (33.33) 1 1 (33.33) 

  Anaemia 2 1 (33.33) 1 1 (33.33) 

  Febrile neutropenia 2 1 (33.33) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 4 1 (33.33) 0 0 (0.00) 

  Abdominal pain upper 1 1 (33.33) 0 0 (0.00) 

  Constipation 1 1 (33.33) 0 0 (0.00) 

  Gingival bleeding 1 1 (33.33) 0 0 (0.00) 

  Vomiting 1 1 (33.33) 0 0 (0.00) 

 



  

  

7080 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=3 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=3 

n (%)2 

General disorders and administration 
site conditions 

    

  - Total 1 1 (33.33) 0 0 (0.00) 

  Face oedema 1 1 (33.33) 0 0 (0.00) 

 
Infections and infestations     

  - Total 4 3 (100.00) 1 1 (33.33) 

  Escherichia urinary tract infection 1 1 (33.33) 0 0 (0.00) 

  Gastrointestinal infection 1 1 (33.33) 1 1 (33.33) 

  Molluscum contagiosum 1 1 (33.33) 0 0 (0.00) 

  Nasopharyngitis 1 1 (33.33) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 1 1 (33.33) 0 0 (0.00) 

  Splinter 1 1 (33.33) 0 0 (0.00) 

 
Investigations     

  - Total 1 1 (33.33) 1 1 (33.33) 

  Platelet count decreased 1 1 (33.33) 1 1 (33.33) 

 
Metabolism and nutrition disorders     

  - Total 1 1 (33.33) 0 0 (0.00) 



  

  

7081 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=3 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=3 

n (%)2 

  Hyperglycaemia 1 1 (33.33) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 1 1 (33.33) 0 0 (0.00) 

  Osteoporosis 1 1 (33.33) 0 0 (0.00) 

 
Nervous system disorders     

  - Total 1 1 (33.33) 0 0 (0.00) 

  Neuralgia 1 1 (33.33) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 1 1 (33.33) 0 0 (0.00) 

  Epistaxis 1 1 (33.33) 0 0 (0.00) 

 
Vascular disorders     

  - Total 1 1 (33.33) 0 0 (0.00) 

  Hypertension 1 1 (33.33) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 
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1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:12                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187f 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=7 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=7 

n (%)2 

Total number of AE per patient 4 4 (57.14) 2 2 (28.57) 

 
Eye disorders     

  - Total 1 1 (14.29) 1 1 (14.29) 

  Keratitis 1 1 (14.29) 1 1 (14.29) 

 
Investigations     

  - Total 1 1 (14.29) 0 0 (0.00) 

  Lymphocyte count decreased 1 1 (14.29) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 1 1 (14.29) 1 1 (14.29) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (14.29) 1 1 (14.29) 
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Timing: >1 year post-CTL019 infusion, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=7 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=7 

n (%)2 

Psychiatric disorders     

  - Total 1 1 (14.29) 0 0 (0.00) 

  Completed suicide 1 1 (14.29) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:12                                        Final 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187f 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=12 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=12 
n (%)2 

Total number of AE per patient 2 2 (16.67) 0 0 (0.00) 

 
Infections and infestations     

  - Total 2 2 (16.67) 0 0 (0.00) 

  Infection 1 1 (8.33) 0 0 (0.00) 

  Rhinitis 1 1 (8.33) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187f 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Baseline bone marrow tumor burden: Missing 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=1 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=1 

n (%)2 

No records met the criteria     

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187f 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: At anytime, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=26 
n (%)2 

Total number of AE per patient 450 26 (100.00) 102 24 (92.31) 

 
Blood and lymphatic system disorders     

  - Total 22 13 (50.00) 10 7 (26.92) 

  Anaemia 11 5 (19.23) 4 1 (3.85) 

  Neutropenia 4 3 (11.54) 1 1 (3.85) 

  Febrile neutropenia 3 3 (11.54) 2 2 (7.69) 

  B-cell aplasia 1 1 (3.85) 1 1 (3.85) 

  Bone marrow failure 1 1 (3.85) 1 1 (3.85) 

  Pancytopenia 1 1 (3.85) 1 1 (3.85) 

  Thrombocytopenia 1 1 (3.85) 0 0 (0.00) 

 
Cardiac disorders     

  - Total 6 5 (19.23) 0 0 (0.00) 

  Tachycardia 3 3 (11.54) 0 0 (0.00) 
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Timing: At anytime, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=26 
n (%)2 

  Cardiac discomfort 1 1 (3.85) 0 0 (0.00) 

  Sinus bradycardia 1 1 (3.85) 0 0 (0.00) 

  Sinus tachycardia 1 1 (3.85) 0 0 (0.00) 

 
Eye disorders     

  - Total 5 4 (15.38) 1 1 (3.85) 

  Astigmatism 1 1 (3.85) 0 0 (0.00) 

  Conjunctivitis allergic 1 1 (3.85) 0 0 (0.00) 

  Dry eye 1 1 (3.85) 0 0 (0.00) 

  Hypermetropia 1 1 (3.85) 0 0 (0.00) 

  Keratitis 1 1 (3.85) 1 1 (3.85) 

 
Gastrointestinal disorders     

  - Total 48 15 (57.69) 1 1 (3.85) 

  Nausea 11 8 (30.77) 0 0 (0.00) 

  Diarrhoea 10 6 (23.08) 1 1 (3.85) 

  Vomiting 9 6 (23.08) 0 0 (0.00) 

  Abdominal pain 5 3 (11.54) 0 0 (0.00) 

  Abdominal pain upper 2 2 (7.69) 0 0 (0.00) 

  Constipation 2 2 (7.69) 0 0 (0.00) 

  Abdominal pain lower 1 1 (3.85) 0 0 (0.00) 
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Timing: At anytime, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=26 
n (%)2 

  Gastrointestinal motility disorder 1 1 (3.85) 0 0 (0.00) 

  Gastrointestinal pain 1 1 (3.85) 0 0 (0.00) 

  Gingival bleeding 1 1 (3.85) 0 0 (0.00) 

  Hypoaesthesia oral 1 1 (3.85) 0 0 (0.00) 

  Lip haemorrhage 1 1 (3.85) 0 0 (0.00) 

  Paraesthesia oral 1 1 (3.85) 0 0 (0.00) 

  Stomatitis 1 1 (3.85) 0 0 (0.00) 

  Toothache 1 1 (3.85) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 44 18 (69.23) 3 2 (7.69) 

  Pyrexia 24 13 (50.00) 1 1 (3.85) 

  Fatigue 5 3 (11.54) 0 0 (0.00) 

  Chills 3 3 (11.54) 0 0 (0.00) 

  Oedema peripheral 3 2 (7.69) 0 0 (0.00) 

  Catheter site erythema 2 2 (7.69) 0 0 (0.00) 

  Asthenia 1 1 (3.85) 0 0 (0.00) 

  Axillary pain 1 1 (3.85) 0 0 (0.00) 

  Catheter site pain 1 1 (3.85) 0 0 (0.00) 

  Face oedema 1 1 (3.85) 1 1 (3.85) 
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Timing: At anytime, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=26 
n (%)2 

  Gait disturbance 1 1 (3.85) 0 0 (0.00) 

  Localised oedema 1 1 (3.85) 1 1 (3.85) 

  Pain 1 1 (3.85) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 3 3 (11.54) 2 2 (7.69) 

  Cholestasis 1 1 (3.85) 1 1 (3.85) 

  Hepatocellular injury 1 1 (3.85) 1 1 (3.85) 

  Hepatotoxicity 1 1 (3.85) 0 0 (0.00) 

 
Immune system disorders     

  - Total 47 19 (73.08) 12 6 (23.08) 

  Cytokine release syndrome 32 15 (57.69) 11 6 (23.08) 

  Hypogammaglobulinaemia 11 10 (38.46) 0 0 (0.00) 

  Allergy to immunoglobulin therapy 2 1 (3.85) 0 0 (0.00) 

  Drug hypersensitivity 1 1 (3.85) 0 0 (0.00) 

  Haemophagocytic 
lymphohistiocytosis 

1 1 (3.85) 1 1 (3.85) 

 
Infections and infestations     

  - Total 44 15 (57.69) 10 8 (30.77) 

  Upper respiratory tract infection 5 4 (15.38) 0 0 (0.00) 
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Timing: At anytime, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=26 
n (%)2 

  Device related infection 4 4 (15.38) 2 2 (7.69) 

  Herpes zoster 4 4 (15.38) 1 1 (3.85) 

  Gastroenteritis 2 2 (7.69) 0 0 (0.00) 

  Influenza 2 2 (7.69) 1 1 (3.85) 

  Meningitis aseptic 2 1 (3.85) 2 1 (3.85) 

  Nasopharyngitis 2 2 (7.69) 0 0 (0.00) 

  Body tinea 1 1 (3.85) 0 0 (0.00) 

  Bronchitis 1 1 (3.85) 0 0 (0.00) 

  Cellulitis 1 1 (3.85) 0 0 (0.00) 

  Eye infection 1 1 (3.85) 0 0 (0.00) 

  Laryngitis 1 1 (3.85) 0 0 (0.00) 

  Nail infection 1 1 (3.85) 0 0 (0.00) 

  Oral fungal infection 1 1 (3.85) 0 0 (0.00) 

  Otitis externa 1 1 (3.85) 0 0 (0.00) 

  Otitis media 1 1 (3.85) 0 0 (0.00) 

  Otitis media acute 1 1 (3.85) 0 0 (0.00) 

  Parainfluenzae virus infection 1 1 (3.85) 0 0 (0.00) 

  Parotitis 1 1 (3.85) 0 0 (0.00) 

  Pneumonia 1 1 (3.85) 1 1 (3.85) 

  Pneumonia haemophilus 1 1 (3.85) 1 1 (3.85) 



  

  

7092 

Timing: At anytime, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=26 
n (%)2 

  Rash pustular 1 1 (3.85) 0 0 (0.00) 

  Respiratory syncytial virus infection 1 1 (3.85) 1 1 (3.85) 

  Respiratory tract infection 1 1 (3.85) 0 0 (0.00) 

  Rhinitis 1 1 (3.85) 0 0 (0.00) 

  Skin infection 1 1 (3.85) 0 0 (0.00) 

  Tinea pedis 1 1 (3.85) 0 0 (0.00) 

  Tonsillitis 1 1 (3.85) 1 1 (3.85) 

  Tooth infection 1 1 (3.85) 0 0 (0.00) 

  Vulvitis 1 1 (3.85) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 10 5 (19.23) 1 1 (3.85) 

  Contusion 2 2 (7.69) 0 0 (0.00) 

  Allergic transfusion reaction 1 1 (3.85) 0 0 (0.00) 

  Fall 1 1 (3.85) 0 0 (0.00) 

  Ligament sprain 1 1 (3.85) 0 0 (0.00) 

  Periorbital haematoma 1 1 (3.85) 1 1 (3.85) 

  Procedural pain 1 1 (3.85) 0 0 (0.00) 

  Subcutaneous haematoma 1 1 (3.85) 0 0 (0.00) 

  Thermal burn 1 1 (3.85) 0 0 (0.00) 



  

  

7093 

Timing: At anytime, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=26 
n (%)2 

  Transfusion reaction 1 1 (3.85) 0 0 (0.00) 

 
Investigations     

  - Total 88 15 (57.69) 45 11 (42.31) 

  Neutrophil count decreased 19 5 (19.23) 17 4 (15.38) 

  Platelet count decreased 18 5 (19.23) 7 3 (11.54) 

  White blood cell count decreased 14 5 (19.23) 10 3 (11.54) 

  Aspartate aminotransferase 
increased 

8 5 (19.23) 2 1 (3.85) 

  Alanine aminotransferase increased 7 5 (19.23) 3 2 (7.69) 

  Immunoglobulins decreased 4 3 (11.54) 3 2 (7.69) 

  Lymphocyte count decreased 3 2 (7.69) 1 1 (3.85) 

  Blood creatinine increased 2 1 (3.85) 0 0 (0.00) 

  Blood urea increased 2 1 (3.85) 0 0 (0.00) 

  Prothrombin time prolonged 2 2 (7.69) 0 0 (0.00) 

  Antithrombin III decreased 1 1 (3.85) 0 0 (0.00) 

  C-reactive protein increased 1 1 (3.85) 0 0 (0.00) 

  Cytomegalovirus test positive 1 1 (3.85) 0 0 (0.00) 

  Fungal test positive 1 1 (3.85) 1 1 (3.85) 

  Gamma-glutamyltransferase 
increased 

1 1 (3.85) 0 0 (0.00) 



  

  

7094 

Timing: At anytime, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=26 
n (%)2 

  Haemoglobin decreased 1 1 (3.85) 1 1 (3.85) 

  Lymph node palpable 1 1 (3.85) 0 0 (0.00) 

  Serum ferritin increased 1 1 (3.85) 0 0 (0.00) 

  Vitamin D decreased 1 1 (3.85) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 25 13 (50.00) 5 2 (7.69) 

  Hypokalaemia 6 3 (11.54) 2 1 (3.85) 

  Decreased appetite 4 4 (15.38) 1 1 (3.85) 

  Hypoalbuminaemia 4 3 (11.54) 1 1 (3.85) 

  Hyperphosphataemia 2 1 (3.85) 0 0 (0.00) 

  Hyperuricaemia 2 1 (3.85) 0 0 (0.00) 

  Hypomagnesaemia 2 2 (7.69) 0 0 (0.00) 

  Fluid overload 1 1 (3.85) 0 0 (0.00) 

  Fluid retention 1 1 (3.85) 0 0 (0.00) 

  Hyperglycaemia 1 1 (3.85) 1 1 (3.85) 

  Hypophosphataemia 1 1 (3.85) 0 0 (0.00) 

  Vitamin D deficiency 1 1 (3.85) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    



  

  

7095 

Timing: At anytime, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=26 
n (%)2 

  - Total 16 10 (38.46) 1 1 (3.85) 

  Arthralgia 5 3 (11.54) 0 0 (0.00) 

  Pain in extremity 4 3 (11.54) 0 0 (0.00) 

  Myalgia 3 3 (11.54) 0 0 (0.00) 

  Back pain 2 2 (7.69) 0 0 (0.00) 

  Bone pain 1 1 (3.85) 0 0 (0.00) 

  Joint effusion 1 1 (3.85) 1 1 (3.85) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 3 3 (11.54) 3 3 (11.54) 

  Acute lymphocytic leukaemia 
recurrent 

2 2 (7.69) 2 2 (7.69) 

  Acute lymphocytic leukaemia 1 1 (3.85) 1 1 (3.85) 

 
Nervous system disorders     

  - Total 14 9 (34.62) 2 2 (7.69) 

  Headache 5 5 (19.23) 0 0 (0.00) 

  Seizure 3 3 (11.54) 2 2 (7.69) 

  Dizziness 1 1 (3.85) 0 0 (0.00) 

  Dysgeusia 1 1 (3.85) 0 0 (0.00) 

  Hemiparesis 1 1 (3.85) 0 0 (0.00) 



  

  

7096 

Timing: At anytime, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=26 
n (%)2 

  Intention tremor 1 1 (3.85) 0 0 (0.00) 

  Intracranial pressure increased 1 1 (3.85) 0 0 (0.00) 

  Tremor 1 1 (3.85) 0 0 (0.00) 

 
Product issues     

  - Total 1 1 (3.85) 0 0 (0.00) 

  Device occlusion 1 1 (3.85) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 11 7 (26.92) 0 0 (0.00) 

  Delirium 2 2 (7.69) 0 0 (0.00) 

  Insomnia 2 2 (7.69) 0 0 (0.00) 

  Agitation 1 1 (3.85) 0 0 (0.00) 

  Anxiety 1 1 (3.85) 0 0 (0.00) 

  Completed suicide 1 1 (3.85) 0 0 (0.00) 

  Confusional state 1 1 (3.85) 0 0 (0.00) 

  Depression 1 1 (3.85) 0 0 (0.00) 

  Initial insomnia 1 1 (3.85) 0 0 (0.00) 

  Irritability 1 1 (3.85) 0 0 (0.00) 

 
Renal and urinary disorders     



  

  

7097 

Timing: At anytime, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=26 
n (%)2 

  - Total 9 5 (19.23) 1 1 (3.85) 

  Acute kidney injury 3 1 (3.85) 1 1 (3.85) 

  Chromaturia 2 1 (3.85) 0 0 (0.00) 

  Dysuria 1 1 (3.85) 0 0 (0.00) 

  Polyuria 1 1 (3.85) 0 0 (0.00) 

  Urinary incontinence 1 1 (3.85) 0 0 (0.00) 

  Urinary tract disorder 1 1 (3.85) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 24 10 (38.46) 3 2 (7.69) 

  Cough 5 4 (15.38) 0 0 (0.00) 

  Hypoxia 5 3 (11.54) 2 2 (7.69) 

  Oropharyngeal pain 4 4 (15.38) 0 0 (0.00) 

  Dyspnoea 2 2 (7.69) 0 0 (0.00) 

  Epistaxis 2 2 (7.69) 0 0 (0.00) 

  Rhinorrhoea 2 2 (7.69) 0 0 (0.00) 

  Increased upper airway secretion 1 1 (3.85) 0 0 (0.00) 

  Pulmonary granuloma 1 1 (3.85) 1 1 (3.85) 

  Stridor 1 1 (3.85) 0 0 (0.00) 

  Tachypnoea 1 1 (3.85) 0 0 (0.00) 



  

  

7098 

Timing: At anytime, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=26 
n (%)2 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 24 10 (38.46) 0 0 (0.00) 

  Erythema 4 3 (11.54) 0 0 (0.00) 

  Rash 4 3 (11.54) 0 0 (0.00) 

  Dry skin 2 2 (7.69) 0 0 (0.00) 

  Hangnail 2 2 (7.69) 0 0 (0.00) 

  Ingrowing nail 2 2 (7.69) 0 0 (0.00) 

  Papule 2 2 (7.69) 0 0 (0.00) 

  Petechiae 2 1 (3.85) 0 0 (0.00) 

  Pruritus 2 2 (7.69) 0 0 (0.00) 

  Acne 1 1 (3.85) 0 0 (0.00) 

  Dermatitis 1 1 (3.85) 0 0 (0.00) 

  Eczema 1 1 (3.85) 0 0 (0.00) 

  Urticaria 1 1 (3.85) 0 0 (0.00) 

 
Vascular disorders     

  - Total 6 5 (19.23) 2 2 (7.69) 

  Hypertension 2 2 (7.69) 1 1 (3.85) 

  Hypotension 2 2 (7.69) 0 0 (0.00) 



  

  

7099 

Timing: At anytime, Baseline bone marrow tumor burden: Low 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=26 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=26 
n (%)2 

  Capillary leak syndrome 1 1 (3.85) 1 1 (3.85) 

  Venous thrombosis limb 1 1 (3.85) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:12                                        Final 

 
  



  

  

7100 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187f 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: At anytime, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=40 
n (%)2 

Total number of AE per patient 853 40 (100.00) 208 32 (80.00) 

 
Blood and lymphatic system disorders     

  - Total 53 24 (60.00) 32 17 (42.50) 

  Anaemia 20 8 (20.00) 9 5 (12.50) 

  Neutropenia 10 6 (15.00) 10 6 (15.00) 

  Thrombocytopenia 9 5 (12.50) 6 4 (10.00) 

  Disseminated intravascular 
coagulation 

3 3 (7.50) 1 1 (2.50) 

  Leukopenia 3 1 (2.50) 1 1 (2.50) 

  Febrile neutropenia 2 2 (5.00) 2 2 (5.00) 

  B-cell aplasia 1 1 (2.50) 0 0 (0.00) 

  Bone marrow failure 1 1 (2.50) 1 1 (2.50) 

  Coagulation factor deficiency 1 1 (2.50) 1 1 (2.50) 



  

  

7101 

Timing: At anytime, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=40 
n (%)2 

  Leukocytosis 1 1 (2.50) 0 0 (0.00) 

  Lymphopenia 1 1 (2.50) 1 1 (2.50) 

  Splenomegaly 1 1 (2.50) 0 0 (0.00) 

 
Cardiac disorders     

  - Total 22 10 (25.00) 2 2 (5.00) 

  Tachycardia 9 6 (15.00) 0 0 (0.00) 

  Sinus bradycardia 4 2 (5.00) 0 0 (0.00) 

  Sinus tachycardia 4 3 (7.50) 0 0 (0.00) 

  Left ventricular dysfunction 2 2 (5.00) 2 2 (5.00) 

  Bradycardia 1 1 (2.50) 0 0 (0.00) 

  Cardiac hypertrophy 1 1 (2.50) 0 0 (0.00) 

  Pericardial effusion 1 1 (2.50) 0 0 (0.00) 

 
Congenital, familial and genetic 
disorders 

    

  - Total 1 1 (2.50) 0 0 (0.00) 

  Talipes 1 1 (2.50) 0 0 (0.00) 

 
Ear and labyrinth disorders     

  - Total 3 2 (5.00) 1 1 (2.50) 

  Ear pain 2 1 (2.50) 0 0 (0.00) 



  

  

7102 

Timing: At anytime, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=40 
n (%)2 

  Vertigo 1 1 (2.50) 1 1 (2.50) 

 
Endocrine disorders     

  - Total 3 2 (5.00) 0 0 (0.00) 

  Hypothyroidism 1 1 (2.50) 0 0 (0.00) 

  Inappropriate antidiuretic hormone 
secretion 

1 1 (2.50) 0 0 (0.00) 

  Precocious puberty 1 1 (2.50) 0 0 (0.00) 

 
Eye disorders     

  - Total 18 8 (20.00) 1 1 (2.50) 

  Eye pain 3 2 (5.00) 0 0 (0.00) 

  Amaurosis 1 1 (2.50) 1 1 (2.50) 

  Blepharitis 1 1 (2.50) 0 0 (0.00) 

  Blepharospasm 1 1 (2.50) 0 0 (0.00) 

  Blindness unilateral 1 1 (2.50) 0 0 (0.00) 

  Conjunctival haemorrhage 1 1 (2.50) 0 0 (0.00) 

  Diplopia 1 1 (2.50) 0 0 (0.00) 

  Dry eye 1 1 (2.50) 0 0 (0.00) 

  Eye pruritus 1 1 (2.50) 0 0 (0.00) 

  Lacrimation increased 1 1 (2.50) 0 0 (0.00) 



  

  

7103 

Timing: At anytime, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=40 
n (%)2 

  Ocular hyperaemia 1 1 (2.50) 0 0 (0.00) 

  Ocular hypertension 1 1 (2.50) 0 0 (0.00) 

  Optic atrophy 1 1 (2.50) 0 0 (0.00) 

  Vision blurred 1 1 (2.50) 0 0 (0.00) 

  Visual impairment 1 1 (2.50) 0 0 (0.00) 

  Vitreous opacities 1 1 (2.50) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 77 26 (65.00) 4 4 (10.00) 

  Diarrhoea 17 11 (27.50) 1 1 (2.50) 

  Abdominal pain 9 5 (12.50) 0 0 (0.00) 

  Nausea 9 8 (20.00) 1 1 (2.50) 

  Constipation 7 4 (10.00) 0 0 (0.00) 

  Vomiting 7 6 (15.00) 0 0 (0.00) 

  Abdominal distension 4 3 (7.50) 0 0 (0.00) 

  Proctalgia 3 2 (5.00) 0 0 (0.00) 

  Stomatitis 3 2 (5.00) 0 0 (0.00) 

  Oral pain 2 1 (2.50) 0 0 (0.00) 

  Upper gastrointestinal haemorrhage 2 1 (2.50) 0 0 (0.00) 

  Abdominal pain upper 1 1 (2.50) 0 0 (0.00) 



  

  

7104 

Timing: At anytime, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=40 
n (%)2 

  Anal fissure 1 1 (2.50) 0 0 (0.00) 

  Anal fistula 1 1 (2.50) 0 0 (0.00) 

  Anal haemorrhage 1 1 (2.50) 0 0 (0.00) 

  Anal incontinence 1 1 (2.50) 0 0 (0.00) 

  Dental caries 1 1 (2.50) 0 0 (0.00) 

  Dyspepsia 1 1 (2.50) 0 0 (0.00) 

  Gastrointestinal haemorrhage 1 1 (2.50) 1 1 (2.50) 

  Gingival swelling 1 1 (2.50) 0 0 (0.00) 

  Lip dry 1 1 (2.50) 0 0 (0.00) 

  Paraesthesia oral 1 1 (2.50) 0 0 (0.00) 

  Periodontal disease 1 1 (2.50) 0 0 (0.00) 

  Rectal haemorrhage 1 1 (2.50) 0 0 (0.00) 

  Rectal ulcer 1 1 (2.50) 1 1 (2.50) 

 
General disorders and administration 
site conditions 

    

  - Total 73 24 (60.00) 6 6 (15.00) 

  Pyrexia 41 18 (45.00) 3 3 (7.50) 

  Face oedema 4 4 (10.00) 0 0 (0.00) 

  Fatigue 4 4 (10.00) 0 0 (0.00) 

  Localised oedema 3 2 (5.00) 0 0 (0.00) 



  

  

7105 

Timing: At anytime, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=40 
n (%)2 

  Oedema peripheral 3 3 (7.50) 0 0 (0.00) 

  Pain 3 3 (7.50) 0 0 (0.00) 

  Non-cardiac chest pain 2 2 (5.00) 0 0 (0.00) 

  Asthenia 1 1 (2.50) 0 0 (0.00) 

  Catheter site haemorrhage 1 1 (2.50) 0 0 (0.00) 

  Catheter site pain 1 1 (2.50) 0 0 (0.00) 

  Catheter site pruritus 1 1 (2.50) 0 0 (0.00) 

  Chills 1 1 (2.50) 0 0 (0.00) 

  Drug withdrawal syndrome 1 1 (2.50) 1 1 (2.50) 

  Facial pain 1 1 (2.50) 0 0 (0.00) 

  Gait disturbance 1 1 (2.50) 0 0 (0.00) 

  Generalised oedema 1 1 (2.50) 0 0 (0.00) 

  Malaise 1 1 (2.50) 0 0 (0.00) 

  Mucosal inflammation 1 1 (2.50) 1 1 (2.50) 

  Multiple organ dysfunction syndrome 1 1 (2.50) 1 1 (2.50) 

  Oedema 1 1 (2.50) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 4 4 (10.00) 1 1 (2.50) 

  Gallbladder oedema 1 1 (2.50) 0 0 (0.00) 



  

  

7106 

Timing: At anytime, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=40 
n (%)2 

  Hepatic failure 1 1 (2.50) 0 0 (0.00) 

  Hepatic steatosis 1 1 (2.50) 0 0 (0.00) 

  Hepatosplenomegaly 1 1 (2.50) 1 1 (2.50) 

 
Immune system disorders     

  - Total 78 33 (82.50) 28 17 (42.50) 

  Cytokine release syndrome 60 30 (75.00) 25 15 (37.50) 

  Hypogammaglobulinaemia 11 11 (27.50) 2 2 (5.00) 

  Allergy to immunoglobulin therapy 2 2 (5.00) 0 0 (0.00) 

  Drug hypersensitivity 2 2 (5.00) 0 0 (0.00) 

  Haemophagocytic 
lymphohistiocytosis 

2 2 (5.00) 1 1 (2.50) 

  Atopy 1 1 (2.50) 0 0 (0.00) 

 
Infections and infestations     

  - Total 76 27 (67.50) 25 12 (30.00) 

  Nasopharyngitis 6 6 (15.00) 0 0 (0.00) 

  Rhinitis 5 4 (10.00) 0 0 (0.00) 

  Upper respiratory tract infection 4 3 (7.50) 0 0 (0.00) 

  Candida infection 3 3 (7.50) 2 2 (5.00) 

  Rash pustular 3 2 (5.00) 0 0 (0.00) 



  

  

7107 

Timing: At anytime, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=40 
n (%)2 

  Sepsis 3 3 (7.50) 3 3 (7.50) 

  Sinusitis 3 3 (7.50) 2 2 (5.00) 

  Viral upper respiratory tract infection 3 2 (5.00) 0 0 (0.00) 

  Aspergillus infection 2 2 (5.00) 2 2 (5.00) 

  Bacterial infection 2 2 (5.00) 2 2 (5.00) 

  Central nervous system infection 2 1 (2.50) 1 1 (2.50) 

  Conjunctivitis 2 1 (2.50) 0 0 (0.00) 

  Enterovirus infection 2 2 (5.00) 0 0 (0.00) 

  Infection 2 2 (5.00) 1 1 (2.50) 

  Oral herpes 2 2 (5.00) 0 0 (0.00) 

  Paronychia 2 2 (5.00) 0 0 (0.00) 

  Pneumonia 2 2 (5.00) 2 2 (5.00) 

  Vascular device infection 2 2 (5.00) 2 2 (5.00) 

  Alternaria infection 1 1 (2.50) 1 1 (2.50) 

  Atypical pneumonia 1 1 (2.50) 1 1 (2.50) 

  Bronchitis 1 1 (2.50) 0 0 (0.00) 

  Bronchopulmonary aspergillosis 1 1 (2.50) 0 0 (0.00) 

  Catheter site infection 1 1 (2.50) 0 0 (0.00) 

  Cellulitis 1 1 (2.50) 0 0 (0.00) 

  Cellulitis orbital 1 1 (2.50) 1 1 (2.50) 



  

  

7108 

Timing: At anytime, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=40 
n (%)2 

  Cerebral fungal infection 1 1 (2.50) 1 1 (2.50) 

  Conjunctivitis viral 1 1 (2.50) 0 0 (0.00) 

  Enterococcal infection 1 1 (2.50) 1 1 (2.50) 

  Folliculitis 1 1 (2.50) 0 0 (0.00) 

  Gastroenteritis 1 1 (2.50) 0 0 (0.00) 

  Helminthic infection 1 1 (2.50) 0 0 (0.00) 

  Herpes zoster 1 1 (2.50) 0 0 (0.00) 

  Impetigo 1 1 (2.50) 0 0 (0.00) 

  Mucosal infection 1 1 (2.50) 0 0 (0.00) 

  Otitis externa 1 1 (2.50) 0 0 (0.00) 

  Otitis media 1 1 (2.50) 0 0 (0.00) 

  Periorbital cellulitis 1 1 (2.50) 1 1 (2.50) 

  Pharyngitis 1 1 (2.50) 0 0 (0.00) 

  Pneumonia viral 1 1 (2.50) 0 0 (0.00) 

  Respiratory syncytial virus infection 1 1 (2.50) 0 0 (0.00) 

  Rhinovirus infection 1 1 (2.50) 0 0 (0.00) 

  Septic shock 1 1 (2.50) 1 1 (2.50) 

  Systemic infection 1 1 (2.50) 1 1 (2.50) 

  Urinary tract infection viral 1 1 (2.50) 0 0 (0.00) 

 



  

  

7109 

Timing: At anytime, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=40 
n (%)2 

Injury, poisoning and procedural 
complications 

    

  - Total 11 6 (15.00) 0 0 (0.00) 

  Infusion related reaction 2 1 (2.50) 0 0 (0.00) 

  Allergic transfusion reaction 1 1 (2.50) 0 0 (0.00) 

  Contusion 1 1 (2.50) 0 0 (0.00) 

  Fall 1 1 (2.50) 0 0 (0.00) 

  Femoral neck fracture 1 1 (2.50) 0 0 (0.00) 

  Post procedural haemorrhage 1 1 (2.50) 0 0 (0.00) 

  Procedural pain 1 1 (2.50) 0 0 (0.00) 

  Skin abrasion 1 1 (2.50) 0 0 (0.00) 

  Stoma site erythema 1 1 (2.50) 0 0 (0.00) 

  Stoma site haemorrhage 1 1 (2.50) 0 0 (0.00) 

 
Investigations     

  - Total 115 22 (55.00) 55 15 (37.50) 

  Neutrophil count decreased 21 6 (15.00) 16 6 (15.00) 

  White blood cell count decreased 18 8 (20.00) 12 7 (17.50) 

  Platelet count decreased 16 4 (10.00) 11 3 (7.50) 

  Blood fibrinogen decreased 7 5 (12.50) 3 3 (7.50) 

  Alanine aminotransferase increased 4 2 (5.00) 1 1 (2.50) 



  

  

7110 

Timing: At anytime, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=40 
n (%)2 

  Aspartate aminotransferase 
increased 

4 3 (7.50) 2 2 (5.00) 

  Blood creatine phosphokinase 
increased 

4 1 (2.50) 3 1 (2.50) 

  Blood alkaline phosphatase 
increased 

3 2 (5.00) 0 0 (0.00) 

  Blood bilirubin increased 3 3 (7.50) 2 2 (5.00) 

  Lymphocyte count decreased 3 3 (7.50) 3 3 (7.50) 

  Activated partial thromboplastin time 
prolonged 

2 2 (5.00) 0 0 (0.00) 

  Blood creatinine increased 2 2 (5.00) 0 0 (0.00) 

  Blood lactate dehydrogenase 
increased 

2 1 (2.50) 0 0 (0.00) 

  Blood potassium decreased 2 1 (2.50) 0 0 (0.00) 

  Blood urea decreased 2 1 (2.50) 0 0 (0.00) 

  Immunoglobulins decreased 2 2 (5.00) 1 1 (2.50) 

  Lipase increased 2 1 (2.50) 0 0 (0.00) 

  Ammonia increased 1 1 (2.50) 0 0 (0.00) 

  Blood chloride increased 1 1 (2.50) 0 0 (0.00) 

  Blood fibrinogen increased 1 1 (2.50) 0 0 (0.00) 

  Blood magnesium increased 1 1 (2.50) 1 1 (2.50) 



  

  

7111 

Timing: At anytime, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=40 
n (%)2 

  Blood uric acid increased 1 1 (2.50) 0 0 (0.00) 

  Blood urine present 1 1 (2.50) 0 0 (0.00) 

  C-reactive protein increased 1 1 (2.50) 0 0 (0.00) 

  Chest X-ray abnormal 1 1 (2.50) 0 0 (0.00) 

  Chlamydia test positive 1 1 (2.50) 0 0 (0.00) 

  Electrocardiogram repolarisation 
abnormality 

1 1 (2.50) 0 0 (0.00) 

  Gamma-glutamyltransferase 
increased 

1 1 (2.50) 0 0 (0.00) 

  Heart sounds abnormal 1 1 (2.50) 0 0 (0.00) 

  International normalised ratio 
increased 

1 1 (2.50) 0 0 (0.00) 

  Monocyte count decreased 1 1 (2.50) 0 0 (0.00) 

  Protein total decreased 1 1 (2.50) 0 0 (0.00) 

  Prothrombin time prolonged 1 1 (2.50) 0 0 (0.00) 

  Serum ferritin increased 1 1 (2.50) 0 0 (0.00) 

  Weight decreased 1 1 (2.50) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 92 19 (47.50) 22 9 (22.50) 

  Hypokalaemia 20 11 (27.50) 7 5 (12.50) 



  

  

7112 

Timing: At anytime, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=40 
n (%)2 

  Hypophosphataemia 16 9 (22.50) 2 2 (5.00) 

  Hypocalcaemia 15 8 (20.00) 8 4 (10.00) 

  Hypoalbuminaemia 9 5 (12.50) 0 0 (0.00) 

  Hypomagnesaemia 5 5 (12.50) 0 0 (0.00) 

  Decreased appetite 4 4 (10.00) 0 0 (0.00) 

  Hyponatraemia 4 2 (5.00) 1 1 (2.50) 

  Dehydration 3 2 (5.00) 1 1 (2.50) 

  Hyperkalaemia 3 3 (7.50) 0 0 (0.00) 

  Hyperuricaemia 3 3 (7.50) 0 0 (0.00) 

  Hypercalcaemia 2 2 (5.00) 0 0 (0.00) 

  Hyperglycaemia 2 2 (5.00) 1 1 (2.50) 

  Hyperphosphataemia 2 1 (2.50) 0 0 (0.00) 

  Hyperferritinaemia 1 1 (2.50) 0 0 (0.00) 

  Hypernatraemia 1 1 (2.50) 0 0 (0.00) 

  Lactic acidosis 1 1 (2.50) 1 1 (2.50) 

  Tumour lysis syndrome 1 1 (2.50) 1 1 (2.50) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 35 12 (30.00) 3 3 (7.50) 

  Pain in extremity 9 4 (10.00) 0 0 (0.00) 



  

  

7113 

Timing: At anytime, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=40 
n (%)2 

  Arthralgia 6 5 (12.50) 2 2 (5.00) 

  Back pain 5 4 (10.00) 0 0 (0.00) 

  Muscular weakness 4 3 (7.50) 1 1 (2.50) 

  Myalgia 3 3 (7.50) 0 0 (0.00) 

  Bone pain 2 2 (5.00) 0 0 (0.00) 

  Neck pain 2 2 (5.00) 0 0 (0.00) 

  Osteopenia 2 2 (5.00) 0 0 (0.00) 

  Joint stiffness 1 1 (2.50) 0 0 (0.00) 

  Osteonecrosis 1 1 (2.50) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 5 5 (12.50) 5 5 (12.50) 

  Acute lymphocytic leukaemia 
recurrent 

2 2 (5.00) 2 2 (5.00) 

  B precursor type acute leukaemia 1 1 (2.50) 1 1 (2.50) 

  Leukaemia 1 1 (2.50) 1 1 (2.50) 

  Neoplasm progression 1 1 (2.50) 1 1 (2.50) 

 
Nervous system disorders     

  - Total 38 20 (50.00) 6 4 (10.00) 

  Headache 11 10 (25.00) 1 1 (2.50) 



  

  

7114 

Timing: At anytime, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=40 
n (%)2 

  Dyskinesia 4 1 (2.50) 2 1 (2.50) 

  Seizure 3 3 (7.50) 0 0 (0.00) 

  Tremor 3 3 (7.50) 0 0 (0.00) 

  Lethargy 2 2 (5.00) 0 0 (0.00) 

  Cerebral atrophy 1 1 (2.50) 0 0 (0.00) 

  Depressed level of consciousness 1 1 (2.50) 1 1 (2.50) 

  Dizziness 1 1 (2.50) 0 0 (0.00) 

  Dysarthria 1 1 (2.50) 0 0 (0.00) 

  Encephalopathy 1 1 (2.50) 1 1 (2.50) 

  Facial paralysis 1 1 (2.50) 0 0 (0.00) 

  Head discomfort 1 1 (2.50) 0 0 (0.00) 

  Hyperkinesia 1 1 (2.50) 0 0 (0.00) 

  Intention tremor 1 1 (2.50) 0 0 (0.00) 

  Nervous system disorder 1 1 (2.50) 0 0 (0.00) 

  Neuralgia 1 1 (2.50) 0 0 (0.00) 

  Neurological decompensation 1 1 (2.50) 0 0 (0.00) 

  Neuropathy peripheral 1 1 (2.50) 0 0 (0.00) 

  Somnolence 1 1 (2.50) 1 1 (2.50) 

  Subdural hygroma 1 1 (2.50) 0 0 (0.00) 

 



  

  

7115 

Timing: At anytime, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=40 
n (%)2 

Psychiatric disorders     

  - Total 15 9 (22.50) 2 1 (2.50) 

  Agitation 4 2 (5.00) 1 1 (2.50) 

  Anxiety 3 2 (5.00) 0 0 (0.00) 

  Confusional state 2 2 (5.00) 1 1 (2.50) 

  Disorientation 2 2 (5.00) 0 0 (0.00) 

  Insomnia 2 2 (5.00) 0 0 (0.00) 

  Hallucination 1 1 (2.50) 0 0 (0.00) 

  Irritability 1 1 (2.50) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 14 8 (20.00) 3 2 (5.00) 

  Haematuria 6 4 (10.00) 1 1 (2.50) 

  Acute kidney injury 3 2 (5.00) 2 1 (2.50) 

  Proteinuria 2 2 (5.00) 0 0 (0.00) 

  Dysuria 1 1 (2.50) 0 0 (0.00) 

  Polyuria 1 1 (2.50) 0 0 (0.00) 

  Renal impairment 1 1 (2.50) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    



  

  

7116 

Timing: At anytime, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=40 
n (%)2 

  - Total 6 5 (12.50) 1 1 (2.50) 

  Metrorrhagia 1 1 (2.50) 0 0 (0.00) 

  Ovarian failure 1 1 (2.50) 1 1 (2.50) 

  Perineal pain 1 1 (2.50) 0 0 (0.00) 

  Scrotal oedema 1 1 (2.50) 0 0 (0.00) 

  Vulvovaginal dryness 1 1 (2.50) 0 0 (0.00) 

  Vulvovaginal pain 1 1 (2.50) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 51 15 (37.50) 5 5 (12.50) 

  Cough 17 10 (25.00) 0 0 (0.00) 

  Hypoxia 7 5 (12.50) 3 3 (7.50) 

  Epistaxis 5 5 (12.50) 0 0 (0.00) 

  Nasal congestion 4 4 (10.00) 0 0 (0.00) 

  Tachypnoea 3 2 (5.00) 0 0 (0.00) 

  Dyspnoea 2 1 (2.50) 0 0 (0.00) 

  Oropharyngeal pain 2 2 (5.00) 0 0 (0.00) 

  Rhinorrhoea 2 1 (2.50) 0 0 (0.00) 

  Apnoea 1 1 (2.50) 1 1 (2.50) 

  Lung disorder 1 1 (2.50) 1 1 (2.50) 



  

  

7117 

Timing: At anytime, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=40 
n (%)2 

  Nasal septum perforation 1 1 (2.50) 0 0 (0.00) 

  Pharyngeal erythema 1 1 (2.50) 0 0 (0.00) 

  Pleural effusion 1 1 (2.50) 0 0 (0.00) 

  Productive cough 1 1 (2.50) 0 0 (0.00) 

  Rhinalgia 1 1 (2.50) 0 0 (0.00) 

  Rhonchi 1 1 (2.50) 0 0 (0.00) 

  Sinus pain 1 1 (2.50) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 40 21 (52.50) 1 1 (2.50) 

  Pruritus 7 6 (15.00) 0 0 (0.00) 

  Rash 7 6 (15.00) 1 1 (2.50) 

  Petechiae 5 5 (12.50) 0 0 (0.00) 

  Erythema 4 3 (7.50) 0 0 (0.00) 

  Dry skin 3 3 (7.50) 0 0 (0.00) 

  Eczema 3 2 (5.00) 0 0 (0.00) 

  Ingrowing nail 2 1 (2.50) 0 0 (0.00) 

  Skin ulcer 2 1 (2.50) 0 0 (0.00) 

  Alopecia 1 1 (2.50) 0 0 (0.00) 

  Dermatitis acneiform 1 1 (2.50) 0 0 (0.00) 



  

  

7118 

Timing: At anytime, Baseline bone marrow tumor burden: High 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All patients 
N=40 
n (%)1 

Grade >= 3 
Total 

events 

All patients 
N=40 
n (%)2 

  Dermatitis bullous 1 1 (2.50) 0 0 (0.00) 

  Skin discolouration 1 1 (2.50) 0 0 (0.00) 

  Skin exfoliation 1 1 (2.50) 0 0 (0.00) 

  Skin lesion 1 1 (2.50) 0 0 (0.00) 

  Urticaria 1 1 (2.50) 0 0 (0.00) 

 
Vascular disorders     

  - Total 23 15 (37.50) 5 5 (12.50) 

  Hypotension 6 4 (10.00) 2 2 (5.00) 

  Hypertension 5 5 (12.50) 2 2 (5.00) 

  Flushing 3 1 (2.50) 0 0 (0.00) 

  Pallor 3 3 (7.50) 0 0 (0.00) 

  Hot flush 2 1 (2.50) 0 0 (0.00) 

  Embolism 1 1 (2.50) 0 0 (0.00) 

  Jugular vein thrombosis 1 1 (2.50) 1 1 (2.50) 

  Lymphoedema 1 1 (2.50) 0 0 (0.00) 

  Vascular occlusion 1 1 (2.50) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 
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Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:12                                        Final 

 
  



  

  

7120 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187f 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: At anytime, Baseline bone marrow tumor burden: Missing 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=3 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=3 

n (%)2 

Total number of AE per patient 54 3 (100.00) 17 3 (100.00) 

 
Blood and lymphatic system disorders     

  - Total 5 1 (33.33) 2 1 (33.33) 

  Anaemia 2 1 (33.33) 1 1 (33.33) 

  Febrile neutropenia 2 1 (33.33) 0 0 (0.00) 

  Neutropenia 1 1 (33.33) 1 1 (33.33) 

 
Gastrointestinal disorders     

  - Total 5 1 (33.33) 0 0 (0.00) 

  Vomiting 2 1 (33.33) 0 0 (0.00) 

  Abdominal pain upper 1 1 (33.33) 0 0 (0.00) 

  Constipation 1 1 (33.33) 0 0 (0.00) 

  Gingival bleeding 1 1 (33.33) 0 0 (0.00) 

 



  

  

7121 

Timing: At anytime, Baseline bone marrow tumor burden: Missing 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=3 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=3 

n (%)2 

General disorders and administration 
site conditions 

    

  - Total 6 3 (100.00) 3 1 (33.33) 

  Pyrexia 3 2 (66.67) 1 1 (33.33) 

  Catheter site haemorrhage 1 1 (33.33) 1 1 (33.33) 

  Face oedema 1 1 (33.33) 0 0 (0.00) 

  Pain 1 1 (33.33) 1 1 (33.33) 

 
Immune system disorders     

  - Total 6 2 (66.67) 3 1 (33.33) 

  Cytokine release syndrome 5 2 (66.67) 3 1 (33.33) 

  Allergy to immunoglobulin therapy 1 1 (33.33) 0 0 (0.00) 

 
Infections and infestations     

  - Total 6 3 (100.00) 1 1 (33.33) 

  Cystitis 1 1 (33.33) 0 0 (0.00) 

  Escherichia urinary tract infection 1 1 (33.33) 0 0 (0.00) 

  Gastrointestinal infection 1 1 (33.33) 1 1 (33.33) 

  Molluscum contagiosum 1 1 (33.33) 0 0 (0.00) 

  Nasopharyngitis 1 1 (33.33) 0 0 (0.00) 

  Pseudomembranous colitis 1 1 (33.33) 0 0 (0.00) 

 



  

  

7122 

Timing: At anytime, Baseline bone marrow tumor burden: Missing 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=3 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=3 

n (%)2 

Injury, poisoning and procedural 
complications 

    

  - Total 1 1 (33.33) 0 0 (0.00) 

  Splinter 1 1 (33.33) 0 0 (0.00) 

 
Investigations     

  - Total 5 2 (66.67) 4 1 (33.33) 

  Platelet count decreased 2 1 (33.33) 2 1 (33.33) 

  White blood cell count decreased 2 1 (33.33) 2 1 (33.33) 

  Clostridium test positive 1 1 (33.33) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 4 2 (66.67) 2 2 (66.67) 

  Hypokalaemia 2 1 (33.33) 1 1 (33.33) 

  Dehydration 1 1 (33.33) 1 1 (33.33) 

  Hyperglycaemia 1 1 (33.33) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 2 1 (33.33) 0 0 (0.00) 

  Arthralgia 1 1 (33.33) 0 0 (0.00) 

  Osteoporosis 1 1 (33.33) 0 0 (0.00) 

 



  

  

7123 

Timing: At anytime, Baseline bone marrow tumor burden: Missing 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=3 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=3 

n (%)2 

Nervous system disorders     

  - Total 5 2 (66.67) 2 1 (33.33) 

  Headache 2 1 (33.33) 0 0 (0.00) 

  Encephalopathy 1 1 (33.33) 1 1 (33.33) 

  Neuralgia 1 1 (33.33) 0 0 (0.00) 

  Somnolence 1 1 (33.33) 1 1 (33.33) 

 
Psychiatric disorders     

  - Total 4 1 (33.33) 0 0 (0.00) 

  Insomnia 2 1 (33.33) 0 0 (0.00) 

  Anxiety 1 1 (33.33) 0 0 (0.00) 

  Restlessness 1 1 (33.33) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 2 2 (66.67) 0 0 (0.00) 

  Epistaxis 1 1 (33.33) 0 0 (0.00) 

  Pleural effusion 1 1 (33.33) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 2 1 (33.33) 0 0 (0.00) 



  

  

7124 

Timing: At anytime, Baseline bone marrow tumor burden: Missing 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=3 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=3 

n (%)2 

  Decubitus ulcer 1 1 (33.33) 0 0 (0.00) 

  Rash 1 1 (33.33) 0 0 (0.00) 

 
Vascular disorders     

  - Total 1 1 (33.33) 0 0 (0.00) 

  Hypertension 1 1 (33.33) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:12                                        Final 
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Tabl e 187g => N umber of adverse events post CTL019 i nfusion,  regar dless  of study drug r elati onshi p, by pri mar y sys tem organ cl ass, pr eferred term and N umber of previ ous rel apses (Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                           
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187g 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=6 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=6 

n (%)2 

Total number of AE per patient 101 6 (100.00) 23 6 (100.00) 

 
Blood and lymphatic system disorders     

  - Total 5 5 (83.33) 5 5 (83.33) 

  Neutropenia 2 2 (33.33) 2 2 (33.33) 

  Anaemia 1 1 (16.67) 1 1 (16.67) 

  Coagulation factor deficiency 1 1 (16.67) 1 1 (16.67) 

  Febrile neutropenia 1 1 (16.67) 1 1 (16.67) 

 
Cardiac disorders     

  - Total 5 2 (33.33) 0 0 (0.00) 

  Sinus bradycardia 2 1 (16.67) 0 0 (0.00) 

  Tachycardia 2 1 (16.67) 0 0 (0.00) 

  Sinus tachycardia 1 1 (16.67) 0 0 (0.00) 

 



  

  

7126 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=6 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=6 

n (%)2 

Congenital, familial and genetic 
disorders 

    

  - Total 1 1 (16.67) 0 0 (0.00) 

  Talipes 1 1 (16.67) 0 0 (0.00) 

 
Endocrine disorders     

  - Total 1 1 (16.67) 0 0 (0.00) 

  Precocious puberty 1 1 (16.67) 0 0 (0.00) 

 
Eye disorders     

  - Total 3 1 (16.67) 1 1 (16.67) 

  Amaurosis 1 1 (16.67) 1 1 (16.67) 

  Optic atrophy 1 1 (16.67) 0 0 (0.00) 

  Vitreous opacities 1 1 (16.67) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 13 5 (83.33) 1 1 (16.67) 

  Diarrhoea 4 2 (33.33) 1 1 (16.67) 

  Abdominal pain 3 2 (33.33) 0 0 (0.00) 

  Nausea 2 2 (33.33) 0 0 (0.00) 

  Vomiting 2 2 (33.33) 0 0 (0.00) 

  Dyspepsia 1 1 (16.67) 0 0 (0.00) 



  

  

7127 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=6 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=6 

n (%)2 

  Gingival swelling 1 1 (16.67) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 11 3 (50.00) 2 2 (33.33) 

  Pyrexia 6 2 (33.33) 0 0 (0.00) 

  Face oedema 1 1 (16.67) 0 0 (0.00) 

  Mucosal inflammation 1 1 (16.67) 1 1 (16.67) 

  Multiple organ dysfunction syndrome 1 1 (16.67) 1 1 (16.67) 

  Oedema 1 1 (16.67) 0 0 (0.00) 

  Pain 1 1 (16.67) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 1 1 (16.67) 0 0 (0.00) 

  Hepatic steatosis 1 1 (16.67) 0 0 (0.00) 

 
Immune system disorders     

  - Total 6 5 (83.33) 2 2 (33.33) 

  Cytokine release syndrome 5 5 (83.33) 2 2 (33.33) 

  Haemophagocytic 
lymphohistiocytosis 

1 1 (16.67) 0 0 (0.00) 

 
Infections and infestations     



  

  

7128 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=6 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=6 

n (%)2 

  - Total 7 4 (66.67) 3 3 (50.00) 

  Viral upper respiratory tract infection 2 1 (16.67) 0 0 (0.00) 

  Paronychia 1 1 (16.67) 0 0 (0.00) 

  Pneumonia 1 1 (16.67) 1 1 (16.67) 

  Rash pustular 1 1 (16.67) 0 0 (0.00) 

  Systemic infection 1 1 (16.67) 1 1 (16.67) 

  Vascular device infection 1 1 (16.67) 1 1 (16.67) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 2 2 (33.33) 0 0 (0.00) 

  Femoral neck fracture 1 1 (16.67) 0 0 (0.00) 

  Transfusion reaction 1 1 (16.67) 0 0 (0.00) 

 
Investigations     

  - Total 11 4 (66.67) 5 3 (50.00) 

  Blood potassium decreased 2 1 (16.67) 0 0 (0.00) 

  Immunoglobulins decreased 2 2 (33.33) 1 1 (16.67) 

  Blood uric acid increased 1 1 (16.67) 0 0 (0.00) 

  Electrocardiogram repolarisation 
abnormality 

1 1 (16.67) 0 0 (0.00) 

  Haemoglobin decreased 1 1 (16.67) 1 1 (16.67) 



  

  

7129 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=6 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=6 

n (%)2 

  Lymphocyte count decreased 1 1 (16.67) 1 1 (16.67) 

  Neutrophil count decreased 1 1 (16.67) 1 1 (16.67) 

  Protein total decreased 1 1 (16.67) 0 0 (0.00) 

  White blood cell count decreased 1 1 (16.67) 1 1 (16.67) 

 
Metabolism and nutrition disorders     

  - Total 4 2 (33.33) 0 0 (0.00) 

  Hypokalaemia 2 2 (33.33) 0 0 (0.00) 

  Decreased appetite 1 1 (16.67) 0 0 (0.00) 

  Hyponatraemia 1 1 (16.67) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 8 4 (66.67) 1 1 (16.67) 

  Pain in extremity 4 2 (33.33) 0 0 (0.00) 

  Muscular weakness 1 1 (16.67) 1 1 (16.67) 

  Myalgia 1 1 (16.67) 0 0 (0.00) 

  Osteonecrosis 1 1 (16.67) 0 0 (0.00) 

  Osteopenia 1 1 (16.67) 0 0 (0.00) 

 
Nervous system disorders     

  - Total 5 4 (66.67) 1 1 (16.67) 



  

  

7130 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=6 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=6 

n (%)2 

  Cerebral atrophy 1 1 (16.67) 0 0 (0.00) 

  Headache 1 1 (16.67) 0 0 (0.00) 

  Neurological decompensation 1 1 (16.67) 0 0 (0.00) 

  Seizure 1 1 (16.67) 1 1 (16.67) 

  Tremor 1 1 (16.67) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 1 1 (16.67) 0 0 (0.00) 

  Agitation 1 1 (16.67) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 1 1 (16.67) 0 0 (0.00) 

  Urinary tract disorder 1 1 (16.67) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 4 2 (33.33) 0 0 (0.00) 

  Epistaxis 1 1 (16.67) 0 0 (0.00) 

  Hypoxia 1 1 (16.67) 0 0 (0.00) 

  Oropharyngeal pain 1 1 (16.67) 0 0 (0.00) 

  Tachypnoea 1 1 (16.67) 0 0 (0.00) 

 



  

  

7131 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=6 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=6 

n (%)2 

Skin and subcutaneous tissue 
disorders 

    

  - Total 7 5 (83.33) 0 0 (0.00) 

  Rash 4 3 (50.00) 0 0 (0.00) 

  Dermatitis acneiform 1 1 (16.67) 0 0 (0.00) 

  Erythema 1 1 (16.67) 0 0 (0.00) 

  Pruritus 1 1 (16.67) 0 0 (0.00) 

 
Vascular disorders     

  - Total 5 3 (50.00) 2 2 (33.33) 

  Hot flush 2 1 (16.67) 0 0 (0.00) 

  Hypertension 2 2 (33.33) 2 2 (33.33) 

  Vascular occlusion 1 1 (16.67) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:12                                        Final 

 



  

  

7132 

  



  

  

7133 

 



  

  

7134 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187g 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=30 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=30 
n (%)2 

Total number of AE per patient 308 30 (100.00) 91 22 (73.33) 

 
Blood and lymphatic system disorders     

  - Total 21 11 (36.67) 15 8 (26.67) 

  Anaemia 10 3 (10.00) 6 2 (6.67) 

  Thrombocytopenia 3 2 (6.67) 3 2 (6.67) 

  Bone marrow failure 2 2 (6.67) 2 2 (6.67) 

  B-cell aplasia 1 1 (3.33) 0 0 (0.00) 

  Disseminated intravascular 
coagulation 

1 1 (3.33) 1 1 (3.33) 

  Febrile neutropenia 1 1 (3.33) 1 1 (3.33) 

  Neutropenia 1 1 (3.33) 1 1 (3.33) 

  Pancytopenia 1 1 (3.33) 1 1 (3.33) 

  Splenomegaly 1 1 (3.33) 0 0 (0.00) 

 
Cardiac disorders     



  

  

7135 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=30 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=30 
n (%)2 

  - Total 8 6 (20.00) 1 1 (3.33) 

  Tachycardia 3 3 (10.00) 0 0 (0.00) 

  Sinus bradycardia 2 2 (6.67) 0 0 (0.00) 

  Cardiac hypertrophy 1 1 (3.33) 0 0 (0.00) 

  Left ventricular dysfunction 1 1 (3.33) 1 1 (3.33) 

  Sinus tachycardia 1 1 (3.33) 0 0 (0.00) 

 
Eye disorders     

  - Total 2 2 (6.67) 0 0 (0.00) 

  Blepharospasm 1 1 (3.33) 0 0 (0.00) 

  Vision blurred 1 1 (3.33) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 34 17 (56.67) 1 1 (3.33) 

  Diarrhoea 10 8 (26.67) 0 0 (0.00) 

  Vomiting 6 5 (16.67) 0 0 (0.00) 

  Nausea 5 4 (13.33) 0 0 (0.00) 

  Abdominal pain 2 2 (6.67) 0 0 (0.00) 

  Abdominal pain upper 2 2 (6.67) 0 0 (0.00) 

  Constipation 2 2 (6.67) 0 0 (0.00) 

  Paraesthesia oral 2 2 (6.67) 0 0 (0.00) 



  

  

7136 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=30 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=30 
n (%)2 

  Anal incontinence 1 1 (3.33) 0 0 (0.00) 

  Gastrointestinal haemorrhage 1 1 (3.33) 1 1 (3.33) 

  Hypoaesthesia oral 1 1 (3.33) 0 0 (0.00) 

  Lip haemorrhage 1 1 (3.33) 0 0 (0.00) 

  Rectal haemorrhage 1 1 (3.33) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 23 17 (56.67) 2 2 (6.67) 

  Pyrexia 15 12 (40.00) 1 1 (3.33) 

  Fatigue 3 3 (10.00) 0 0 (0.00) 

  Face oedema 2 2 (6.67) 0 0 (0.00) 

  Catheter site pain 1 1 (3.33) 0 0 (0.00) 

  Drug withdrawal syndrome 1 1 (3.33) 1 1 (3.33) 

  Oedema peripheral 1 1 (3.33) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 4 4 (13.33) 3 3 (10.00) 

  Cholestasis 1 1 (3.33) 1 1 (3.33) 

  Hepatic failure 1 1 (3.33) 0 0 (0.00) 

  Hepatocellular injury 1 1 (3.33) 1 1 (3.33) 



  

  

7137 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=30 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=30 
n (%)2 

  Hepatosplenomegaly 1 1 (3.33) 1 1 (3.33) 

 
Immune system disorders     

  - Total 48 19 (63.33) 15 9 (30.00) 

  Cytokine release syndrome 41 16 (53.33) 15 9 (30.00) 

  Hypogammaglobulinaemia 5 5 (16.67) 0 0 (0.00) 

  Allergy to immunoglobulin therapy 2 2 (6.67) 0 0 (0.00) 

 
Infections and infestations     

  - Total 15 9 (30.00) 8 5 (16.67) 

  Aspergillus infection 1 1 (3.33) 1 1 (3.33) 

  Bacterial infection 1 1 (3.33) 1 1 (3.33) 

  Candida infection 1 1 (3.33) 1 1 (3.33) 

  Cellulitis orbital 1 1 (3.33) 1 1 (3.33) 

  Herpes zoster 1 1 (3.33) 0 0 (0.00) 

  Influenza 1 1 (3.33) 0 0 (0.00) 

  Meningitis aseptic 1 1 (3.33) 1 1 (3.33) 

  Nail infection 1 1 (3.33) 0 0 (0.00) 

  Nasopharyngitis 1 1 (3.33) 0 0 (0.00) 

  Pneumonia viral 1 1 (3.33) 0 0 (0.00) 

  Respiratory syncytial virus infection 1 1 (3.33) 0 0 (0.00) 



  

  

7138 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=30 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=30 
n (%)2 

  Sepsis 1 1 (3.33) 1 1 (3.33) 

  Sinusitis 1 1 (3.33) 1 1 (3.33) 

  Vascular device infection 1 1 (3.33) 1 1 (3.33) 

  Vulvitis 1 1 (3.33) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 5 2 (6.67) 0 0 (0.00) 

  Allergic transfusion reaction 2 2 (6.67) 0 0 (0.00) 

  Contusion 1 1 (3.33) 0 0 (0.00) 

  Fall 1 1 (3.33) 0 0 (0.00) 

  Subcutaneous haematoma 1 1 (3.33) 0 0 (0.00) 

 
Investigations     

  - Total 52 14 (46.67) 27 9 (30.00) 

  Platelet count decreased 14 3 (10.00) 13 3 (10.00) 

  White blood cell count decreased 5 3 (10.00) 5 3 (10.00) 

  Aspartate aminotransferase 
increased 

3 3 (10.00) 1 1 (3.33) 

  Alanine aminotransferase increased 2 2 (6.67) 0 0 (0.00) 

  Blood alkaline phosphatase 
increased 

2 2 (6.67) 0 0 (0.00) 



  

  

7139 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=30 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=30 
n (%)2 

  Blood bilirubin increased 2 2 (6.67) 2 2 (6.67) 

  Blood creatinine increased 2 2 (6.67) 0 0 (0.00) 

  Blood fibrinogen decreased 2 2 (6.67) 0 0 (0.00) 

  Blood urea decreased 2 1 (3.33) 0 0 (0.00) 

  Immunoglobulins decreased 2 1 (3.33) 2 1 (3.33) 

  Lipase increased 2 1 (3.33) 0 0 (0.00) 

  Neutrophil count decreased 2 2 (6.67) 2 2 (6.67) 

  Serum ferritin increased 2 2 (6.67) 0 0 (0.00) 

  Activated partial thromboplastin time 
prolonged 

1 1 (3.33) 0 0 (0.00) 

  Ammonia increased 1 1 (3.33) 0 0 (0.00) 

  Blood fibrinogen increased 1 1 (3.33) 0 0 (0.00) 

  Blood magnesium increased 1 1 (3.33) 1 1 (3.33) 

  Blood urine present 1 1 (3.33) 0 0 (0.00) 

  C-reactive protein increased 1 1 (3.33) 0 0 (0.00) 

  Chest X-ray abnormal 1 1 (3.33) 0 0 (0.00) 

  Lymphocyte count decreased 1 1 (3.33) 1 1 (3.33) 

  Monocyte count decreased 1 1 (3.33) 0 0 (0.00) 

  Prothrombin time prolonged 1 1 (3.33) 0 0 (0.00) 

 
Metabolism and nutrition disorders     



  

  

7140 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=30 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=30 
n (%)2 

  - Total 34 13 (43.33) 7 5 (16.67) 

  Hypokalaemia 13 8 (26.67) 3 2 (6.67) 

  Hypophosphataemia 8 5 (16.67) 1 1 (3.33) 

  Hypocalcaemia 3 3 (10.00) 2 2 (6.67) 

  Dehydration 2 2 (6.67) 1 1 (3.33) 

  Hyperphosphataemia 2 1 (3.33) 0 0 (0.00) 

  Decreased appetite 1 1 (3.33) 0 0 (0.00) 

  Fluid overload 1 1 (3.33) 0 0 (0.00) 

  Hypercalcaemia 1 1 (3.33) 0 0 (0.00) 

  Hyperkalaemia 1 1 (3.33) 0 0 (0.00) 

  Hypernatraemia 1 1 (3.33) 0 0 (0.00) 

  Vitamin D deficiency 1 1 (3.33) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 5 5 (16.67) 2 2 (6.67) 

  Arthralgia 1 1 (3.33) 1 1 (3.33) 

  Bone pain 1 1 (3.33) 0 0 (0.00) 

  Joint effusion 1 1 (3.33) 1 1 (3.33) 

  Joint stiffness 1 1 (3.33) 0 0 (0.00) 

  Pain in extremity 1 1 (3.33) 0 0 (0.00) 



  

  

7141 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=30 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=30 
n (%)2 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 2 2 (6.67) 2 2 (6.67) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (3.33) 1 1 (3.33) 

  Leukaemia 1 1 (3.33) 1 1 (3.33) 

 
Nervous system disorders     

  - Total 15 10 (33.33) 3 2 (6.67) 

  Dyskinesia 4 1 (3.33) 2 1 (3.33) 

  Headache 4 4 (13.33) 0 0 (0.00) 

  Tremor 2 2 (6.67) 0 0 (0.00) 

  Dizziness 1 1 (3.33) 0 0 (0.00) 

  Head discomfort 1 1 (3.33) 0 0 (0.00) 

  Neuralgia 1 1 (3.33) 0 0 (0.00) 

  Seizure 1 1 (3.33) 0 0 (0.00) 

  Somnolence 1 1 (3.33) 1 1 (3.33) 

 
Psychiatric disorders     

  - Total 7 5 (16.67) 0 0 (0.00) 

  Irritability 2 2 (6.67) 0 0 (0.00) 



  

  

7142 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=30 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=30 
n (%)2 

  Agitation 1 1 (3.33) 0 0 (0.00) 

  Anxiety 1 1 (3.33) 0 0 (0.00) 

  Confusional state 1 1 (3.33) 0 0 (0.00) 

  Delirium 1 1 (3.33) 0 0 (0.00) 

  Insomnia 1 1 (3.33) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 7 5 (16.67) 1 1 (3.33) 

  Acute kidney injury 3 1 (3.33) 1 1 (3.33) 

  Dysuria 1 1 (3.33) 0 0 (0.00) 

  Haematuria 1 1 (3.33) 0 0 (0.00) 

  Renal impairment 1 1 (3.33) 0 0 (0.00) 

  Urinary incontinence 1 1 (3.33) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 9 8 (26.67) 2 2 (6.67) 

  Cough 2 2 (6.67) 0 0 (0.00) 

  Epistaxis 2 2 (6.67) 0 0 (0.00) 

  Hypoxia 2 2 (6.67) 1 1 (3.33) 

  Increased upper airway secretion 1 1 (3.33) 0 0 (0.00) 



  

  

7143 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=30 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=30 
n (%)2 

  Lung disorder 1 1 (3.33) 1 1 (3.33) 

  Rhinorrhoea 1 1 (3.33) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 9 8 (26.67) 0 0 (0.00) 

  Erythema 3 2 (6.67) 0 0 (0.00) 

  Petechiae 2 2 (6.67) 0 0 (0.00) 

  Rash 2 2 (6.67) 0 0 (0.00) 

  Dry skin 1 1 (3.33) 0 0 (0.00) 

  Papule 1 1 (3.33) 0 0 (0.00) 

 
Vascular disorders     

  - Total 8 6 (20.00) 2 2 (6.67) 

  Hypotension 5 3 (10.00) 1 1 (3.33) 

  Hypertension 2 2 (6.67) 0 0 (0.00) 

  Jugular vein thrombosis 1 1 (3.33) 1 1 (3.33) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 



  

  

7144 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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7145 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187g 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=21 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=21 
n (%)2 

Total number of AE per patient 300 21 (100.00) 100 15 (71.43) 

 
Blood and lymphatic system disorders     

  - Total 19 10 (47.62) 11 6 (28.57) 

  Anaemia 7 4 (19.05) 2 2 (9.52) 

  Neutropenia 7 4 (19.05) 7 4 (19.05) 

  Disseminated intravascular 
coagulation 

2 2 (9.52) 0 0 (0.00) 

  Febrile neutropenia 2 2 (9.52) 1 1 (4.76) 

  Thrombocytopenia 1 1 (4.76) 1 1 (4.76) 

 
Cardiac disorders     

  - Total 9 6 (28.57) 1 1 (4.76) 

  Tachycardia 4 3 (14.29) 0 0 (0.00) 

  Bradycardia 1 1 (4.76) 0 0 (0.00) 



  

  

7146 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=21 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=21 
n (%)2 

  Cardiac discomfort 1 1 (4.76) 0 0 (0.00) 

  Left ventricular dysfunction 1 1 (4.76) 1 1 (4.76) 

  Pericardial effusion 1 1 (4.76) 0 0 (0.00) 

  Sinus tachycardia 1 1 (4.76) 0 0 (0.00) 

 
Ear and labyrinth disorders     

  - Total 1 1 (4.76) 1 1 (4.76) 

  Vertigo 1 1 (4.76) 1 1 (4.76) 

 
Eye disorders     

  - Total 4 3 (14.29) 0 0 (0.00) 

  Conjunctival haemorrhage 1 1 (4.76) 0 0 (0.00) 

  Diplopia 1 1 (4.76) 0 0 (0.00) 

  Dry eye 1 1 (4.76) 0 0 (0.00) 

  Ocular hypertension 1 1 (4.76) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 20 8 (38.10) 2 2 (9.52) 

  Nausea 3 3 (14.29) 1 1 (4.76) 

  Abdominal distension 2 1 (4.76) 0 0 (0.00) 

  Abdominal pain 2 2 (9.52) 0 0 (0.00) 



  

  

7147 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=21 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=21 
n (%)2 

  Diarrhoea 2 2 (9.52) 0 0 (0.00) 

  Upper gastrointestinal haemorrhage 2 1 (4.76) 0 0 (0.00) 

  Vomiting 2 2 (9.52) 0 0 (0.00) 

  Anal fissure 1 1 (4.76) 0 0 (0.00) 

  Anal fistula 1 1 (4.76) 0 0 (0.00) 

  Anal haemorrhage 1 1 (4.76) 0 0 (0.00) 

  Lip dry 1 1 (4.76) 0 0 (0.00) 

  Proctalgia 1 1 (4.76) 0 0 (0.00) 

  Rectal ulcer 1 1 (4.76) 1 1 (4.76) 

  Stomatitis 1 1 (4.76) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 22 8 (38.10) 2 2 (9.52) 

  Pyrexia 10 6 (28.57) 2 2 (9.52) 

  Fatigue 2 2 (9.52) 0 0 (0.00) 

  Oedema peripheral 2 2 (9.52) 0 0 (0.00) 

  Pain 2 2 (9.52) 0 0 (0.00) 

  Catheter site erythema 1 1 (4.76) 0 0 (0.00) 

  Catheter site haemorrhage 1 1 (4.76) 0 0 (0.00) 

  Catheter site pain 1 1 (4.76) 0 0 (0.00) 



  

  

7148 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=21 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=21 
n (%)2 

  Face oedema 1 1 (4.76) 0 0 (0.00) 

  Localised oedema 1 1 (4.76) 0 0 (0.00) 

  Non-cardiac chest pain 1 1 (4.76) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 1 1 (4.76) 0 0 (0.00) 

  Gallbladder oedema 1 1 (4.76) 0 0 (0.00) 

 
Immune system disorders     

  - Total 42 18 (85.71) 20 10 (47.62) 

  Cytokine release syndrome 34 16 (76.19) 18 9 (42.86) 

  Hypogammaglobulinaemia 5 5 (23.81) 1 1 (4.76) 

  Allergy to immunoglobulin therapy 1 1 (4.76) 0 0 (0.00) 

  Drug hypersensitivity 1 1 (4.76) 0 0 (0.00) 

  Haemophagocytic 
lymphohistiocytosis 

1 1 (4.76) 1 1 (4.76) 

 
Infections and infestations     

  - Total 13 8 (38.10) 4 3 (14.29) 

  Bronchopulmonary aspergillosis 1 1 (4.76) 0 0 (0.00) 

  Candida infection 1 1 (4.76) 0 0 (0.00) 

  Cellulitis 1 1 (4.76) 0 0 (0.00) 



  

  

7149 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=21 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=21 
n (%)2 

  Central nervous system infection 1 1 (4.76) 1 1 (4.76) 

  Cerebral fungal infection 1 1 (4.76) 1 1 (4.76) 

  Device related infection 1 1 (4.76) 0 0 (0.00) 

  Helminthic infection 1 1 (4.76) 0 0 (0.00) 

  Infection 1 1 (4.76) 1 1 (4.76) 

  Parotitis 1 1 (4.76) 0 0 (0.00) 

  Respiratory tract infection 1 1 (4.76) 0 0 (0.00) 

  Sepsis 1 1 (4.76) 1 1 (4.76) 

  Upper respiratory tract infection 1 1 (4.76) 0 0 (0.00) 

  Urinary tract infection viral 1 1 (4.76) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 6 3 (14.29) 0 0 (0.00) 

  Infusion related reaction 1 1 (4.76) 0 0 (0.00) 

  Post procedural haemorrhage 1 1 (4.76) 0 0 (0.00) 

  Procedural pain 1 1 (4.76) 0 0 (0.00) 

  Stoma site erythema 1 1 (4.76) 0 0 (0.00) 

  Stoma site haemorrhage 1 1 (4.76) 0 0 (0.00) 

  Thermal burn 1 1 (4.76) 0 0 (0.00) 

 



  

  

7150 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=21 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=21 
n (%)2 

Investigations     

  - Total 42 13 (61.90) 31 9 (42.86) 

  Neutrophil count decreased 10 4 (19.05) 10 4 (19.05) 

  White blood cell count decreased 10 4 (19.05) 9 4 (19.05) 

  Blood fibrinogen decreased 5 3 (14.29) 3 3 (14.29) 

  Blood creatine phosphokinase 
increased 

4 1 (4.76) 3 1 (4.76) 

  Platelet count decreased 4 3 (14.29) 4 3 (14.29) 

  Prothrombin time prolonged 2 2 (9.52) 0 0 (0.00) 

  Alanine aminotransferase increased 1 1 (4.76) 1 1 (4.76) 

  Aspartate aminotransferase 
increased 

1 1 (4.76) 0 0 (0.00) 

  C-reactive protein increased 1 1 (4.76) 0 0 (0.00) 

  Heart sounds abnormal 1 1 (4.76) 0 0 (0.00) 

  Immunoglobulins decreased 1 1 (4.76) 0 0 (0.00) 

  International normalised ratio 
increased 

1 1 (4.76) 0 0 (0.00) 

  Lymphocyte count decreased 1 1 (4.76) 1 1 (4.76) 

 
Metabolism and nutrition disorders     

  - Total 38 8 (38.10) 14 4 (19.05) 



  

  

7151 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=21 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=21 
n (%)2 

  Hypokalaemia 9 5 (23.81) 5 4 (19.05) 

  Hypocalcaemia 7 2 (9.52) 6 2 (9.52) 

  Hypoalbuminaemia 6 3 (14.29) 0 0 (0.00) 

  Hypophosphataemia 5 3 (14.29) 1 1 (4.76) 

  Hyperuricaemia 3 2 (9.52) 0 0 (0.00) 

  Hypomagnesaemia 3 3 (14.29) 0 0 (0.00) 

  Hyponatraemia 3 1 (4.76) 1 1 (4.76) 

  Fluid retention 1 1 (4.76) 0 0 (0.00) 

  Tumour lysis syndrome 1 1 (4.76) 1 1 (4.76) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 12 7 (33.33) 0 0 (0.00) 

  Myalgia 4 4 (19.05) 0 0 (0.00) 

  Arthralgia 3 2 (9.52) 0 0 (0.00) 

  Muscular weakness 2 2 (9.52) 0 0 (0.00) 

  Back pain 1 1 (4.76) 0 0 (0.00) 

  Bone pain 1 1 (4.76) 0 0 (0.00) 

  Pain in extremity 1 1 (4.76) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    



  

  

7152 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=21 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=21 
n (%)2 

  - Total 1 1 (4.76) 1 1 (4.76) 

  Neoplasm progression 1 1 (4.76) 1 1 (4.76) 

 
Nervous system disorders     

  - Total 18 9 (42.86) 4 3 (14.29) 

  Headache 6 5 (23.81) 1 1 (4.76) 

  Seizure 4 4 (19.05) 1 1 (4.76) 

  Intention tremor 2 2 (9.52) 0 0 (0.00) 

  Depressed level of consciousness 1 1 (4.76) 1 1 (4.76) 

  Encephalopathy 1 1 (4.76) 1 1 (4.76) 

  Hyperkinesia 1 1 (4.76) 0 0 (0.00) 

  Lethargy 1 1 (4.76) 0 0 (0.00) 

  Nervous system disorder 1 1 (4.76) 0 0 (0.00) 

  Tremor 1 1 (4.76) 0 0 (0.00) 

 
Product issues     

  - Total 1 1 (4.76) 0 0 (0.00) 

  Device occlusion 1 1 (4.76) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 11 7 (33.33) 2 1 (4.76) 



  

  

7153 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=21 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=21 
n (%)2 

  Agitation 2 1 (4.76) 1 1 (4.76) 

  Anxiety 2 2 (9.52) 0 0 (0.00) 

  Disorientation 2 2 (9.52) 0 0 (0.00) 

  Confusional state 1 1 (4.76) 1 1 (4.76) 

  Delirium 1 1 (4.76) 0 0 (0.00) 

  Hallucination 1 1 (4.76) 0 0 (0.00) 

  Initial insomnia 1 1 (4.76) 0 0 (0.00) 

  Insomnia 1 1 (4.76) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 7 3 (14.29) 2 1 (4.76) 

  Acute kidney injury 3 2 (9.52) 2 1 (4.76) 

  Haematuria 2 1 (4.76) 0 0 (0.00) 

  Polyuria 1 1 (4.76) 0 0 (0.00) 

  Proteinuria 1 1 (4.76) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 1 1 (4.76) 0 0 (0.00) 

  Scrotal oedema 1 1 (4.76) 0 0 (0.00) 

 



  

  

7154 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=21 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=21 
n (%)2 

Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 12 7 (33.33) 3 3 (14.29) 

  Cough 4 4 (19.05) 0 0 (0.00) 

  Hypoxia 4 3 (14.29) 2 2 (9.52) 

  Apnoea 1 1 (4.76) 1 1 (4.76) 

  Oropharyngeal pain 1 1 (4.76) 0 0 (0.00) 

  Pleural effusion 1 1 (4.76) 0 0 (0.00) 

  Tachypnoea 1 1 (4.76) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 13 6 (28.57) 1 1 (4.76) 

  Pruritus 4 3 (14.29) 0 0 (0.00) 

  Rash 3 3 (14.29) 1 1 (4.76) 

  Dry skin 1 1 (4.76) 0 0 (0.00) 

  Papule 1 1 (4.76) 0 0 (0.00) 

  Petechiae 1 1 (4.76) 0 0 (0.00) 

  Skin discolouration 1 1 (4.76) 0 0 (0.00) 

  Skin exfoliation 1 1 (4.76) 0 0 (0.00) 

  Urticaria 1 1 (4.76) 0 0 (0.00) 

 



  

  

7155 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=21 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=21 
n (%)2 

Vascular disorders     

  - Total 7 6 (28.57) 1 1 (4.76) 

  Hypertension 2 2 (9.52) 0 0 (0.00) 

  Hypotension 2 2 (9.52) 1 1 (4.76) 

  Lymphoedema 1 1 (4.76) 0 0 (0.00) 

  Pallor 1 1 (4.76) 0 0 (0.00) 

  Venous thrombosis limb 1 1 (4.76) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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7156 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187g 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=12 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=12 
n (%)2 

Total number of AE per patient 169 12 (100.00) 32 7 (58.33) 

 
Blood and lymphatic system disorders     

  - Total 12 8 (66.67) 5 3 (25.00) 

  Anaemia 5 5 (41.67) 1 1 (8.33) 

  Leukopenia 3 1 (8.33) 1 1 (8.33) 

  Neutropenia 2 1 (8.33) 2 1 (8.33) 

  Febrile neutropenia 1 1 (8.33) 1 1 (8.33) 

  Thrombocytopenia 1 1 (8.33) 0 0 (0.00) 

 
Cardiac disorders     

  - Total 1 1 (8.33) 0 0 (0.00) 

  Tachycardia 1 1 (8.33) 0 0 (0.00) 

 
Eye disorders     



  

  

7157 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=12 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=12 
n (%)2 

  - Total 1 1 (8.33) 0 0 (0.00) 

  Dry eye 1 1 (8.33) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 11 4 (33.33) 1 1 (8.33) 

  Diarrhoea 3 3 (25.00) 1 1 (8.33) 

  Nausea 3 2 (16.67) 0 0 (0.00) 

  Abdominal pain upper 1 1 (8.33) 0 0 (0.00) 

  Constipation 1 1 (8.33) 0 0 (0.00) 

  Gastrointestinal pain 1 1 (8.33) 0 0 (0.00) 

  Gingival bleeding 1 1 (8.33) 0 0 (0.00) 

  Vomiting 1 1 (8.33) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 23 9 (75.00) 5 2 (16.67) 

  Pyrexia 10 5 (41.67) 1 1 (8.33) 

  Fatigue 3 2 (16.67) 0 0 (0.00) 

  Asthenia 2 2 (16.67) 0 0 (0.00) 

  Oedema peripheral 2 1 (8.33) 0 0 (0.00) 

  Catheter site haemorrhage 1 1 (8.33) 1 1 (8.33) 



  

  

7158 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=12 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=12 
n (%)2 

  Catheter site pruritus 1 1 (8.33) 0 0 (0.00) 

  Chills 1 1 (8.33) 0 0 (0.00) 

  Face oedema 1 1 (8.33) 1 1 (8.33) 

  Localised oedema 1 1 (8.33) 1 1 (8.33) 

  Pain 1 1 (8.33) 1 1 (8.33) 

 
Immune system disorders     

  - Total 25 10 (83.33) 5 2 (16.67) 

  Cytokine release syndrome 16 9 (75.00) 4 2 (16.67) 

  Hypogammaglobulinaemia 7 6 (50.00) 0 0 (0.00) 

  Atopy 1 1 (8.33) 0 0 (0.00) 

  Haemophagocytic 
lymphohistiocytosis 

1 1 (8.33) 1 1 (8.33) 

 
Infections and infestations     

  - Total 6 5 (41.67) 0 0 (0.00) 

  Cystitis 1 1 (8.33) 0 0 (0.00) 

  Device related infection 1 1 (8.33) 0 0 (0.00) 

  Eye infection 1 1 (8.33) 0 0 (0.00) 

  Oral fungal infection 1 1 (8.33) 0 0 (0.00) 

  Pseudomembranous colitis 1 1 (8.33) 0 0 (0.00) 



  

  

7159 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=12 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=12 
n (%)2 

  Upper respiratory tract infection 1 1 (8.33) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 1 1 (8.33) 1 1 (8.33) 

  Periorbital haematoma 1 1 (8.33) 1 1 (8.33) 

 
Investigations     

  - Total 26 8 (66.67) 6 4 (33.33) 

  Platelet count decreased 6 3 (25.00) 0 0 (0.00) 

  Neutrophil count decreased 5 4 (33.33) 4 3 (25.00) 

  White blood cell count decreased 3 3 (25.00) 1 1 (8.33) 

  Blood creatinine increased 2 1 (8.33) 0 0 (0.00) 

  Blood urea increased 2 1 (8.33) 0 0 (0.00) 

  Antithrombin III decreased 1 1 (8.33) 0 0 (0.00) 

  Aspartate aminotransferase 
increased 

1 1 (8.33) 0 0 (0.00) 

  Blood bilirubin increased 1 1 (8.33) 0 0 (0.00) 

  Blood chloride increased 1 1 (8.33) 0 0 (0.00) 

  Blood lactate dehydrogenase 
increased 

1 1 (8.33) 0 0 (0.00) 

  Clostridium test positive 1 1 (8.33) 0 0 (0.00) 



  

  

7160 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=12 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=12 
n (%)2 

  Fungal test positive 1 1 (8.33) 1 1 (8.33) 

  Gamma-glutamyltransferase 
increased 

1 1 (8.33) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 20 8 (66.67) 4 2 (16.67) 

  Hypoalbuminaemia 6 4 (33.33) 1 1 (8.33) 

  Decreased appetite 4 4 (33.33) 1 1 (8.33) 

  Hypocalcaemia 4 2 (16.67) 0 0 (0.00) 

  Hyperglycaemia 2 2 (16.67) 1 1 (8.33) 

  Hyperphosphataemia 2 1 (8.33) 0 0 (0.00) 

  Dehydration 1 1 (8.33) 1 1 (8.33) 

  Hypophosphataemia 1 1 (8.33) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 2 2 (16.67) 0 0 (0.00) 

  Arthralgia 1 1 (8.33) 0 0 (0.00) 

  Myalgia 1 1 (8.33) 0 0 (0.00) 

 
Nervous system disorders     

  - Total 5 4 (33.33) 2 1 (8.33) 



  

  

7161 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=12 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=12 
n (%)2 

  Headache 2 2 (16.67) 0 0 (0.00) 

  Dysgeusia 1 1 (8.33) 0 0 (0.00) 

  Encephalopathy 1 1 (8.33) 1 1 (8.33) 

  Somnolence 1 1 (8.33) 1 1 (8.33) 

 
Psychiatric disorders     

  - Total 5 2 (16.67) 0 0 (0.00) 

  Insomnia 3 2 (16.67) 0 0 (0.00) 

  Anxiety 1 1 (8.33) 0 0 (0.00) 

  Restlessness 1 1 (8.33) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 4 2 (16.67) 0 0 (0.00) 

  Chromaturia 2 1 (8.33) 0 0 (0.00) 

  Dysuria 1 1 (8.33) 0 0 (0.00) 

  Polyuria 1 1 (8.33) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 9 3 (25.00) 1 1 (8.33) 

  Hypoxia 4 2 (16.67) 1 1 (8.33) 

  Dyspnoea 1 1 (8.33) 0 0 (0.00) 



  

  

7162 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=12 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=12 
n (%)2 

  Oropharyngeal pain 1 1 (8.33) 0 0 (0.00) 

  Pleural effusion 1 1 (8.33) 0 0 (0.00) 

  Rhinorrhoea 1 1 (8.33) 0 0 (0.00) 

  Tachypnoea 1 1 (8.33) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 15 6 (50.00) 0 0 (0.00) 

  Erythema 3 2 (16.67) 0 0 (0.00) 

  Petechiae 2 1 (8.33) 0 0 (0.00) 

  Pruritus 2 2 (16.67) 0 0 (0.00) 

  Acne 1 1 (8.33) 0 0 (0.00) 

  Decubitus ulcer 1 1 (8.33) 0 0 (0.00) 

  Dry skin 1 1 (8.33) 0 0 (0.00) 

  Hangnail 1 1 (8.33) 0 0 (0.00) 

  Ingrowing nail 1 1 (8.33) 0 0 (0.00) 

  Rash 1 1 (8.33) 0 0 (0.00) 

  Skin lesion 1 1 (8.33) 0 0 (0.00) 

  Urticaria 1 1 (8.33) 0 0 (0.00) 

 
Vascular disorders     



  

  

7163 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=12 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=12 
n (%)2 

  - Total 3 3 (25.00) 2 2 (16.67) 

  Capillary leak syndrome 1 1 (8.33) 1 1 (8.33) 

  Hypertension 1 1 (8.33) 1 1 (8.33) 

  Hypotension 1 1 (8.33) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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7164 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187g 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=5 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=5 

n (%)2 

Total number of AE per patient 117 3 (60.00) 16 1 (20.00) 

 
Blood and lymphatic system disorders     

  - Total 2 1 (20.00) 0 0 (0.00) 

  Anaemia 1 1 (20.00) 0 0 (0.00) 

  Leukocytosis 1 1 (20.00) 0 0 (0.00) 

 
Cardiac disorders     

  - Total 3 1 (20.00) 0 0 (0.00) 

  Sinus bradycardia 1 1 (20.00) 0 0 (0.00) 

  Sinus tachycardia 1 1 (20.00) 0 0 (0.00) 

  Tachycardia 1 1 (20.00) 0 0 (0.00) 

 
Ear and labyrinth disorders     

  - Total 2 1 (20.00) 0 0 (0.00) 



  

  

7165 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=5 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=5 

n (%)2 

  Ear pain 2 1 (20.00) 0 0 (0.00) 

 
Endocrine disorders     

  - Total 1 1 (20.00) 0 0 (0.00) 

  Inappropriate antidiuretic hormone 
secretion 

1 1 (20.00) 0 0 (0.00) 

 
Eye disorders     

  - Total 4 1 (20.00) 0 0 (0.00) 

  Eye pain 2 1 (20.00) 0 0 (0.00) 

  Ocular hyperaemia 1 1 (20.00) 0 0 (0.00) 

  Visual impairment 1 1 (20.00) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 21 2 (40.00) 0 0 (0.00) 

  Abdominal pain 4 2 (40.00) 0 0 (0.00) 

  Diarrhoea 3 1 (20.00) 0 0 (0.00) 

  Nausea 2 1 (20.00) 0 0 (0.00) 

  Oral pain 2 1 (20.00) 0 0 (0.00) 

  Proctalgia 2 1 (20.00) 0 0 (0.00) 

  Stomatitis 2 1 (20.00) 0 0 (0.00) 

  Vomiting 2 1 (20.00) 0 0 (0.00) 



  

  

7166 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=5 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=5 

n (%)2 

  Abdominal distension 1 1 (20.00) 0 0 (0.00) 

  Constipation 1 1 (20.00) 0 0 (0.00) 

  Dental caries 1 1 (20.00) 0 0 (0.00) 

  Periodontal disease 1 1 (20.00) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 11 1 (20.00) 0 0 (0.00) 

  Pyrexia 5 1 (20.00) 0 0 (0.00) 

  Localised oedema 2 1 (20.00) 0 0 (0.00) 

  Facial pain 1 1 (20.00) 0 0 (0.00) 

  Generalised oedema 1 1 (20.00) 0 0 (0.00) 

  Malaise 1 1 (20.00) 0 0 (0.00) 

  Non-cardiac chest pain 1 1 (20.00) 0 0 (0.00) 

 
Immune system disorders     

  - Total 2 1 (20.00) 1 1 (20.00) 

  Drug hypersensitivity 1 1 (20.00) 0 0 (0.00) 

  Hypogammaglobulinaemia 1 1 (20.00) 1 1 (20.00) 

 
Infections and infestations     

  - Total 13 2 (40.00) 7 1 (20.00) 



  

  

7167 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=5 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=5 

n (%)2 

  Alternaria infection 1 1 (20.00) 1 1 (20.00) 

  Aspergillus infection 1 1 (20.00) 1 1 (20.00) 

  Bacterial infection 1 1 (20.00) 1 1 (20.00) 

  Candida infection 1 1 (20.00) 1 1 (20.00) 

  Catheter site infection 1 1 (20.00) 0 0 (0.00) 

  Enterococcal infection 1 1 (20.00) 1 1 (20.00) 

  Enterovirus infection 1 1 (20.00) 0 0 (0.00) 

  Mucosal infection 1 1 (20.00) 0 0 (0.00) 

  Nasopharyngitis 1 1 (20.00) 0 0 (0.00) 

  Pneumonia 1 1 (20.00) 1 1 (20.00) 

  Rash pustular 1 1 (20.00) 0 0 (0.00) 

  Rhinovirus infection 1 1 (20.00) 0 0 (0.00) 

  Sinusitis 1 1 (20.00) 1 1 (20.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 2 1 (20.00) 0 0 (0.00) 

  Contusion 1 1 (20.00) 0 0 (0.00) 

  Skin abrasion 1 1 (20.00) 0 0 (0.00) 

 
Investigations     



  

  

7168 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=5 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=5 

n (%)2 

  - Total 5 1 (20.00) 3 1 (20.00) 

  Neutrophil count decreased 4 1 (20.00) 2 1 (20.00) 

  White blood cell count decreased 1 1 (20.00) 1 1 (20.00) 

 
Metabolism and nutrition disorders     

  - Total 6 1 (20.00) 3 1 (20.00) 

  Hypokalaemia 3 1 (20.00) 2 1 (20.00) 

  Hyperglycaemia 1 1 (20.00) 1 1 (20.00) 

  Hyperkalaemia 1 1 (20.00) 0 0 (0.00) 

  Hypomagnesaemia 1 1 (20.00) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 9 2 (40.00) 0 0 (0.00) 

  Back pain 3 2 (40.00) 0 0 (0.00) 

  Pain in extremity 3 1 (20.00) 0 0 (0.00) 

  Arthralgia 1 1 (20.00) 0 0 (0.00) 

  Muscular weakness 1 1 (20.00) 0 0 (0.00) 

  Neck pain 1 1 (20.00) 0 0 (0.00) 

 
Nervous system disorders     

  - Total 6 2 (40.00) 0 0 (0.00) 



  

  

7169 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=5 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=5 

n (%)2 

  Headache 2 2 (40.00) 0 0 (0.00) 

  Dysarthria 1 1 (20.00) 0 0 (0.00) 

  Facial paralysis 1 1 (20.00) 0 0 (0.00) 

  Lethargy 1 1 (20.00) 0 0 (0.00) 

  Neuropathy peripheral 1 1 (20.00) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 1 1 (20.00) 0 0 (0.00) 

  Agitation 1 1 (20.00) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 3 1 (20.00) 1 1 (20.00) 

  Haematuria 2 1 (20.00) 1 1 (20.00) 

  Proteinuria 1 1 (20.00) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 2 1 (20.00) 0 0 (0.00) 

  Perineal pain 1 1 (20.00) 0 0 (0.00) 

  Vulvovaginal pain 1 1 (20.00) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    



  

  

7170 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=5 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=5 

n (%)2 

  - Total 14 1 (20.00) 1 1 (20.00) 

  Dyspnoea 2 1 (20.00) 0 0 (0.00) 

  Rhinorrhoea 2 1 (20.00) 0 0 (0.00) 

  Cough 1 1 (20.00) 0 0 (0.00) 

  Epistaxis 1 1 (20.00) 0 0 (0.00) 

  Hypoxia 1 1 (20.00) 1 1 (20.00) 

  Nasal congestion 1 1 (20.00) 0 0 (0.00) 

  Nasal septum perforation 1 1 (20.00) 0 0 (0.00) 

  Oropharyngeal pain 1 1 (20.00) 0 0 (0.00) 

  Productive cough 1 1 (20.00) 0 0 (0.00) 

  Rhinalgia 1 1 (20.00) 0 0 (0.00) 

  Sinus pain 1 1 (20.00) 0 0 (0.00) 

  Tachypnoea 1 1 (20.00) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 6 1 (20.00) 0 0 (0.00) 

  Skin ulcer 2 1 (20.00) 0 0 (0.00) 

  Dermatitis bullous 1 1 (20.00) 0 0 (0.00) 

  Petechiae 1 1 (20.00) 0 0 (0.00) 

  Pruritus 1 1 (20.00) 0 0 (0.00) 



  

  

7171 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=5 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=5 

n (%)2 

  Rash 1 1 (20.00) 0 0 (0.00) 

 
Vascular disorders     

  - Total 4 1 (20.00) 0 0 (0.00) 

  Flushing 3 1 (20.00) 0 0 (0.00) 

  Embolism 1 1 (20.00) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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7172 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187g 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=24 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=24 
n (%)2 

Total number of AE per patient 168 18 (75.00) 21 11 (45.83) 

 
Blood and lymphatic system disorders     

  - Total 12 6 (25.00) 5 4 (16.67) 

  Anaemia 5 2 (8.33) 3 2 (8.33) 

  Thrombocytopenia 4 3 (12.50) 1 1 (4.17) 

  Neutropenia 2 1 (4.17) 0 0 (0.00) 

  Lymphopenia 1 1 (4.17) 1 1 (4.17) 

 
Cardiac disorders     

  - Total 1 1 (4.17) 0 0 (0.00) 

  Tachycardia 1 1 (4.17) 0 0 (0.00) 

 
Endocrine disorders     

  - Total 1 1 (4.17) 0 0 (0.00) 



  

  

7173 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=24 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=24 
n (%)2 

  Hypothyroidism 1 1 (4.17) 0 0 (0.00) 

 
Eye disorders     

  - Total 3 2 (8.33) 0 0 (0.00) 

  Blindness unilateral 1 1 (4.17) 0 0 (0.00) 

  Eye pain 1 1 (4.17) 0 0 (0.00) 

  Lacrimation increased 1 1 (4.17) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 15 6 (25.00) 0 0 (0.00) 

  Diarrhoea 4 2 (8.33) 0 0 (0.00) 

  Constipation 3 3 (12.50) 0 0 (0.00) 

  Vomiting 3 2 (8.33) 0 0 (0.00) 

  Abdominal pain 2 2 (8.33) 0 0 (0.00) 

  Abdominal pain lower 1 1 (4.17) 0 0 (0.00) 

  Gastrointestinal motility disorder 1 1 (4.17) 0 0 (0.00) 

  Nausea 1 1 (4.17) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 24 8 (33.33) 1 1 (4.17) 

  Pyrexia 15 6 (25.00) 1 1 (4.17) 



  

  

7174 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=24 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=24 
n (%)2 

  Chills 2 2 (8.33) 0 0 (0.00) 

  Gait disturbance 2 2 (8.33) 0 0 (0.00) 

  Axillary pain 1 1 (4.17) 0 0 (0.00) 

  Catheter site erythema 1 1 (4.17) 0 0 (0.00) 

  Fatigue 1 1 (4.17) 0 0 (0.00) 

  Oedema peripheral 1 1 (4.17) 0 0 (0.00) 

  Pain 1 1 (4.17) 0 0 (0.00) 

 
Immune system disorders     

  - Total 5 5 (20.83) 0 0 (0.00) 

  Hypogammaglobulinaemia 3 3 (12.50) 0 0 (0.00) 

  Allergy to immunoglobulin therapy 1 1 (4.17) 0 0 (0.00) 

  Cytokine release syndrome 1 1 (4.17) 0 0 (0.00) 

 
Infections and infestations     

  - Total 30 13 (54.17) 7 7 (29.17) 

  Nasopharyngitis 3 3 (12.50) 0 0 (0.00) 

  Conjunctivitis 2 1 (4.17) 0 0 (0.00) 

  Device related infection 2 2 (8.33) 2 2 (8.33) 

  Rhinitis 2 2 (8.33) 0 0 (0.00) 

  Atypical pneumonia 1 1 (4.17) 1 1 (4.17) 



  

  

7175 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=24 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=24 
n (%)2 

  Body tinea 1 1 (4.17) 0 0 (0.00) 

  Cellulitis 1 1 (4.17) 0 0 (0.00) 

  Enterovirus infection 1 1 (4.17) 0 0 (0.00) 

  Folliculitis 1 1 (4.17) 0 0 (0.00) 

  Gastroenteritis 1 1 (4.17) 0 0 (0.00) 

  Gastrointestinal infection 1 1 (4.17) 1 1 (4.17) 

  Herpes zoster 1 1 (4.17) 0 0 (0.00) 

  Meningitis aseptic 1 1 (4.17) 1 1 (4.17) 

  Molluscum contagiosum 1 1 (4.17) 0 0 (0.00) 

  Oral herpes 1 1 (4.17) 0 0 (0.00) 

  Otitis externa 1 1 (4.17) 0 0 (0.00) 

  Otitis media 1 1 (4.17) 0 0 (0.00) 

  Parainfluenzae virus infection 1 1 (4.17) 0 0 (0.00) 

  Rash pustular 1 1 (4.17) 0 0 (0.00) 

  Respiratory syncytial virus infection 1 1 (4.17) 1 1 (4.17) 

  Septic shock 1 1 (4.17) 1 1 (4.17) 

  Sinusitis 1 1 (4.17) 0 0 (0.00) 

  Skin infection 1 1 (4.17) 0 0 (0.00) 

  Upper respiratory tract infection 1 1 (4.17) 0 0 (0.00) 

  Viral upper respiratory tract infection 1 1 (4.17) 0 0 (0.00) 



  

  

7176 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=24 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=24 
n (%)2 

 
Injury, poisoning and procedural 
complications 

    

  - Total 1 1 (4.17) 0 0 (0.00) 

  Procedural pain 1 1 (4.17) 0 0 (0.00) 

 
Investigations     

  - Total 26 5 (20.83) 5 1 (4.17) 

  Neutrophil count decreased 6 1 (4.17) 3 1 (4.17) 

  White blood cell count decreased 6 2 (8.33) 1 1 (4.17) 

  Platelet count decreased 5 2 (8.33) 1 1 (4.17) 

  Alanine aminotransferase increased 3 2 (8.33) 0 0 (0.00) 

  Aspartate aminotransferase 
increased 

2 2 (8.33) 0 0 (0.00) 

  Blood alkaline phosphatase 
increased 

1 1 (4.17) 0 0 (0.00) 

  Chlamydia test positive 1 1 (4.17) 0 0 (0.00) 

  Gamma-glutamyltransferase 
increased 

1 1 (4.17) 0 0 (0.00) 

  Lymphocyte count decreased 1 1 (4.17) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 13 6 (25.00) 0 0 (0.00) 



  

  

7177 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=24 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=24 
n (%)2 

  Hypophosphataemia 3 2 (8.33) 0 0 (0.00) 

  Decreased appetite 2 2 (8.33) 0 0 (0.00) 

  Hypomagnesaemia 2 2 (8.33) 0 0 (0.00) 

  Dehydration 1 1 (4.17) 0 0 (0.00) 

  Hyperkalaemia 1 1 (4.17) 0 0 (0.00) 

  Hyperuricaemia 1 1 (4.17) 0 0 (0.00) 

  Hypoalbuminaemia 1 1 (4.17) 0 0 (0.00) 

  Hypocalcaemia 1 1 (4.17) 0 0 (0.00) 

  Hypokalaemia 1 1 (4.17) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 8 5 (20.83) 0 0 (0.00) 

  Pain in extremity 4 3 (12.50) 0 0 (0.00) 

  Arthralgia 2 2 (8.33) 0 0 (0.00) 

  Back pain 2 2 (8.33) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 2 2 (8.33) 2 2 (8.33) 

  Acute lymphocytic leukaemia 1 1 (4.17) 1 1 (4.17) 

  B precursor type acute leukaemia 1 1 (4.17) 1 1 (4.17) 



  

  

7178 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=24 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=24 
n (%)2 

 
Nervous system disorders     

  - Total 5 3 (12.50) 0 0 (0.00) 

  Dizziness 1 1 (4.17) 0 0 (0.00) 

  Headache 1 1 (4.17) 0 0 (0.00) 

  Hemiparesis 1 1 (4.17) 0 0 (0.00) 

  Intracranial pressure increased 1 1 (4.17) 0 0 (0.00) 

  Subdural hygroma 1 1 (4.17) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 1 1 (4.17) 0 0 (0.00) 

  Depression 1 1 (4.17) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 3 3 (12.50) 1 1 (4.17) 

  Metrorrhagia 1 1 (4.17) 0 0 (0.00) 

  Ovarian failure 1 1 (4.17) 1 1 (4.17) 

  Vulvovaginal dryness 1 1 (4.17) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 12 5 (20.83) 0 0 (0.00) 



  

  

7179 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=24 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=24 
n (%)2 

  Cough 8 4 (16.67) 0 0 (0.00) 

  Epistaxis 1 1 (4.17) 0 0 (0.00) 

  Nasal congestion 1 1 (4.17) 0 0 (0.00) 

  Oropharyngeal pain 1 1 (4.17) 0 0 (0.00) 

  Pharyngeal erythema 1 1 (4.17) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 6 5 (20.83) 0 0 (0.00) 

  Ingrowing nail 2 1 (4.17) 0 0 (0.00) 

  Alopecia 1 1 (4.17) 0 0 (0.00) 

  Dry skin 1 1 (4.17) 0 0 (0.00) 

  Erythema 1 1 (4.17) 0 0 (0.00) 

  Rash 1 1 (4.17) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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7181 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187g 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=19 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=19 
n (%)2 

Total number of AE per patient 119 17 (89.47) 25 8 (42.11) 

 
Blood and lymphatic system disorders     

  - Total 5 2 (10.53) 1 1 (5.26) 

  Anaemia 2 1 (5.26) 1 1 (5.26) 

  Febrile neutropenia 2 1 (5.26) 0 0 (0.00) 

  Neutropenia 1 1 (5.26) 0 0 (0.00) 

 
Cardiac disorders     

  - Total 1 1 (5.26) 0 0 (0.00) 

  Sinus tachycardia 1 1 (5.26) 0 0 (0.00) 

 
Eye disorders     

  - Total 4 3 (15.79) 0 0 (0.00) 

  Astigmatism 1 1 (5.26) 0 0 (0.00) 



  

  

7182 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=19 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=19 
n (%)2 

  Blepharitis 1 1 (5.26) 0 0 (0.00) 

  Eye pruritus 1 1 (5.26) 0 0 (0.00) 

  Hypermetropia 1 1 (5.26) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 11 6 (31.58) 0 0 (0.00) 

  Constipation 3 2 (10.53) 0 0 (0.00) 

  Vomiting 2 2 (10.53) 0 0 (0.00) 

  Abdominal distension 1 1 (5.26) 0 0 (0.00) 

  Abdominal pain 1 1 (5.26) 0 0 (0.00) 

  Abdominal pain upper 1 1 (5.26) 0 0 (0.00) 

  Gingival bleeding 1 1 (5.26) 0 0 (0.00) 

  Nausea 1 1 (5.26) 0 0 (0.00) 

  Stomatitis 1 1 (5.26) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 8 8 (42.11) 0 0 (0.00) 

  Pyrexia 6 6 (31.58) 0 0 (0.00) 

  Chills 1 1 (5.26) 0 0 (0.00) 

  Face oedema 1 1 (5.26) 0 0 (0.00) 

 



  

  

7183 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=19 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=19 
n (%)2 

Immune system disorders     

  - Total 3 3 (15.79) 0 0 (0.00) 

  Allergy to immunoglobulin therapy 1 1 (5.26) 0 0 (0.00) 

  Drug hypersensitivity 1 1 (5.26) 0 0 (0.00) 

  Hypogammaglobulinaemia 1 1 (5.26) 0 0 (0.00) 

 
Infections and infestations     

  - Total 22 12 (63.16) 4 3 (15.79) 

  Upper respiratory tract infection 4 3 (15.79) 0 0 (0.00) 

  Nasopharyngitis 3 3 (15.79) 0 0 (0.00) 

  Rhinitis 3 3 (15.79) 0 0 (0.00) 

  Central nervous system infection 1 1 (5.26) 0 0 (0.00) 

  Conjunctivitis viral 1 1 (5.26) 0 0 (0.00) 

  Gastroenteritis 1 1 (5.26) 0 0 (0.00) 

  Herpes zoster 1 1 (5.26) 0 0 (0.00) 

  Influenza 1 1 (5.26) 1 1 (5.26) 

  Laryngitis 1 1 (5.26) 0 0 (0.00) 

  Paronychia 1 1 (5.26) 0 0 (0.00) 

  Periorbital cellulitis 1 1 (5.26) 1 1 (5.26) 

  Pharyngitis 1 1 (5.26) 0 0 (0.00) 



  

  

7184 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=19 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=19 
n (%)2 

  Pneumonia 1 1 (5.26) 1 1 (5.26) 

  Rash pustular 1 1 (5.26) 0 0 (0.00) 

  Tonsillitis 1 1 (5.26) 1 1 (5.26) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 5 4 (21.05) 0 0 (0.00) 

  Contusion 1 1 (5.26) 0 0 (0.00) 

  Fall 1 1 (5.26) 0 0 (0.00) 

  Infusion related reaction 1 1 (5.26) 0 0 (0.00) 

  Ligament sprain 1 1 (5.26) 0 0 (0.00) 

  Splinter 1 1 (5.26) 0 0 (0.00) 

 
Investigations     

  - Total 27 8 (42.11) 19 5 (26.32) 

  Neutrophil count decreased 11 3 (15.79) 10 3 (15.79) 

  White blood cell count decreased 7 3 (15.79) 5 2 (10.53) 

  Platelet count decreased 5 4 (21.05) 2 2 (10.53) 

  Immunoglobulins decreased 1 1 (5.26) 1 1 (5.26) 

  Lymphocyte count decreased 1 1 (5.26) 1 1 (5.26) 

  Vitamin D decreased 1 1 (5.26) 0 0 (0.00) 



  

  

7185 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=19 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=19 
n (%)2 

  Weight decreased 1 1 (5.26) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 2 2 (10.53) 0 0 (0.00) 

  Hyperferritinaemia 1 1 (5.26) 0 0 (0.00) 

  Hyperglycaemia 1 1 (5.26) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 3 2 (10.53) 0 0 (0.00) 

  Arthralgia 2 2 (10.53) 0 0 (0.00) 

  Osteopenia 1 1 (5.26) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 1 1 (5.26) 1 1 (5.26) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (5.26) 1 1 (5.26) 

 
Nervous system disorders     

  - Total 2 2 (10.53) 0 0 (0.00) 

  Headache 2 2 (10.53) 0 0 (0.00) 

 
Psychiatric disorders     



  

  

7186 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=19 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=19 
n (%)2 

  - Total 2 2 (10.53) 0 0 (0.00) 

  Anxiety 1 1 (5.26) 0 0 (0.00) 

  Insomnia 1 1 (5.26) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 1 1 (5.26) 0 0 (0.00) 

  Haematuria 1 1 (5.26) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 13 7 (36.84) 0 0 (0.00) 

  Cough 6 4 (21.05) 0 0 (0.00) 

  Epistaxis 3 3 (15.79) 0 0 (0.00) 

  Nasal congestion 2 2 (10.53) 0 0 (0.00) 

  Oropharyngeal pain 1 1 (5.26) 0 0 (0.00) 

  Rhonchi 1 1 (5.26) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 6 5 (26.32) 0 0 (0.00) 

  Eczema 3 2 (10.53) 0 0 (0.00) 

  Dry skin 1 1 (5.26) 0 0 (0.00) 



  

  

7187 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=19 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=19 
n (%)2 

  Petechiae 1 1 (5.26) 0 0 (0.00) 

  Pruritus 1 1 (5.26) 0 0 (0.00) 

 
Vascular disorders     

  - Total 3 3 (15.79) 0 0 (0.00) 

  Pallor 2 2 (10.53) 0 0 (0.00) 

  Hypertension 1 1 (5.26) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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7188 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187g 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=12 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=12 
n (%)2 

Total number of AE per patient 69 10 (83.33) 17 7 (58.33) 

 
Blood and lymphatic system disorders     

  - Total 4 4 (33.33) 2 2 (16.67) 

  Anaemia 2 2 (16.67) 0 0 (0.00) 

  B-cell aplasia 1 1 (8.33) 1 1 (8.33) 

  Thrombocytopenia 1 1 (8.33) 1 1 (8.33) 

 
Eye disorders     

  - Total 1 1 (8.33) 0 0 (0.00) 

  Conjunctivitis allergic 1 1 (8.33) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 5 3 (25.00) 0 0 (0.00) 

  Nausea 3 3 (25.00) 0 0 (0.00) 



  

  

7189 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=12 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=12 
n (%)2 

  Diarrhoea 1 1 (8.33) 0 0 (0.00) 

  Toothache 1 1 (8.33) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 1 1 (8.33) 0 0 (0.00) 

  Pyrexia 1 1 (8.33) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 1 1 (8.33) 0 0 (0.00) 

  Hepatotoxicity 1 1 (8.33) 0 0 (0.00) 

 
Infections and infestations     

  - Total 18 8 (66.67) 3 3 (25.00) 

  Bronchitis 2 2 (16.67) 0 0 (0.00) 

  Herpes zoster 2 2 (16.67) 1 1 (8.33) 

  Upper respiratory tract infection 2 1 (8.33) 0 0 (0.00) 

  Escherichia urinary tract infection 1 1 (8.33) 0 0 (0.00) 

  Gastroenteritis 1 1 (8.33) 0 0 (0.00) 

  Impetigo 1 1 (8.33) 0 0 (0.00) 

  Nasopharyngitis 1 1 (8.33) 0 0 (0.00) 

  Oral herpes 1 1 (8.33) 0 0 (0.00) 



  

  

7190 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=12 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=12 
n (%)2 

  Otitis externa 1 1 (8.33) 0 0 (0.00) 

  Otitis media 1 1 (8.33) 0 0 (0.00) 

  Otitis media acute 1 1 (8.33) 0 0 (0.00) 

  Pneumonia haemophilus 1 1 (8.33) 1 1 (8.33) 

  Sepsis 1 1 (8.33) 1 1 (8.33) 

  Tinea pedis 1 1 (8.33) 0 0 (0.00) 

  Tooth infection 1 1 (8.33) 0 0 (0.00) 

 
Investigations     

  - Total 18 6 (50.00) 8 3 (25.00) 

  Alanine aminotransferase increased 5 4 (33.33) 3 2 (16.67) 

  Aspartate aminotransferase 
increased 

5 4 (33.33) 3 2 (16.67) 

  Platelet count decreased 2 2 (16.67) 0 0 (0.00) 

  Activated partial thromboplastin time 
prolonged 

1 1 (8.33) 0 0 (0.00) 

  Blood lactate dehydrogenase 
increased 

1 1 (8.33) 0 0 (0.00) 

  Cytomegalovirus test positive 1 1 (8.33) 0 0 (0.00) 

  Lymph node palpable 1 1 (8.33) 0 0 (0.00) 

  Neutrophil count decreased 1 1 (8.33) 1 1 (8.33) 



  

  

7191 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=12 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=12 
n (%)2 

  White blood cell count decreased 1 1 (8.33) 1 1 (8.33) 

 
Metabolism and nutrition disorders     

  - Total 4 1 (8.33) 1 1 (8.33) 

  Hypercalcaemia 1 1 (8.33) 0 0 (0.00) 

  Hyperuricaemia 1 1 (8.33) 0 0 (0.00) 

  Hypomagnesaemia 1 1 (8.33) 0 0 (0.00) 

  Lactic acidosis 1 1 (8.33) 1 1 (8.33) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 6 3 (25.00) 1 1 (8.33) 

  Arthralgia 2 1 (8.33) 1 1 (8.33) 

  Back pain 1 1 (8.33) 0 0 (0.00) 

  Bone pain 1 1 (8.33) 0 0 (0.00) 

  Neck pain 1 1 (8.33) 0 0 (0.00) 

  Osteoporosis 1 1 (8.33) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 1 1 (8.33) 1 1 (8.33) 



  

  

7192 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=12 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=12 
n (%)2 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (8.33) 1 1 (8.33) 

 
Nervous system disorders     

  - Total 1 1 (8.33) 0 0 (0.00) 

  Neuralgia 1 1 (8.33) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 1 1 (8.33) 0 0 (0.00) 

  Confusional state 1 1 (8.33) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 4 2 (16.67) 1 1 (8.33) 

  Cough 1 1 (8.33) 0 0 (0.00) 

  Dyspnoea 1 1 (8.33) 0 0 (0.00) 

  Pulmonary granuloma 1 1 (8.33) 1 1 (8.33) 

  Stridor 1 1 (8.33) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 4 3 (25.00) 0 0 (0.00) 

  Dermatitis 1 1 (8.33) 0 0 (0.00) 



  

  

7193 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=12 
n (%)1 

Grade >= 3 
Total events 

All patients 
N=12 
n (%)2 

  Eczema 1 1 (8.33) 0 0 (0.00) 

  Hangnail 1 1 (8.33) 0 0 (0.00) 

  Ingrowing nail 1 1 (8.33) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187g 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=2 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=2 

n (%)2 

No records met the criteria     

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187g 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=8 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=8 

n (%)2 

Total number of AE per patient 3 3 (37.50) 0 0 (0.00) 

 
Infections and infestations     

  - Total 1 1 (12.50) 0 0 (0.00) 

  Infection 1 1 (12.50) 0 0 (0.00) 

 
Investigations     

  - Total 1 1 (12.50) 0 0 (0.00) 

  Lymphocyte count decreased 1 1 (12.50) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 1 1 (12.50) 0 0 (0.00) 

  Completed suicide 1 1 (12.50) 0 0 (0.00) 

 
 

 



  

  

7196 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187g 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=5 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=5 

n (%)2 

Total number of AE per patient 2 2 (40.00) 1 1 (20.00) 

 
Infections and infestations     

  - Total 1 1 (20.00) 0 0 (0.00) 

  Rhinitis 1 1 (20.00) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 1 1 (20.00) 1 1 (20.00) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (20.00) 1 1 (20.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 
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1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187g 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total events 

All patients 
N=5 

n (%)1 
Grade >= 3 

Total events 

All patients 
N=5 

n (%)2 

Total number of AE per patient 1 1 (20.00) 1 1 (20.00) 

 
Eye disorders     

  - Total 1 1 (20.00) 1 1 (20.00) 

  Keratitis 1 1 (20.00) 1 1 (20.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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7200 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187g 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Timing: At anytime, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=6 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=6 
n (%)2 

Total number of AE per patient 218 6 (100.00) 39 6 (100.00) 

 
Blood and lymphatic system disorders     

  - Total 7 5 (83.33) 5 5 (83.33) 

  Anaemia 2 1 (16.67) 1 1 (16.67) 

  Neutropenia 2 2 (33.33) 2 2 (33.33) 

  Coagulation factor deficiency 1 1 (16.67) 1 1 (16.67) 

  Febrile neutropenia 1 1 (16.67) 1 1 (16.67) 

  Leukocytosis 1 1 (16.67) 0 0 (0.00) 

 
Cardiac disorders     

  - Total 8 2 (33.33) 0 0 (0.00) 

  Sinus bradycardia 3 1 (16.67) 0 0 (0.00) 

  Tachycardia 3 2 (33.33) 0 0 (0.00) 



  

  

7201 

Timing: At anytime, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=6 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=6 
n (%)2 

  Sinus tachycardia 2 1 (16.67) 0 0 (0.00) 

 
Congenital, familial and genetic 
disorders 

    

  - Total 1 1 (16.67) 0 0 (0.00) 

  Talipes 1 1 (16.67) 0 0 (0.00) 

 
Ear and labyrinth disorders     

  - Total 2 1 (16.67) 0 0 (0.00) 

  Ear pain 2 1 (16.67) 0 0 (0.00) 

 
Endocrine disorders     

  - Total 2 1 (16.67) 0 0 (0.00) 

  Inappropriate antidiuretic hormone 
secretion 

1 1 (16.67) 0 0 (0.00) 

  Precocious puberty 1 1 (16.67) 0 0 (0.00) 

 
Eye disorders     

  - Total 7 2 (33.33) 1 1 (16.67) 

  Eye pain 2 1 (16.67) 0 0 (0.00) 

  Amaurosis 1 1 (16.67) 1 1 (16.67) 

  Ocular hyperaemia 1 1 (16.67) 0 0 (0.00) 



  

  

7202 

Timing: At anytime, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=6 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=6 
n (%)2 

  Optic atrophy 1 1 (16.67) 0 0 (0.00) 

  Visual impairment 1 1 (16.67) 0 0 (0.00) 

  Vitreous opacities 1 1 (16.67) 0 0 (0.00) 

 
Gastrointestinal disorders     

  - Total 34 5 (83.33) 1 1 (16.67) 

  Abdominal pain 7 2 (33.33) 0 0 (0.00) 

  Diarrhoea 7 2 (33.33) 1 1 (16.67) 

  Nausea 4 3 (50.00) 0 0 (0.00) 

  Vomiting 4 3 (50.00) 0 0 (0.00) 

  Oral pain 2 1 (16.67) 0 0 (0.00) 

  Proctalgia 2 1 (16.67) 0 0 (0.00) 

  Stomatitis 2 1 (16.67) 0 0 (0.00) 

  Abdominal distension 1 1 (16.67) 0 0 (0.00) 

  Constipation 1 1 (16.67) 0 0 (0.00) 

  Dental caries 1 1 (16.67) 0 0 (0.00) 

  Dyspepsia 1 1 (16.67) 0 0 (0.00) 

  Gingival swelling 1 1 (16.67) 0 0 (0.00) 

  Periodontal disease 1 1 (16.67) 0 0 (0.00) 

 



  

  

7203 

Timing: At anytime, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=6 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=6 
n (%)2 

General disorders and administration 
site conditions 

    

  - Total 22 3 (50.00) 2 2 (33.33) 

  Pyrexia 11 2 (33.33) 0 0 (0.00) 

  Localised oedema 2 1 (16.67) 0 0 (0.00) 

  Face oedema 1 1 (16.67) 0 0 (0.00) 

  Facial pain 1 1 (16.67) 0 0 (0.00) 

  Generalised oedema 1 1 (16.67) 0 0 (0.00) 

  Malaise 1 1 (16.67) 0 0 (0.00) 

  Mucosal inflammation 1 1 (16.67) 1 1 (16.67) 

  Multiple organ dysfunction syndrome 1 1 (16.67) 1 1 (16.67) 

  Non-cardiac chest pain 1 1 (16.67) 0 0 (0.00) 

  Oedema 1 1 (16.67) 0 0 (0.00) 

  Pain 1 1 (16.67) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 1 1 (16.67) 0 0 (0.00) 

  Hepatic steatosis 1 1 (16.67) 0 0 (0.00) 

 
Immune system disorders     

  - Total 8 5 (83.33) 3 3 (50.00) 



  

  

7204 

Timing: At anytime, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=6 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=6 
n (%)2 

  Cytokine release syndrome 5 5 (83.33) 2 2 (33.33) 

  Drug hypersensitivity 1 1 (16.67) 0 0 (0.00) 

  Haemophagocytic 
lymphohistiocytosis 

1 1 (16.67) 0 0 (0.00) 

  Hypogammaglobulinaemia 1 1 (16.67) 1 1 (16.67) 

 
Infections and infestations     

  - Total 20 4 (66.67) 10 3 (50.00) 

  Pneumonia 2 2 (33.33) 2 2 (33.33) 

  Rash pustular 2 1 (16.67) 0 0 (0.00) 

  Viral upper respiratory tract infection 2 1 (16.67) 0 0 (0.00) 

  Alternaria infection 1 1 (16.67) 1 1 (16.67) 

  Aspergillus infection 1 1 (16.67) 1 1 (16.67) 

  Bacterial infection 1 1 (16.67) 1 1 (16.67) 

  Candida infection 1 1 (16.67) 1 1 (16.67) 

  Catheter site infection 1 1 (16.67) 0 0 (0.00) 

  Enterococcal infection 1 1 (16.67) 1 1 (16.67) 

  Enterovirus infection 1 1 (16.67) 0 0 (0.00) 

  Mucosal infection 1 1 (16.67) 0 0 (0.00) 

  Nasopharyngitis 1 1 (16.67) 0 0 (0.00) 



  

  

7205 

Timing: At anytime, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=6 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=6 
n (%)2 

  Paronychia 1 1 (16.67) 0 0 (0.00) 

  Rhinovirus infection 1 1 (16.67) 0 0 (0.00) 

  Sinusitis 1 1 (16.67) 1 1 (16.67) 

  Systemic infection 1 1 (16.67) 1 1 (16.67) 

  Vascular device infection 1 1 (16.67) 1 1 (16.67) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 4 3 (50.00) 0 0 (0.00) 

  Contusion 1 1 (16.67) 0 0 (0.00) 

  Femoral neck fracture 1 1 (16.67) 0 0 (0.00) 

  Skin abrasion 1 1 (16.67) 0 0 (0.00) 

  Transfusion reaction 1 1 (16.67) 0 0 (0.00) 

 
Investigations     

  - Total 16 4 (66.67) 8 3 (50.00) 

  Neutrophil count decreased 5 1 (16.67) 3 1 (16.67) 

  Blood potassium decreased 2 1 (16.67) 0 0 (0.00) 

  Immunoglobulins decreased 2 2 (33.33) 1 1 (16.67) 

  White blood cell count decreased 2 1 (16.67) 2 1 (16.67) 

  Blood uric acid increased 1 1 (16.67) 0 0 (0.00) 



  

  

7206 

Timing: At anytime, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=6 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=6 
n (%)2 

  Electrocardiogram repolarisation 
abnormality 

1 1 (16.67) 0 0 (0.00) 

  Haemoglobin decreased 1 1 (16.67) 1 1 (16.67) 

  Lymphocyte count decreased 1 1 (16.67) 1 1 (16.67) 

  Protein total decreased 1 1 (16.67) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 10 2 (33.33) 3 1 (16.67) 

  Hypokalaemia 5 2 (33.33) 2 1 (16.67) 

  Decreased appetite 1 1 (16.67) 0 0 (0.00) 

  Hyperglycaemia 1 1 (16.67) 1 1 (16.67) 

  Hyperkalaemia 1 1 (16.67) 0 0 (0.00) 

  Hypomagnesaemia 1 1 (16.67) 0 0 (0.00) 

  Hyponatraemia 1 1 (16.67) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 17 4 (66.67) 1 1 (16.67) 

  Pain in extremity 7 2 (33.33) 0 0 (0.00) 

  Back pain 3 2 (33.33) 0 0 (0.00) 

  Muscular weakness 2 1 (16.67) 1 1 (16.67) 



  

  

7207 

Timing: At anytime, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=6 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=6 
n (%)2 

  Arthralgia 1 1 (16.67) 0 0 (0.00) 

  Myalgia 1 1 (16.67) 0 0 (0.00) 

  Neck pain 1 1 (16.67) 0 0 (0.00) 

  Osteonecrosis 1 1 (16.67) 0 0 (0.00) 

  Osteopenia 1 1 (16.67) 0 0 (0.00) 

 
Nervous system disorders     

  - Total 11 4 (66.67) 1 1 (16.67) 

  Headache 3 2 (33.33) 0 0 (0.00) 

  Cerebral atrophy 1 1 (16.67) 0 0 (0.00) 

  Dysarthria 1 1 (16.67) 0 0 (0.00) 

  Facial paralysis 1 1 (16.67) 0 0 (0.00) 

  Lethargy 1 1 (16.67) 0 0 (0.00) 

  Neurological decompensation 1 1 (16.67) 0 0 (0.00) 

  Neuropathy peripheral 1 1 (16.67) 0 0 (0.00) 

  Seizure 1 1 (16.67) 1 1 (16.67) 

  Tremor 1 1 (16.67) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 2 1 (16.67) 0 0 (0.00) 



  

  

7208 

Timing: At anytime, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=6 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=6 
n (%)2 

  Agitation 2 1 (16.67) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 4 2 (33.33) 1 1 (16.67) 

  Haematuria 2 1 (16.67) 1 1 (16.67) 

  Proteinuria 1 1 (16.67) 0 0 (0.00) 

  Urinary tract disorder 1 1 (16.67) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 2 1 (16.67) 0 0 (0.00) 

  Perineal pain 1 1 (16.67) 0 0 (0.00) 

  Vulvovaginal pain 1 1 (16.67) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 18 2 (33.33) 1 1 (16.67) 

  Dyspnoea 2 1 (16.67) 0 0 (0.00) 

  Epistaxis 2 2 (33.33) 0 0 (0.00) 

  Hypoxia 2 1 (16.67) 1 1 (16.67) 

  Oropharyngeal pain 2 2 (33.33) 0 0 (0.00) 



  

  

7209 

Timing: At anytime, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=6 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=6 
n (%)2 

  Rhinorrhoea 2 1 (16.67) 0 0 (0.00) 

  Tachypnoea 2 1 (16.67) 0 0 (0.00) 

  Cough 1 1 (16.67) 0 0 (0.00) 

  Nasal congestion 1 1 (16.67) 0 0 (0.00) 

  Nasal septum perforation 1 1 (16.67) 0 0 (0.00) 

  Productive cough 1 1 (16.67) 0 0 (0.00) 

  Rhinalgia 1 1 (16.67) 0 0 (0.00) 

  Sinus pain 1 1 (16.67) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 13 5 (83.33) 0 0 (0.00) 

  Rash 5 3 (50.00) 0 0 (0.00) 

  Pruritus 2 2 (33.33) 0 0 (0.00) 

  Skin ulcer 2 1 (16.67) 0 0 (0.00) 

  Dermatitis acneiform 1 1 (16.67) 0 0 (0.00) 

  Dermatitis bullous 1 1 (16.67) 0 0 (0.00) 

  Erythema 1 1 (16.67) 0 0 (0.00) 

  Petechiae 1 1 (16.67) 0 0 (0.00) 

 
Vascular disorders     



  

  

7210 

Timing: At anytime, Number of previous relapses: 0 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=6 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=6 
n (%)2 

  - Total 9 4 (66.67) 2 2 (33.33) 

  Flushing 3 1 (16.67) 0 0 (0.00) 

  Hot flush 2 1 (16.67) 0 0 (0.00) 

  Hypertension 2 2 (33.33) 2 2 (33.33) 

  Embolism 1 1 (16.67) 0 0 (0.00) 

  Vascular occlusion 1 1 (16.67) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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7211 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187g 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Timing: At anytime, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=30 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=30 
n (%)2 

Total number of AE per patient 479 30 (100.00) 112 24 (80.00) 

 
Blood and lymphatic system disorders     

  - Total 33 14 (46.67) 20 9 (30.00) 

  Anaemia 15 3 (10.00) 9 2 (6.67) 

  Thrombocytopenia 7 4 (13.33) 4 2 (6.67) 

  Neutropenia 3 2 (6.67) 1 1 (3.33) 

  Bone marrow failure 2 2 (6.67) 2 2 (6.67) 

  B-cell aplasia 1 1 (3.33) 0 0 (0.00) 

  Disseminated intravascular 
coagulation 

1 1 (3.33) 1 1 (3.33) 

  Febrile neutropenia 1 1 (3.33) 1 1 (3.33) 

  Lymphopenia 1 1 (3.33) 1 1 (3.33) 

  Pancytopenia 1 1 (3.33) 1 1 (3.33) 



  

  

7212 

Timing: At anytime, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=30 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=30 
n (%)2 

  Splenomegaly 1 1 (3.33) 0 0 (0.00) 

 
Cardiac disorders     

  - Total 9 6 (20.00) 1 1 (3.33) 

  Tachycardia 4 3 (10.00) 0 0 (0.00) 

  Sinus bradycardia 2 2 (6.67) 0 0 (0.00) 

  Cardiac hypertrophy 1 1 (3.33) 0 0 (0.00) 

  Left ventricular dysfunction 1 1 (3.33) 1 1 (3.33) 

  Sinus tachycardia 1 1 (3.33) 0 0 (0.00) 

 
Endocrine disorders     

  - Total 1 1 (3.33) 0 0 (0.00) 

  Hypothyroidism 1 1 (3.33) 0 0 (0.00) 

 
Eye disorders     

  - Total 5 2 (6.67) 0 0 (0.00) 

  Blepharospasm 1 1 (3.33) 0 0 (0.00) 

  Blindness unilateral 1 1 (3.33) 0 0 (0.00) 

  Eye pain 1 1 (3.33) 0 0 (0.00) 

  Lacrimation increased 1 1 (3.33) 0 0 (0.00) 

  Vision blurred 1 1 (3.33) 0 0 (0.00) 



  

  

7213 

Timing: At anytime, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=30 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=30 
n (%)2 

 
Gastrointestinal disorders     

  - Total 49 19 (63.33) 1 1 (3.33) 

  Diarrhoea 14 9 (30.00) 0 0 (0.00) 

  Vomiting 9 6 (20.00) 0 0 (0.00) 

  Nausea 6 5 (16.67) 0 0 (0.00) 

  Constipation 5 3 (10.00) 0 0 (0.00) 

  Abdominal pain 4 3 (10.00) 0 0 (0.00) 

  Abdominal pain upper 2 2 (6.67) 0 0 (0.00) 

  Paraesthesia oral 2 2 (6.67) 0 0 (0.00) 

  Abdominal pain lower 1 1 (3.33) 0 0 (0.00) 

  Anal incontinence 1 1 (3.33) 0 0 (0.00) 

  Gastrointestinal haemorrhage 1 1 (3.33) 1 1 (3.33) 

  Gastrointestinal motility disorder 1 1 (3.33) 0 0 (0.00) 

  Hypoaesthesia oral 1 1 (3.33) 0 0 (0.00) 

  Lip haemorrhage 1 1 (3.33) 0 0 (0.00) 

  Rectal haemorrhage 1 1 (3.33) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 47 20 (66.67) 3 3 (10.00) 
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Timing: At anytime, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=30 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=30 
n (%)2 

  Pyrexia 30 15 (50.00) 2 2 (6.67) 

  Fatigue 4 3 (10.00) 0 0 (0.00) 

  Chills 2 2 (6.67) 0 0 (0.00) 

  Face oedema 2 2 (6.67) 0 0 (0.00) 

  Gait disturbance 2 2 (6.67) 0 0 (0.00) 

  Oedema peripheral 2 2 (6.67) 0 0 (0.00) 

  Axillary pain 1 1 (3.33) 0 0 (0.00) 

  Catheter site erythema 1 1 (3.33) 0 0 (0.00) 

  Catheter site pain 1 1 (3.33) 0 0 (0.00) 

  Drug withdrawal syndrome 1 1 (3.33) 1 1 (3.33) 

  Pain 1 1 (3.33) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 4 4 (13.33) 3 3 (10.00) 

  Cholestasis 1 1 (3.33) 1 1 (3.33) 

  Hepatic failure 1 1 (3.33) 0 0 (0.00) 

  Hepatocellular injury 1 1 (3.33) 1 1 (3.33) 

  Hepatosplenomegaly 1 1 (3.33) 1 1 (3.33) 

 
Immune system disorders     



  

  

7215 

Timing: At anytime, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=30 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=30 
n (%)2 

  - Total 53 21 (70.00) 15 9 (30.00) 

  Cytokine release syndrome 42 17 (56.67) 15 9 (30.00) 

  Hypogammaglobulinaemia 8 8 (26.67) 0 0 (0.00) 

  Allergy to immunoglobulin therapy 3 2 (6.67) 0 0 (0.00) 

 
Infections and infestations     

  - Total 46 17 (56.67) 15 9 (30.00) 

  Nasopharyngitis 4 4 (13.33) 0 0 (0.00) 

  Conjunctivitis 2 1 (3.33) 0 0 (0.00) 

  Device related infection 2 2 (6.67) 2 2 (6.67) 

  Herpes zoster 2 2 (6.67) 0 0 (0.00) 

  Meningitis aseptic 2 1 (3.33) 2 1 (3.33) 

  Respiratory syncytial virus infection 2 2 (6.67) 1 1 (3.33) 

  Rhinitis 2 2 (6.67) 0 0 (0.00) 

  Sinusitis 2 2 (6.67) 1 1 (3.33) 

  Aspergillus infection 1 1 (3.33) 1 1 (3.33) 

  Atypical pneumonia 1 1 (3.33) 1 1 (3.33) 

  Bacterial infection 1 1 (3.33) 1 1 (3.33) 

  Body tinea 1 1 (3.33) 0 0 (0.00) 

  Candida infection 1 1 (3.33) 1 1 (3.33) 



  

  

7216 

Timing: At anytime, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=30 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=30 
n (%)2 

  Cellulitis 1 1 (3.33) 0 0 (0.00) 

  Cellulitis orbital 1 1 (3.33) 1 1 (3.33) 

  Enterovirus infection 1 1 (3.33) 0 0 (0.00) 

  Folliculitis 1 1 (3.33) 0 0 (0.00) 

  Gastroenteritis 1 1 (3.33) 0 0 (0.00) 

  Gastrointestinal infection 1 1 (3.33) 1 1 (3.33) 

  Infection 1 1 (3.33) 0 0 (0.00) 

  Influenza 1 1 (3.33) 0 0 (0.00) 

  Molluscum contagiosum 1 1 (3.33) 0 0 (0.00) 

  Nail infection 1 1 (3.33) 0 0 (0.00) 

  Oral herpes 1 1 (3.33) 0 0 (0.00) 

  Otitis externa 1 1 (3.33) 0 0 (0.00) 

  Otitis media 1 1 (3.33) 0 0 (0.00) 

  Parainfluenzae virus infection 1 1 (3.33) 0 0 (0.00) 

  Pneumonia viral 1 1 (3.33) 0 0 (0.00) 

  Rash pustular 1 1 (3.33) 0 0 (0.00) 

  Sepsis 1 1 (3.33) 1 1 (3.33) 

  Septic shock 1 1 (3.33) 1 1 (3.33) 

  Skin infection 1 1 (3.33) 0 0 (0.00) 



  

  

7217 

Timing: At anytime, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=30 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=30 
n (%)2 

  Upper respiratory tract infection 1 1 (3.33) 0 0 (0.00) 

  Vascular device infection 1 1 (3.33) 1 1 (3.33) 

  Viral upper respiratory tract infection 1 1 (3.33) 0 0 (0.00) 

  Vulvitis 1 1 (3.33) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 6 3 (10.00) 0 0 (0.00) 

  Allergic transfusion reaction 2 2 (6.67) 0 0 (0.00) 

  Contusion 1 1 (3.33) 0 0 (0.00) 

  Fall 1 1 (3.33) 0 0 (0.00) 

  Procedural pain 1 1 (3.33) 0 0 (0.00) 

  Subcutaneous haematoma 1 1 (3.33) 0 0 (0.00) 

 
Investigations     

  - Total 79 14 (46.67) 32 9 (30.00) 

  Platelet count decreased 19 3 (10.00) 14 3 (10.00) 

  White blood cell count decreased 11 4 (13.33) 6 3 (10.00) 

  Neutrophil count decreased 8 2 (6.67) 5 2 (6.67) 

  Alanine aminotransferase increased 5 2 (6.67) 0 0 (0.00) 



  

  

7218 

Timing: At anytime, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=30 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=30 
n (%)2 

  Aspartate aminotransferase 
increased 

5 3 (10.00) 1 1 (3.33) 

  Blood alkaline phosphatase 
increased 

3 2 (6.67) 0 0 (0.00) 

  Lymphocyte count decreased 3 2 (6.67) 1 1 (3.33) 

  Blood bilirubin increased 2 2 (6.67) 2 2 (6.67) 

  Blood creatinine increased 2 2 (6.67) 0 0 (0.00) 

  Blood fibrinogen decreased 2 2 (6.67) 0 0 (0.00) 

  Blood urea decreased 2 1 (3.33) 0 0 (0.00) 

  Immunoglobulins decreased 2 1 (3.33) 2 1 (3.33) 

  Lipase increased 2 1 (3.33) 0 0 (0.00) 

  Serum ferritin increased 2 2 (6.67) 0 0 (0.00) 

  Activated partial thromboplastin time 
prolonged 

1 1 (3.33) 0 0 (0.00) 

  Ammonia increased 1 1 (3.33) 0 0 (0.00) 

  Blood fibrinogen increased 1 1 (3.33) 0 0 (0.00) 

  Blood magnesium increased 1 1 (3.33) 1 1 (3.33) 

  Blood urine present 1 1 (3.33) 0 0 (0.00) 

  C-reactive protein increased 1 1 (3.33) 0 0 (0.00) 

  Chest X-ray abnormal 1 1 (3.33) 0 0 (0.00) 



  

  

7219 

Timing: At anytime, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=30 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=30 
n (%)2 

  Chlamydia test positive 1 1 (3.33) 0 0 (0.00) 

  Gamma-glutamyltransferase 
increased 

1 1 (3.33) 0 0 (0.00) 

  Monocyte count decreased 1 1 (3.33) 0 0 (0.00) 

  Prothrombin time prolonged 1 1 (3.33) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 47 15 (50.00) 7 5 (16.67) 

  Hypokalaemia 14 8 (26.67) 3 2 (6.67) 

  Hypophosphataemia 11 6 (20.00) 1 1 (3.33) 

  Hypocalcaemia 4 4 (13.33) 2 2 (6.67) 

  Decreased appetite 3 3 (10.00) 0 0 (0.00) 

  Dehydration 3 2 (6.67) 1 1 (3.33) 

  Hyperkalaemia 2 2 (6.67) 0 0 (0.00) 

  Hyperphosphataemia 2 1 (3.33) 0 0 (0.00) 

  Hypomagnesaemia 2 2 (6.67) 0 0 (0.00) 

  Fluid overload 1 1 (3.33) 0 0 (0.00) 

  Hypercalcaemia 1 1 (3.33) 0 0 (0.00) 

  Hypernatraemia 1 1 (3.33) 0 0 (0.00) 

  Hyperuricaemia 1 1 (3.33) 0 0 (0.00) 



  

  

7220 

Timing: At anytime, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=30 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=30 
n (%)2 

  Hypoalbuminaemia 1 1 (3.33) 0 0 (0.00) 

  Vitamin D deficiency 1 1 (3.33) 0 0 (0.00) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 13 8 (26.67) 2 2 (6.67) 

  Pain in extremity 5 4 (13.33) 0 0 (0.00) 

  Arthralgia 3 3 (10.00) 1 1 (3.33) 

  Back pain 2 2 (6.67) 0 0 (0.00) 

  Bone pain 1 1 (3.33) 0 0 (0.00) 

  Joint effusion 1 1 (3.33) 1 1 (3.33) 

  Joint stiffness 1 1 (3.33) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 4 4 (13.33) 4 4 (13.33) 

  Acute lymphocytic leukaemia 1 1 (3.33) 1 1 (3.33) 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (3.33) 1 1 (3.33) 

  B precursor type acute leukaemia 1 1 (3.33) 1 1 (3.33) 

  Leukaemia 1 1 (3.33) 1 1 (3.33) 

 



  

  

7221 

Timing: At anytime, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=30 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=30 
n (%)2 

Nervous system disorders     

  - Total 20 12 (40.00) 3 2 (6.67) 

  Headache 5 5 (16.67) 0 0 (0.00) 

  Dyskinesia 4 1 (3.33) 2 1 (3.33) 

  Dizziness 2 2 (6.67) 0 0 (0.00) 

  Tremor 2 2 (6.67) 0 0 (0.00) 

  Head discomfort 1 1 (3.33) 0 0 (0.00) 

  Hemiparesis 1 1 (3.33) 0 0 (0.00) 

  Intracranial pressure increased 1 1 (3.33) 0 0 (0.00) 

  Neuralgia 1 1 (3.33) 0 0 (0.00) 

  Seizure 1 1 (3.33) 0 0 (0.00) 

  Somnolence 1 1 (3.33) 1 1 (3.33) 

  Subdural hygroma 1 1 (3.33) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 9 6 (20.00) 0 0 (0.00) 

  Irritability 2 2 (6.67) 0 0 (0.00) 

  Agitation 1 1 (3.33) 0 0 (0.00) 

  Anxiety 1 1 (3.33) 0 0 (0.00) 

  Completed suicide 1 1 (3.33) 0 0 (0.00) 



  

  

7222 

Timing: At anytime, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=30 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=30 
n (%)2 

  Confusional state 1 1 (3.33) 0 0 (0.00) 

  Delirium 1 1 (3.33) 0 0 (0.00) 

  Depression 1 1 (3.33) 0 0 (0.00) 

  Insomnia 1 1 (3.33) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 7 5 (16.67) 1 1 (3.33) 

  Acute kidney injury 3 1 (3.33) 1 1 (3.33) 

  Dysuria 1 1 (3.33) 0 0 (0.00) 

  Haematuria 1 1 (3.33) 0 0 (0.00) 

  Renal impairment 1 1 (3.33) 0 0 (0.00) 

  Urinary incontinence 1 1 (3.33) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 3 3 (10.00) 1 1 (3.33) 

  Metrorrhagia 1 1 (3.33) 0 0 (0.00) 

  Ovarian failure 1 1 (3.33) 1 1 (3.33) 

  Vulvovaginal dryness 1 1 (3.33) 0 0 (0.00) 

 



  

  

7223 

Timing: At anytime, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=30 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=30 
n (%)2 

Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 21 10 (33.33) 2 2 (6.67) 

  Cough 10 6 (20.00) 0 0 (0.00) 

  Epistaxis 3 3 (10.00) 0 0 (0.00) 

  Hypoxia 2 2 (6.67) 1 1 (3.33) 

  Increased upper airway secretion 1 1 (3.33) 0 0 (0.00) 

  Lung disorder 1 1 (3.33) 1 1 (3.33) 

  Nasal congestion 1 1 (3.33) 0 0 (0.00) 

  Oropharyngeal pain 1 1 (3.33) 0 0 (0.00) 

  Pharyngeal erythema 1 1 (3.33) 0 0 (0.00) 

  Rhinorrhoea 1 1 (3.33) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 15 11 (36.67) 0 0 (0.00) 

  Erythema 4 3 (10.00) 0 0 (0.00) 

  Rash 3 3 (10.00) 0 0 (0.00) 

  Dry skin 2 2 (6.67) 0 0 (0.00) 

  Ingrowing nail 2 1 (3.33) 0 0 (0.00) 



  

  

7224 

Timing: At anytime, Number of previous relapses: 1 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=30 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=30 
n (%)2 

  Petechiae 2 2 (6.67) 0 0 (0.00) 

  Alopecia 1 1 (3.33) 0 0 (0.00) 

  Papule 1 1 (3.33) 0 0 (0.00) 

 
Vascular disorders     

  - Total 8 6 (20.00) 2 2 (6.67) 

  Hypotension 5 3 (10.00) 1 1 (3.33) 

  Hypertension 2 2 (6.67) 0 0 (0.00) 

  Jugular vein thrombosis 1 1 (3.33) 1 1 (3.33) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t187_gd_b2001x.sas@@/main/6 25JUN21:18:12                                        Final 

 
  



  

  

7225 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187g 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Timing: At anytime, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=21 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=21 
n (%)2 

Total number of AE per patient 421 21 (100.00) 126 18 (85.71) 

 
Blood and lymphatic system disorders     

  - Total 24 10 (47.62) 12 6 (28.57) 

  Anaemia 9 5 (23.81) 3 3 (14.29) 

  Neutropenia 8 5 (23.81) 7 4 (19.05) 

  Febrile neutropenia 4 3 (14.29) 1 1 (4.76) 

  Disseminated intravascular 
coagulation 

2 2 (9.52) 0 0 (0.00) 

  Thrombocytopenia 1 1 (4.76) 1 1 (4.76) 

 
Cardiac disorders     

  - Total 10 6 (28.57) 1 1 (4.76) 

  Tachycardia 4 3 (14.29) 0 0 (0.00) 



  

  

7226 

Timing: At anytime, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=21 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=21 
n (%)2 

  Sinus tachycardia 2 2 (9.52) 0 0 (0.00) 

  Bradycardia 1 1 (4.76) 0 0 (0.00) 

  Cardiac discomfort 1 1 (4.76) 0 0 (0.00) 

  Left ventricular dysfunction 1 1 (4.76) 1 1 (4.76) 

  Pericardial effusion 1 1 (4.76) 0 0 (0.00) 

 
Ear and labyrinth disorders     

  - Total 1 1 (4.76) 1 1 (4.76) 

  Vertigo 1 1 (4.76) 1 1 (4.76) 

 
Eye disorders     

  - Total 8 5 (23.81) 0 0 (0.00) 

  Astigmatism 1 1 (4.76) 0 0 (0.00) 

  Blepharitis 1 1 (4.76) 0 0 (0.00) 

  Conjunctival haemorrhage 1 1 (4.76) 0 0 (0.00) 

  Diplopia 1 1 (4.76) 0 0 (0.00) 

  Dry eye 1 1 (4.76) 0 0 (0.00) 

  Eye pruritus 1 1 (4.76) 0 0 (0.00) 

  Hypermetropia 1 1 (4.76) 0 0 (0.00) 

  Ocular hypertension 1 1 (4.76) 0 0 (0.00) 

 



  

  

7227 

Timing: At anytime, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=21 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=21 
n (%)2 

Gastrointestinal disorders     

  - Total 31 12 (57.14) 2 2 (9.52) 

  Nausea 4 4 (19.05) 1 1 (4.76) 

  Vomiting 4 3 (14.29) 0 0 (0.00) 

  Abdominal distension 3 2 (9.52) 0 0 (0.00) 

  Abdominal pain 3 3 (14.29) 0 0 (0.00) 

  Constipation 3 2 (9.52) 0 0 (0.00) 

  Diarrhoea 2 2 (9.52) 0 0 (0.00) 

  Stomatitis 2 2 (9.52) 0 0 (0.00) 

  Upper gastrointestinal haemorrhage 2 1 (4.76) 0 0 (0.00) 

  Abdominal pain upper 1 1 (4.76) 0 0 (0.00) 

  Anal fissure 1 1 (4.76) 0 0 (0.00) 

  Anal fistula 1 1 (4.76) 0 0 (0.00) 

  Anal haemorrhage 1 1 (4.76) 0 0 (0.00) 

  Gingival bleeding 1 1 (4.76) 0 0 (0.00) 

  Lip dry 1 1 (4.76) 0 0 (0.00) 

  Proctalgia 1 1 (4.76) 0 0 (0.00) 

  Rectal ulcer 1 1 (4.76) 1 1 (4.76) 

 



  

  

7228 

Timing: At anytime, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=21 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=21 
n (%)2 

General disorders and administration 
site conditions 

    

  - Total 30 13 (61.90) 2 2 (9.52) 

  Pyrexia 16 11 (52.38) 2 2 (9.52) 

  Face oedema 2 2 (9.52) 0 0 (0.00) 

  Fatigue 2 2 (9.52) 0 0 (0.00) 

  Oedema peripheral 2 2 (9.52) 0 0 (0.00) 

  Pain 2 2 (9.52) 0 0 (0.00) 

  Catheter site erythema 1 1 (4.76) 0 0 (0.00) 

  Catheter site haemorrhage 1 1 (4.76) 0 0 (0.00) 

  Catheter site pain 1 1 (4.76) 0 0 (0.00) 

  Chills 1 1 (4.76) 0 0 (0.00) 

  Localised oedema 1 1 (4.76) 0 0 (0.00) 

  Non-cardiac chest pain 1 1 (4.76) 0 0 (0.00) 

 
Hepatobiliary disorders     

  - Total 1 1 (4.76) 0 0 (0.00) 

  Gallbladder oedema 1 1 (4.76) 0 0 (0.00) 

 
Immune system disorders     

  - Total 45 18 (85.71) 20 10 (47.62) 



  

  

7229 

Timing: At anytime, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=21 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=21 
n (%)2 

  Cytokine release syndrome 34 16 (76.19) 18 9 (42.86) 

  Hypogammaglobulinaemia 6 6 (28.57) 1 1 (4.76) 

  Allergy to immunoglobulin therapy 2 2 (9.52) 0 0 (0.00) 

  Drug hypersensitivity 2 2 (9.52) 0 0 (0.00) 

  Haemophagocytic 
lymphohistiocytosis 

1 1 (4.76) 1 1 (4.76) 

 
Infections and infestations     

  - Total 36 14 (66.67) 8 6 (28.57) 

  Upper respiratory tract infection 5 4 (19.05) 0 0 (0.00) 

  Rhinitis 4 3 (14.29) 0 0 (0.00) 

  Nasopharyngitis 3 3 (14.29) 0 0 (0.00) 

  Central nervous system infection 2 1 (4.76) 1 1 (4.76) 

  Bronchopulmonary aspergillosis 1 1 (4.76) 0 0 (0.00) 

  Candida infection 1 1 (4.76) 0 0 (0.00) 

  Cellulitis 1 1 (4.76) 0 0 (0.00) 

  Cerebral fungal infection 1 1 (4.76) 1 1 (4.76) 

  Conjunctivitis viral 1 1 (4.76) 0 0 (0.00) 

  Device related infection 1 1 (4.76) 0 0 (0.00) 

  Gastroenteritis 1 1 (4.76) 0 0 (0.00) 



  

  

7230 

Timing: At anytime, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=21 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=21 
n (%)2 

  Helminthic infection 1 1 (4.76) 0 0 (0.00) 

  Herpes zoster 1 1 (4.76) 0 0 (0.00) 

  Infection 1 1 (4.76) 1 1 (4.76) 

  Influenza 1 1 (4.76) 1 1 (4.76) 

  Laryngitis 1 1 (4.76) 0 0 (0.00) 

  Paronychia 1 1 (4.76) 0 0 (0.00) 

  Parotitis 1 1 (4.76) 0 0 (0.00) 

  Periorbital cellulitis 1 1 (4.76) 1 1 (4.76) 

  Pharyngitis 1 1 (4.76) 0 0 (0.00) 

  Pneumonia 1 1 (4.76) 1 1 (4.76) 

  Rash pustular 1 1 (4.76) 0 0 (0.00) 

  Respiratory tract infection 1 1 (4.76) 0 0 (0.00) 

  Sepsis 1 1 (4.76) 1 1 (4.76) 

  Tonsillitis 1 1 (4.76) 1 1 (4.76) 

  Urinary tract infection viral 1 1 (4.76) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 11 5 (23.81) 0 0 (0.00) 

  Infusion related reaction 2 1 (4.76) 0 0 (0.00) 



  

  

7231 

Timing: At anytime, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=21 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=21 
n (%)2 

  Contusion 1 1 (4.76) 0 0 (0.00) 

  Fall 1 1 (4.76) 0 0 (0.00) 

  Ligament sprain 1 1 (4.76) 0 0 (0.00) 

  Post procedural haemorrhage 1 1 (4.76) 0 0 (0.00) 

  Procedural pain 1 1 (4.76) 0 0 (0.00) 

  Splinter 1 1 (4.76) 0 0 (0.00) 

  Stoma site erythema 1 1 (4.76) 0 0 (0.00) 

  Stoma site haemorrhage 1 1 (4.76) 0 0 (0.00) 

  Thermal burn 1 1 (4.76) 0 0 (0.00) 

 
Investigations     

  - Total 69 13 (61.90) 50 10 (47.62) 

  Neutrophil count decreased 21 4 (19.05) 20 4 (19.05) 

  White blood cell count decreased 17 5 (23.81) 14 5 (23.81) 

  Platelet count decreased 9 4 (19.05) 6 4 (19.05) 

  Blood fibrinogen decreased 5 3 (14.29) 3 3 (14.29) 

  Blood creatine phosphokinase 
increased 

4 1 (4.76) 3 1 (4.76) 

  Immunoglobulins decreased 2 2 (9.52) 1 1 (4.76) 

  Lymphocyte count decreased 2 2 (9.52) 2 2 (9.52) 



  

  

7232 

Timing: At anytime, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=21 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=21 
n (%)2 

  Prothrombin time prolonged 2 2 (9.52) 0 0 (0.00) 

  Alanine aminotransferase increased 1 1 (4.76) 1 1 (4.76) 

  Aspartate aminotransferase 
increased 

1 1 (4.76) 0 0 (0.00) 

  C-reactive protein increased 1 1 (4.76) 0 0 (0.00) 

  Heart sounds abnormal 1 1 (4.76) 0 0 (0.00) 

  International normalised ratio 
increased 

1 1 (4.76) 0 0 (0.00) 

  Vitamin D decreased 1 1 (4.76) 0 0 (0.00) 

  Weight decreased 1 1 (4.76) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 40 9 (42.86) 14 4 (19.05) 

  Hypokalaemia 9 5 (23.81) 5 4 (19.05) 

  Hypocalcaemia 7 2 (9.52) 6 2 (9.52) 

  Hypoalbuminaemia 6 3 (14.29) 0 0 (0.00) 

  Hypophosphataemia 5 3 (14.29) 1 1 (4.76) 

  Hyperuricaemia 3 2 (9.52) 0 0 (0.00) 

  Hypomagnesaemia 3 3 (14.29) 0 0 (0.00) 

  Hyponatraemia 3 1 (4.76) 1 1 (4.76) 



  

  

7233 

Timing: At anytime, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=21 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=21 
n (%)2 

  Fluid retention 1 1 (4.76) 0 0 (0.00) 

  Hyperferritinaemia 1 1 (4.76) 0 0 (0.00) 

  Hyperglycaemia 1 1 (4.76) 0 0 (0.00) 

  Tumour lysis syndrome 1 1 (4.76) 1 1 (4.76) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 15 7 (33.33) 0 0 (0.00) 

  Arthralgia 5 3 (14.29) 0 0 (0.00) 

  Myalgia 4 4 (19.05) 0 0 (0.00) 

  Muscular weakness 2 2 (9.52) 0 0 (0.00) 

  Back pain 1 1 (4.76) 0 0 (0.00) 

  Bone pain 1 1 (4.76) 0 0 (0.00) 

  Osteopenia 1 1 (4.76) 0 0 (0.00) 

  Pain in extremity 1 1 (4.76) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 3 3 (14.29) 3 3 (14.29) 

  Acute lymphocytic leukaemia 
recurrent 

2 2 (9.52) 2 2 (9.52) 
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Timing: At anytime, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=21 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=21 
n (%)2 

  Neoplasm progression 1 1 (4.76) 1 1 (4.76) 

 
Nervous system disorders     

  - Total 20 11 (52.38) 4 3 (14.29) 

  Headache 8 7 (33.33) 1 1 (4.76) 

  Seizure 4 4 (19.05) 1 1 (4.76) 

  Intention tremor 2 2 (9.52) 0 0 (0.00) 

  Depressed level of consciousness 1 1 (4.76) 1 1 (4.76) 

  Encephalopathy 1 1 (4.76) 1 1 (4.76) 

  Hyperkinesia 1 1 (4.76) 0 0 (0.00) 

  Lethargy 1 1 (4.76) 0 0 (0.00) 

  Nervous system disorder 1 1 (4.76) 0 0 (0.00) 

  Tremor 1 1 (4.76) 0 0 (0.00) 

 
Product issues     

  - Total 1 1 (4.76) 0 0 (0.00) 

  Device occlusion 1 1 (4.76) 0 0 (0.00) 

 
Psychiatric disorders     

  - Total 13 8 (38.10) 2 1 (4.76) 

  Anxiety 3 2 (9.52) 0 0 (0.00) 
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Timing: At anytime, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=21 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=21 
n (%)2 

  Agitation 2 1 (4.76) 1 1 (4.76) 

  Disorientation 2 2 (9.52) 0 0 (0.00) 

  Insomnia 2 2 (9.52) 0 0 (0.00) 

  Confusional state 1 1 (4.76) 1 1 (4.76) 

  Delirium 1 1 (4.76) 0 0 (0.00) 

  Hallucination 1 1 (4.76) 0 0 (0.00) 

  Initial insomnia 1 1 (4.76) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 8 4 (19.05) 2 1 (4.76) 

  Acute kidney injury 3 2 (9.52) 2 1 (4.76) 

  Haematuria 3 2 (9.52) 0 0 (0.00) 

  Polyuria 1 1 (4.76) 0 0 (0.00) 

  Proteinuria 1 1 (4.76) 0 0 (0.00) 

 
Reproductive system and breast 
disorders 

    

  - Total 1 1 (4.76) 0 0 (0.00) 

  Scrotal oedema 1 1 (4.76) 0 0 (0.00) 
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Timing: At anytime, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=21 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=21 
n (%)2 

Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 25 11 (52.38) 3 3 (14.29) 

  Cough 10 6 (28.57) 0 0 (0.00) 

  Hypoxia 4 3 (14.29) 2 2 (9.52) 

  Epistaxis 3 3 (14.29) 0 0 (0.00) 

  Nasal congestion 2 2 (9.52) 0 0 (0.00) 

  Oropharyngeal pain 2 2 (9.52) 0 0 (0.00) 

  Apnoea 1 1 (4.76) 1 1 (4.76) 

  Pleural effusion 1 1 (4.76) 0 0 (0.00) 

  Rhonchi 1 1 (4.76) 0 0 (0.00) 

  Tachypnoea 1 1 (4.76) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 19 9 (42.86) 1 1 (4.76) 

  Pruritus 5 4 (19.05) 0 0 (0.00) 

  Eczema 3 2 (9.52) 0 0 (0.00) 

  Rash 3 3 (14.29) 1 1 (4.76) 

  Dry skin 2 2 (9.52) 0 0 (0.00) 



  

  

7237 

Timing: At anytime, Number of previous relapses: 2 

Primary system organ class 
Preferred term 

All 
grades 
Total 

events 

All 
patients 

N=21 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=21 
n (%)2 

  Petechiae 2 2 (9.52) 0 0 (0.00) 

  Papule 1 1 (4.76) 0 0 (0.00) 

  Skin discolouration 1 1 (4.76) 0 0 (0.00) 

  Skin exfoliation 1 1 (4.76) 0 0 (0.00) 

  Urticaria 1 1 (4.76) 0 0 (0.00) 

 
Vascular disorders     

  - Total 10 8 (38.10) 1 1 (4.76) 

  Hypertension 3 3 (14.29) 0 0 (0.00) 

  Pallor 3 3 (14.29) 0 0 (0.00) 

  Hypotension 2 2 (9.52) 1 1 (4.76) 

  Lymphoedema 1 1 (4.76) 0 0 (0.00) 

  Venous thrombosis limb 1 1 (4.76) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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7239 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 187g 

Number of adverse events post CTL019 infusion, regardless of study drug relationship, 

by primary system organ class, preferred term and Number of previous relapses 

Safety Set 

 

Timing: At anytime, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=12 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=12 
n (%)2 

Total number of AE per patient 239 12 (100.00) 50 11 (91.67) 

 
Blood and lymphatic system disorders     

  - Total 16 9 (75.00) 7 5 (41.67) 

  Anaemia 7 5 (41.67) 1 1 (8.33) 

  Leukopenia 3 1 (8.33) 1 1 (8.33) 

  Neutropenia 2 1 (8.33) 2 1 (8.33) 

  Thrombocytopenia 2 1 (8.33) 1 1 (8.33) 

  B-cell aplasia 1 1 (8.33) 1 1 (8.33) 

  Febrile neutropenia 1 1 (8.33) 1 1 (8.33) 

 
Cardiac disorders     

  - Total 1 1 (8.33) 0 0 (0.00) 

  Tachycardia 1 1 (8.33) 0 0 (0.00) 
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Timing: At anytime, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=12 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=12 
n (%)2 

 
Eye disorders     

  - Total 3 3 (25.00) 1 1 (8.33) 

  Conjunctivitis allergic 1 1 (8.33) 0 0 (0.00) 

  Dry eye 1 1 (8.33) 0 0 (0.00) 

  Keratitis 1 1 (8.33) 1 1 (8.33) 

 
Gastrointestinal disorders     

  - Total 16 6 (50.00) 1 1 (8.33) 

  Nausea 6 4 (33.33) 0 0 (0.00) 

  Diarrhoea 4 4 (33.33) 1 1 (8.33) 

  Abdominal pain upper 1 1 (8.33) 0 0 (0.00) 

  Constipation 1 1 (8.33) 0 0 (0.00) 

  Gastrointestinal pain 1 1 (8.33) 0 0 (0.00) 

  Gingival bleeding 1 1 (8.33) 0 0 (0.00) 

  Toothache 1 1 (8.33) 0 0 (0.00) 

  Vomiting 1 1 (8.33) 0 0 (0.00) 

 
General disorders and administration 
site conditions 

    

  - Total 24 9 (75.00) 5 2 (16.67) 
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Timing: At anytime, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=12 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=12 
n (%)2 

  Pyrexia 11 5 (41.67) 1 1 (8.33) 

  Fatigue 3 2 (16.67) 0 0 (0.00) 

  Asthenia 2 2 (16.67) 0 0 (0.00) 

  Oedema peripheral 2 1 (8.33) 0 0 (0.00) 

  Catheter site haemorrhage 1 1 (8.33) 1 1 (8.33) 

  Catheter site pruritus 1 1 (8.33) 0 0 (0.00) 

  Chills 1 1 (8.33) 0 0 (0.00) 

  Face oedema 1 1 (8.33) 1 1 (8.33) 

  Localised oedema 1 1 (8.33) 1 1 (8.33) 

  Pain 1 1 (8.33) 1 1 (8.33) 

 
Hepatobiliary disorders     

  - Total 1 1 (8.33) 0 0 (0.00) 

  Hepatotoxicity 1 1 (8.33) 0 0 (0.00) 

 
Immune system disorders     

  - Total 25 10 (83.33) 5 2 (16.67) 

  Cytokine release syndrome 16 9 (75.00) 4 2 (16.67) 

  Hypogammaglobulinaemia 7 6 (50.00) 0 0 (0.00) 

  Atopy 1 1 (8.33) 0 0 (0.00) 
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Timing: At anytime, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=12 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=12 
n (%)2 

  Haemophagocytic 
lymphohistiocytosis 

1 1 (8.33) 1 1 (8.33) 

 
Infections and infestations     

  - Total 24 10 (83.33) 3 3 (25.00) 

  Upper respiratory tract infection 3 2 (16.67) 0 0 (0.00) 

  Bronchitis 2 2 (16.67) 0 0 (0.00) 

  Herpes zoster 2 2 (16.67) 1 1 (8.33) 

  Cystitis 1 1 (8.33) 0 0 (0.00) 

  Device related infection 1 1 (8.33) 0 0 (0.00) 

  Escherichia urinary tract infection 1 1 (8.33) 0 0 (0.00) 

  Eye infection 1 1 (8.33) 0 0 (0.00) 

  Gastroenteritis 1 1 (8.33) 0 0 (0.00) 

  Impetigo 1 1 (8.33) 0 0 (0.00) 

  Nasopharyngitis 1 1 (8.33) 0 0 (0.00) 

  Oral fungal infection 1 1 (8.33) 0 0 (0.00) 

  Oral herpes 1 1 (8.33) 0 0 (0.00) 

  Otitis externa 1 1 (8.33) 0 0 (0.00) 

  Otitis media 1 1 (8.33) 0 0 (0.00) 

  Otitis media acute 1 1 (8.33) 0 0 (0.00) 
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Timing: At anytime, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=12 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=12 
n (%)2 

  Pneumonia haemophilus 1 1 (8.33) 1 1 (8.33) 

  Pseudomembranous colitis 1 1 (8.33) 0 0 (0.00) 

  Sepsis 1 1 (8.33) 1 1 (8.33) 

  Tinea pedis 1 1 (8.33) 0 0 (0.00) 

  Tooth infection 1 1 (8.33) 0 0 (0.00) 

 
Injury, poisoning and procedural 
complications 

    

  - Total 1 1 (8.33) 1 1 (8.33) 

  Periorbital haematoma 1 1 (8.33) 1 1 (8.33) 

 
Investigations     

  - Total 44 8 (66.67) 14 5 (41.67) 

  Platelet count decreased 8 3 (25.00) 0 0 (0.00) 

  Aspartate aminotransferase 
increased 

6 4 (33.33) 3 2 (16.67) 

  Neutrophil count decreased 6 4 (33.33) 5 3 (25.00) 

  Alanine aminotransferase increased 5 4 (33.33) 3 2 (16.67) 

  White blood cell count decreased 4 4 (33.33) 2 2 (16.67) 

  Blood creatinine increased 2 1 (8.33) 0 0 (0.00) 
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Timing: At anytime, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=12 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=12 
n (%)2 

  Blood lactate dehydrogenase 
increased 

2 1 (8.33) 0 0 (0.00) 

  Blood urea increased 2 1 (8.33) 0 0 (0.00) 

  Activated partial thromboplastin time 
prolonged 

1 1 (8.33) 0 0 (0.00) 

  Antithrombin III decreased 1 1 (8.33) 0 0 (0.00) 

  Blood bilirubin increased 1 1 (8.33) 0 0 (0.00) 

  Blood chloride increased 1 1 (8.33) 0 0 (0.00) 

  Clostridium test positive 1 1 (8.33) 0 0 (0.00) 

  Cytomegalovirus test positive 1 1 (8.33) 0 0 (0.00) 

  Fungal test positive 1 1 (8.33) 1 1 (8.33) 

  Gamma-glutamyltransferase 
increased 

1 1 (8.33) 0 0 (0.00) 

  Lymph node palpable 1 1 (8.33) 0 0 (0.00) 

 
Metabolism and nutrition disorders     

  - Total 24 8 (66.67) 5 3 (25.00) 

  Hypoalbuminaemia 6 4 (33.33) 1 1 (8.33) 

  Decreased appetite 4 4 (33.33) 1 1 (8.33) 

  Hypocalcaemia 4 2 (16.67) 0 0 (0.00) 

  Hyperglycaemia 2 2 (16.67) 1 1 (8.33) 
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Timing: At anytime, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=12 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=12 
n (%)2 

  Hyperphosphataemia 2 1 (8.33) 0 0 (0.00) 

  Dehydration 1 1 (8.33) 1 1 (8.33) 

  Hypercalcaemia 1 1 (8.33) 0 0 (0.00) 

  Hyperuricaemia 1 1 (8.33) 0 0 (0.00) 

  Hypomagnesaemia 1 1 (8.33) 0 0 (0.00) 

  Hypophosphataemia 1 1 (8.33) 0 0 (0.00) 

  Lactic acidosis 1 1 (8.33) 1 1 (8.33) 

 
Musculoskeletal and connective tissue 
disorders 

    

  - Total 8 4 (33.33) 1 1 (8.33) 

  Arthralgia 3 2 (16.67) 1 1 (8.33) 

  Back pain 1 1 (8.33) 0 0 (0.00) 

  Bone pain 1 1 (8.33) 0 0 (0.00) 

  Myalgia 1 1 (8.33) 0 0 (0.00) 

  Neck pain 1 1 (8.33) 0 0 (0.00) 

  Osteoporosis 1 1 (8.33) 0 0 (0.00) 

 
Neoplasms benign, malignant and 
unspecified (incl cysts and polyps) 

    

  - Total 1 1 (8.33) 1 1 (8.33) 
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Timing: At anytime, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=12 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=12 
n (%)2 

  Acute lymphocytic leukaemia 
recurrent 

1 1 (8.33) 1 1 (8.33) 

 
Nervous system disorders     

  - Total 6 4 (33.33) 2 1 (8.33) 

  Headache 2 2 (16.67) 0 0 (0.00) 

  Dysgeusia 1 1 (8.33) 0 0 (0.00) 

  Encephalopathy 1 1 (8.33) 1 1 (8.33) 

  Neuralgia 1 1 (8.33) 0 0 (0.00) 

  Somnolence 1 1 (8.33) 1 1 (8.33) 

 
Psychiatric disorders     

  - Total 6 2 (16.67) 0 0 (0.00) 

  Insomnia 3 2 (16.67) 0 0 (0.00) 

  Anxiety 1 1 (8.33) 0 0 (0.00) 

  Confusional state 1 1 (8.33) 0 0 (0.00) 

  Restlessness 1 1 (8.33) 0 0 (0.00) 

 
Renal and urinary disorders     

  - Total 4 2 (16.67) 0 0 (0.00) 

  Chromaturia 2 1 (8.33) 0 0 (0.00) 
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Timing: At anytime, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=12 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=12 
n (%)2 

  Dysuria 1 1 (8.33) 0 0 (0.00) 

  Polyuria 1 1 (8.33) 0 0 (0.00) 

 
Respiratory, thoracic and mediastinal 
disorders 

    

  - Total 13 4 (33.33) 2 1 (8.33) 

  Hypoxia 4 2 (16.67) 1 1 (8.33) 

  Dyspnoea 2 2 (16.67) 0 0 (0.00) 

  Cough 1 1 (8.33) 0 0 (0.00) 

  Oropharyngeal pain 1 1 (8.33) 0 0 (0.00) 

  Pleural effusion 1 1 (8.33) 0 0 (0.00) 

  Pulmonary granuloma 1 1 (8.33) 1 1 (8.33) 

  Rhinorrhoea 1 1 (8.33) 0 0 (0.00) 

  Stridor 1 1 (8.33) 0 0 (0.00) 

  Tachypnoea 1 1 (8.33) 0 0 (0.00) 

 
Skin and subcutaneous tissue 
disorders 

    

  - Total 19 7 (58.33) 0 0 (0.00) 

  Erythema 3 2 (16.67) 0 0 (0.00) 

  Hangnail 2 2 (16.67) 0 0 (0.00) 
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Timing: At anytime, Number of previous relapses: >=3 

Primary system organ class 
Preferred term 

All grades 
Total 

events 

All 
patients 

N=12 
n (%)1 

Grade >= 
3 

Total 
events 

All 
patients 

N=12 
n (%)2 

  Ingrowing nail 2 2 (16.67) 0 0 (0.00) 

  Petechiae 2 1 (8.33) 0 0 (0.00) 

  Pruritus 2 2 (16.67) 0 0 (0.00) 

  Acne 1 1 (8.33) 0 0 (0.00) 

  Decubitus ulcer 1 1 (8.33) 0 0 (0.00) 

  Dermatitis 1 1 (8.33) 0 0 (0.00) 

  Dry skin 1 1 (8.33) 0 0 (0.00) 

  Eczema 1 1 (8.33) 0 0 (0.00) 

  Rash 1 1 (8.33) 0 0 (0.00) 

  Skin lesion 1 1 (8.33) 0 0 (0.00) 

  Urticaria 1 1 (8.33) 0 0 (0.00) 

 
Vascular disorders     

  - Total 3 3 (25.00) 2 2 (16.67) 

  Capillary leak syndrome 1 1 (8.33) 1 1 (8.33) 

  Hypertension 1 1 (8.33) 1 1 (8.33) 

  Hypotension 1 1 (8.33) 0 0 (0.00) 

 
 

 
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of 



  

  

7249 

adverse events. 

Percentages are calculated out of number of patients in safety set 

1 number of patients with any AE (irrespective of grade) 

2 number of patients with Grade 3 or more AE 
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Tabl e 188a => C ytoki ne rel ease syndrome post C TL019 i nfusion, regar dless of s tudy dr ug relationship by Age (Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                  
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 188a 

Cytokine release syndrome post CTL019 infusion, regardless of study drug relationship by Age 

Safety Set 

 

Subgroup: Age: <10 years 

 

 

All 
patients 

N=34 

Cytokine Release Syndrome (CRS) - n (%)  

   No 9 (26.5) 

   Yes 25 (73.5) 

 Maximum CRS grade - n(%)  

   Grade 1 7 (20.6) 

   Grade 2 6 (17.6) 

   Grade 3 4 (11.8) 

   Grade 4 8 (23.5) 

 Fatal - n(%) 1  (2.9) 

 Time to onset of CRS (days)  

   n 25 

   Mean (SD) 4.9 (3.08) 

   Median 4.0 

   Min - Max 1 - 13 
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All 
patients 

N=34 

 Time to grade 3/4 CRS (days)  

   n 12 

   Mean (SD) 5.8 (2.79) 

   Median 6.0 

   Min - Max 2 - 11 

 Concurrent infections - n(%) 2  (5.9) 

   Blood 1  (2.9) 

   Lung 1  (2.9) 

   Urine 1  (2.9) 

 High fevers during CRS - n (%) 20 (58.8) 

  Time to high fever onset (days)  

   n 20 

   Mean (SD) 6.3 (5.76) 

   Median 5.0 

   Min - Max 2 - 27 

  Duration (days)  

   n 20 

   Mean (SD) 4.1 (2.50) 

   Median 3.5 

   Min - Max 1 - 9 

 Admitted to ICU - n (%) 10 (29.4) 
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All 
patients 

N=34 

  Time to ICU Admission (days)  

   n 10 

   Mean (SD) 6.1 (3.51) 

   Median 7.5 

   Min - Max 0 - 11 

  Duration of ICU stay (days)  

   n 10 

   Mean (SD) 9.1 (6.49) 

   Median 8.0 

   Min - Max 3 - 24 

 Hypotension that required intervention - n (%) 9 (26.5) 

   High dose vasopressors used - n (%) 9 (26.5) 

 Oxygen supplementation given - n (%) 12 (35.3) 

 Patient intubated - n (%) 3  (8.8) 

  Duration (days)  

   n 3 

   Mean (SD) 9.0 (7.00) 

   Median 6.0 

   Min - Max 4 - 17 

 Patient dialyzed - n (%) 1  (2.9) 

  Duration (days)  
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All 
patients 

N=34 

   n 1 

   Mean (SD) 2.0 

   Median 2.0 

   Min - Max 2 - 2 

 Total Parenteral Nutrition (TPN) used - n (%) 5 (14.7) 

  Duration (days)  

   n 5 

   Mean (SD) 11.6 (8.23) 

   Median 7.0 

   Min - Max 5 - 25 

 Pulmonary abnormalities - n (%) 6 (17.6) 

 Disseminated intravascular coagulation (DIC) observed - n (%) 2  (5.9) 

 Bleeding observed - n (%) 2  (5.9) 

 Blood product support given for bleeding - n (%) 2  (5.9) 

 Systemic anti-cytokine therapy given - n (%) 10 (29.4) 

   Tocilizumab 10 (29.4) 

    1 dose 4 (11.8) 

    2 doses 4 (11.8) 

    3 doses 1  (2.9) 

    4 doses 1  (2.9) 

    >4 doses 0 
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All 
patients 

N=34 

   Siltuximab 0 

   Corticosteroids 1  (2.9) 

   Other 0 

 

 
Only the first CRS episode is summarized for each patient. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 188a 

Cytokine release syndrome post CTL019 infusion, regardless of study drug relationship by Age 

Safety Set 

 

Subgroup: Age: >=10 years to <18 years 

 

 

All 
patients 

N=18 

Cytokine Release Syndrome (CRS) - n (%)  

   No 6 (33.3) 

   Yes 12 (66.7) 

 Maximum CRS grade - n(%)  

   Grade 1 3 (16.7) 

   Grade 2 3 (16.7) 

   Grade 3 3 (16.7) 

   Grade 4 3 (16.7) 

 Fatal - n(%) 0 

 Time to onset of CRS (days)  

   n 12 

   Mean (SD) 5.0 (2.70) 

   Median 5.0 

   Min - Max 2 - 9 
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All 
patients 

N=18 

 Time to grade 3/4 CRS (days)  

   n 6 

   Mean (SD) 5.2 (2.71) 

   Median 6.0 

   Min - Max 2 - 9 

 Concurrent infections - n(%) 1  (5.6) 

   Blood 1  (5.6) 

 High fevers during CRS - n (%) 10 (55.6) 

  Time to high fever onset (days)  

   n 10 

   Mean (SD) 4.6 (2.22) 

   Median 4.5 

   Min - Max 2 - 9 

  Duration (days)  

   n 10 

   Mean (SD) 4.0 (2.58) 

   Median 3.5 

   Min - Max 1 - 8 

 Admitted to ICU - n (%) 5 (27.8) 

  Time to ICU Admission (days)  

   n 5 
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All 
patients 

N=18 

   Mean (SD) 3.0 (2.83) 

   Median 2.0 

   Min - Max 0 - 6 

  Duration of ICU stay (days)  

   n 5 

   Mean (SD) 10.4 (7.23) 

   Median 9.0 

   Min - Max 2 - 22 

 Hypotension that required intervention - n (%) 7 (38.9) 

   High dose vasopressors used - n (%) 5 (27.8) 

 Oxygen supplementation given - n (%) 4 (22.2) 

 Patient intubated - n (%) 1  (5.6) 

  Duration (days)  

   n 1 

   Mean (SD) 6.0 

   Median 6.0 

   Min - Max 6 - 6 

 Patient dialyzed - n (%) 0 

  Duration (days)  

   n - 

   Mean (SD) - 



  

  

7259 

 

All 
patients 

N=18 

   Median - 

   Min - Max - 

 Total Parenteral Nutrition (TPN) used - n (%) 2 (11.1) 

  Duration (days)  

   n 1 

   Mean (SD) 15.0 

   Median 15.0 

   Min - Max 15 - 15 

 Pulmonary abnormalities - n (%) 1  (5.6) 

 Disseminated intravascular coagulation (DIC) observed - n (%) 0 

 Bleeding observed - n (%) 1  (5.6) 

 Blood product support given for bleeding - n (%) 2 (11.1) 

 Systemic anti-cytokine therapy given - n (%) 5 (27.8) 

   Tocilizumab 5 (27.8) 

    1 dose 3 (16.7) 

    2 doses 0 

    3 doses 0 

    4 doses 1  (5.6) 

    >4 doses 0 

    Missing 1  (5.6) 

   Siltuximab 0 



  

  

7260 

 

All 
patients 

N=18 

   Corticosteroids 1  (5.6) 

   Other 0 

 

 
Only the first CRS episode is summarized for each patient. 
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7261 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 188a 

Cytokine release syndrome post CTL019 infusion, regardless of study drug relationship by Age 

Safety Set 

 

Subgroup: Age: >=18 years 

 

 

All 
patients 

N=17 

Cytokine Release Syndrome (CRS) - n (%)  

   No 9 (52.9) 

   Yes 8 (47.1) 

 Maximum CRS grade - n(%)  

   Grade 1 1  (5.9) 

   Grade 2 3 (17.6) 

   Grade 3 2 (11.8) 

   Grade 4 2 (11.8) 

 Fatal - n(%) 0 

 Time to onset of CRS (days)  

   n 8 

   Mean (SD) 4.4 (2.45) 

   Median 5.0 

   Min - Max 1 - 7 



  

  

7262 

 

All 
patients 

N=17 

 Time to grade 3/4 CRS (days)  

   n 4 

   Mean (SD) 8.3 (2.75) 

   Median 8.5 

   Min - Max 5 - 11 

 Concurrent infections - n(%) 2 (11.8) 

   Lung 1  (5.9) 

   Urine 1  (5.9) 

 High fevers during CRS - n (%) 7 (41.2) 

  Time to high fever onset (days)  

   n 7 

   Mean (SD) 4.7 (3.15) 

   Median 4.0 

   Min - Max 1 - 10 

  Duration (days)  

   n 7 

   Mean (SD) 3.0 (2.52) 

   Median 2.0 

   Min - Max 1 - 7 

 Admitted to ICU - n (%) 4 (23.5) 

  Time to ICU Admission (days)  



  

  

7263 

 

All 
patients 

N=17 

   n 4 

   Mean (SD) 7.5 (2.52) 

   Median 7.0 

   Min - Max 5 - 11 

  Duration of ICU stay (days)  

   n 4 

   Mean (SD) 6.8 (5.12) 

   Median 5.5 

   Min - Max 2 - 14 

 Hypotension that required intervention - n (%) 6 (35.3) 

   High dose vasopressors used - n (%) 2 (11.8) 

 Oxygen supplementation given - n (%) 4 (23.5) 

 Patient intubated - n (%) 1  (5.9) 

  Duration (days)  

   n 1 

   Mean (SD) 4.0 

   Median 4.0 

   Min - Max 4 - 4 

 Patient dialyzed - n (%) 1  (5.9) 

  Duration (days)  

   n 1 



  

  

7264 

 

All 
patients 

N=17 

   Mean (SD) 4.0 

   Median 4.0 

   Min - Max 4 - 4 

 Total Parenteral Nutrition (TPN) used - n (%) 1  (5.9) 

  Duration (days)  

   n 1 

   Mean (SD) 36.0 

   Median 36.0 

   Min - Max 36 - 36 

 Pulmonary abnormalities - n (%) 2 (11.8) 

 Disseminated intravascular coagulation (DIC) observed - n (%) 1  (5.9) 

 Bleeding observed - n (%) 3 (17.6) 

 Blood product support given for bleeding - n (%) 2 (11.8) 

 Systemic anti-cytokine therapy given - n (%) 4 (23.5) 

   Tocilizumab 3 (17.6) 

    1 dose 2 (11.8) 

    2 doses 1  (5.9) 

    3 doses 0 

    4 doses 0 

    >4 doses 0 

   Siltuximab 2 (11.8) 



  

  

7265 

 

All 
patients 

N=17 

   Corticosteroids 2 (11.8) 

   Other 0 

 

 
Only the first CRS episode is summarized for each patient. 
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Tabl e 188b => C ytoki ne rel ease syndrome post C TL019 i nfusion, regar dless of s tudy dr ug relationship by Gender (Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                               
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 188b 

Cytokine release syndrome post CTL019 infusion, regardless of study drug relationship by Gender 

Safety Set 

 

Subgroup: Gender: Male 

 

 

All 
patients 

N=41 

Cytokine Release Syndrome (CRS) - n (%)  

   No 13 (31.7) 

   Yes 28 (68.3) 

 Maximum CRS grade - n(%)  

   Grade 1 6 (14.6) 

   Grade 2 7 (17.1) 

   Grade 3 6 (14.6) 

   Grade 4 9 (22.0) 

 Fatal - n(%) 1  (2.4) 

 Time to onset of CRS (days)  

   n 28 

   Mean (SD) 4.6 (2.61) 

   Median 4.5 

   Min - Max 1 - 11 



  

  

7267 

 

All 
patients 

N=41 

 Time to grade 3/4 CRS (days)  

   n 15 

   Mean (SD) 6.7 (2.58) 

   Median 7.0 

   Min - Max 2 - 11 

 Concurrent infections - n(%) 4  (9.8) 

   Blood 2  (4.9) 

   Lung 1  (2.4) 

   Urine 2  (4.9) 

 High fevers during CRS - n (%) 23 (56.1) 

  Time to high fever onset (days)  

   n 23 

   Mean (SD) 5.5 (5.26) 

   Median 4.0 

   Min - Max 1 - 27 

  Duration (days)  

   n 23 

   Mean (SD) 3.6 (2.08) 

   Median 3.0 

   Min - Max 1 - 8 

 Admitted to ICU - n (%) 12 (29.3) 



  

  

7268 

 

All 
patients 

N=41 

  Time to ICU Admission (days)  

   n 12 

   Mean (SD) 5.6 (3.92) 

   Median 7.0 

   Min - Max 0 - 11 

  Duration of ICU stay (days)  

   n 12 

   Mean (SD) 8.0 (5.89) 

   Median 6.5 

   Min - Max 2 - 22 

 Hypotension that required intervention - n (%) 13 (31.7) 

   High dose vasopressors used - n (%) 9 (22.0) 

 Oxygen supplementation given - n (%) 12 (29.3) 

 Patient intubated - n (%) 2  (4.9) 

  Duration (days)  

   n 2 

   Mean (SD) 5.0 (1.41) 

   Median 5.0 

   Min - Max 4 - 6 

 Patient dialyzed - n (%) 1  (2.4) 

  Duration (days)  



  

  

7269 

 

All 
patients 

N=41 

   n 1 

   Mean (SD) 2.0 

   Median 2.0 

   Min - Max 2 - 2 

 Total Parenteral Nutrition (TPN) used - n (%) 4  (9.8) 

  Duration (days)  

   n 3 

   Mean (SD) 9.7 (4.62) 

   Median 7.0 

   Min - Max 7 - 15 

 Pulmonary abnormalities - n (%) 6 (14.6) 

 Disseminated intravascular coagulation (DIC) observed - n (%) 2  (4.9) 

 Bleeding observed - n (%) 4  (9.8) 

 Blood product support given for bleeding - n (%) 3  (7.3) 

 Systemic anti-cytokine therapy given - n (%) 13 (31.7) 

   Tocilizumab 12 (29.3) 

    1 dose 6 (14.6) 

    2 doses 3  (7.3) 

    3 doses 0 

    4 doses 2  (4.9) 

    >4 doses 0 



  

  

7270 

 

All 
patients 

N=41 

    Missing 1  (2.4) 

   Siltuximab 1  (2.4) 

   Corticosteroids 2  (4.9) 

   Other 0 

 

 
Only the first CRS episode is summarized for each patient. 
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7271 

 



  

  

7272 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 188b 

Cytokine release syndrome post CTL019 infusion, regardless of study drug relationship by Gender 

Safety Set 

 

Subgroup: Gender: Female 

 

 
All patients 

N=28 

Cytokine Release Syndrome (CRS) - n (%)  

   No 11 (39.3) 

   Yes 17 (60.7) 

 Maximum CRS grade - n(%)  

   Grade 1 5 (17.9) 

   Grade 2 5 (17.9) 

   Grade 3 3 (10.7) 

   Grade 4 4 (14.3) 

 Fatal - n(%) 0 

 Time to onset of CRS (days)  

   n 17 

   Mean (SD) 5.2 (3.21) 

   Median 5.0 

   Min - Max 1 - 13 

 Time to grade 3/4 CRS (days)  



  

  

7273 

 
All patients 

N=28 

   n 7 

   Mean (SD) 4.7 (3.09) 

   Median 3.0 

   Min - Max 2 - 9 

 Concurrent infections - n(%) 1  (3.6) 

   Lung 1  (3.6) 

 High fevers during CRS - n (%) 14 (50.0) 

  Time to high fever onset (days)  

   n 14 

   Mean (SD) 5.6 (3.41) 

   Median 5.0 

   Min - Max 2 - 13 

  Duration (days)  

   n 14 

   Mean (SD) 4.2 (3.09) 

   Median 3.0 

   Min - Max 1 - 9 

 Admitted to ICU - n (%) 7 (25.0) 

  Time to ICU Admission (days)  

   n 7 

   Mean (SD) 5.6 (2.70) 



  

  

7274 

 
All patients 

N=28 

   Median 6.0 

   Min - Max 2 - 8 

  Duration of ICU stay (days)  

   n 7 

   Mean (SD) 10.6 (6.90) 

   Median 8.0 

   Min - Max 2 - 24 

 Hypotension that required intervention - n (%) 9 (32.1) 

   High dose vasopressors used - n (%) 7 (25.0) 

 Oxygen supplementation given - n (%) 8 (28.6) 

 Patient intubated - n (%) 3 (10.7) 

  Duration (days)  

   n 3 

   Mean (SD) 9.0 (7.00) 

   Median 6.0 

   Min - Max 4 - 17 

 Patient dialyzed - n (%) 1  (3.6) 

  Duration (days)  

   n 1 

   Mean (SD) 4.0 

   Median 4.0 



  

  

7275 

 
All patients 

N=28 

   Min - Max 4 - 4 

 Total Parenteral Nutrition (TPN) used - n (%) 4 (14.3) 

  Duration (days)  

   n 4 

   Mean (SD) 20.0 (13.44) 

   Median 19.5 

   Min - Max 5 - 36 

 Pulmonary abnormalities - n (%) 3 (10.7) 

 Disseminated intravascular coagulation (DIC) observed - n (%) 1  (3.6) 

 Bleeding observed - n (%) 2  (7.1) 

 Blood product support given for bleeding - n (%) 3 (10.7) 

 Systemic anti-cytokine therapy given - n (%) 6 (21.4) 

   Tocilizumab 6 (21.4) 

    1 dose 3 (10.7) 

    2 doses 2  (7.1) 

    3 doses 1  (3.6) 

    4 doses 0 

    >4 doses 0 

   Siltuximab 1  (3.6) 

   Corticosteroids 2  (7.1) 

   Other 0 

 



  

  

7276 

 
Only the first CRS episode is summarized for each patient. 
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Tabl e 188c  => C ytokine r elease syndrome pos t CTL019 infusion, r egardl ess  of study drug rel ati onshi p by R esponse status at study entry (Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                       
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 188c 

Cytokine release syndrome post CTL019 infusion, regardless of study drug relationship by Response status at study entry 

Safety Set 

 

Subgroup: Response status at study entry: Primary refractory 

 

 

All 
patients 

N=1 

Cytokine Release Syndrome (CRS) - n (%)  

   No 0 

   Yes 1 (100) 

 Maximum CRS grade - n(%)  

   Grade 3 1 (100) 

 Fatal - n(%) 0 

 Time to onset of CRS (days)  

   n 1 

   Mean (SD) 2.0 

   Median 2.0 

   Min - Max 2 - 2 

 Time to grade 3/4 CRS (days)  

   n 1 

   Mean (SD) 2.0 



  

  

7278 

 

All 
patients 

N=1 

   Median 2.0 

   Min - Max 2 - 2 

 Concurrent infections - n(%) 1 (100.0) 

   Blood 1 (100) 

 High fevers during CRS - n (%) 1 (100.0) 

  Time to high fever onset (days)  

   n 1 

   Mean (SD) 2.0 

   Median 2.0 

   Min - Max 2 - 2 

  Duration (days)  

   n 1 

   Mean (SD) 6.0 

   Median 6.0 

   Min - Max 6 - 6 

 Admitted to ICU - n (%) 1 (100.0) 

  Time to ICU Admission (days)  

   n 1 

   Mean (SD) 1.0 

   Median 1.0 

   Min - Max 1 - 1 



  

  

7279 

 

All 
patients 

N=1 

  Duration of ICU stay (days)  

   n 1 

   Mean (SD) 9.0 

   Median 9.0 

   Min - Max 9 - 9 

 Hypotension that required intervention - n (%) 1 (100.0) 

   High dose vasopressors used - n (%) 0 

 Oxygen supplementation given - n (%) 1 (100.0) 

 Patient intubated - n (%) 0 

  Duration (days)  

   n - 

   Mean (SD) - 

   Median - 

   Min - Max - 

 Patient dialyzed - n (%) 0 

  Duration (days)  

   n - 

   Mean (SD) - 

   Median - 

   Min - Max - 

 Total Parenteral Nutrition (TPN) used - n (%) 0 



  

  

7280 

 

All 
patients 

N=1 

  Duration (days)  

   n - 

   Mean (SD) - 

   Median - 

   Min - Max - 

 Pulmonary abnormalities - n (%) 0 

 Disseminated intravascular coagulation (DIC) observed - n (%) 0 

 Bleeding observed - n (%) 0 

 Blood product support given for bleeding - n (%) 0 

 Systemic anti-cytokine therapy given - n (%) 1 (100.0) 

   Tocilizumab 1 (100.0) 

    1 dose 0 

    2 doses 0 

    3 doses 0 

    4 doses 0 

    >4 doses 0 

    Missing 1 (100.0) 

   Siltuximab 0 

   Corticosteroids 0 

   Other 0 

 



  

  

7281 

 
Only the first CRS episode is summarized for each patient. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t188_gd_b2001x.sas@@/main/3 25JUN21:18:20                                        Final 

 
  



  

  

7282 

 



  

  

7283 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 188c 

Cytokine release syndrome post CTL019 infusion, regardless of study drug relationship by Response status at study entry 

Safety Set 

 

Subgroup: Response status at study entry: Relapsed disease 

 

 
All patients 

N=68 

Cytokine Release Syndrome (CRS) - n (%)  

   No 24 (35.3) 

   Yes 44 (64.7) 

 Maximum CRS grade - n(%)  

   Grade 1 11 (16.2) 

   Grade 2 12 (17.6) 

   Grade 3 8 (11.8) 

   Grade 4 13 (19.1) 

 Fatal - n(%) 1  (1.5) 

 Time to onset of CRS (days)  

   n 44 

   Mean (SD) 4.9 (2.83) 

   Median 5.0 

   Min - Max 1 - 13 

 Time to grade 3/4 CRS (days)  



  

  

7284 

 
All patients 

N=68 

   n 21 

   Mean (SD) 6.3 (2.76) 

   Median 6.0 

   Min - Max 2 - 11 

 Concurrent infections - n(%) 4  (5.9) 

   Blood 1  (1.5) 

   Lung 2  (2.9) 

   Urine 2  (2.9) 

 High fevers during CRS - n (%) 36 (52.9) 

  Time to high fever onset (days)  

   n 36 

   Mean (SD) 5.6 (4.62) 

   Median 5.0 

   Min - Max 1 - 27 

  Duration (days)  

   n 36 

   Mean (SD) 3.8 (2.50) 

   Median 3.0 

   Min - Max 1 - 9 

 Admitted to ICU - n (%) 18 (26.5) 

  Time to ICU Admission (days)  



  

  

7285 

 
All patients 

N=68 

   n 18 

   Mean (SD) 5.8 (3.35) 

   Median 7.0 

   Min - Max 0 - 11 

  Duration of ICU stay (days)  

   n 18 

   Mean (SD) 8.9 (6.40) 

   Median 8.0 

   Min - Max 2 - 24 

 Hypotension that required intervention - n (%) 21 (30.9) 

   High dose vasopressors used - n (%) 16 (23.5) 

 Oxygen supplementation given - n (%) 19 (27.9) 

 Patient intubated - n (%) 5  (7.4) 

  Duration (days)  

   n 5 

   Mean (SD) 7.4 (5.46) 

   Median 6.0 

   Min - Max 4 - 17 

 Patient dialyzed - n (%) 2  (2.9) 

  Duration (days)  

   n 2 



  

  

7286 

 
All patients 

N=68 

   Mean (SD) 3.0 (1.41) 

   Median 3.0 

   Min - Max 2 - 4 

 Total Parenteral Nutrition (TPN) used - n (%) 8 (11.8) 

  Duration (days)  

   n 7 

   Mean (SD) 15.6 (11.31) 

   Median 14.0 

   Min - Max 5 - 36 

 Pulmonary abnormalities - n (%) 9 (13.2) 

 Disseminated intravascular coagulation (DIC) observed - n (%) 3  (4.4) 

 Bleeding observed - n (%) 6  (8.8) 

 Blood product support given for bleeding - n (%) 6  (8.8) 

 Systemic anti-cytokine therapy given - n (%) 18 (26.5) 

   Tocilizumab 17 (25.0) 

    1 dose 9 (13.2) 

    2 doses 5  (7.4) 

    3 doses 1  (1.5) 

    4 doses 2  (2.9) 

    >4 doses 0 

   Siltuximab 2  (2.9) 



  

  

7287 

 
All patients 

N=68 

   Corticosteroids 4  (5.9) 

   Other 0 

 

 
Only the first CRS episode is summarized for each patient. 
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Tabl e 188d => C ytoki ne rel ease syndrome post C TL019 i nfusion, regar dless of s tudy dr ug relationship by Region ( Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                               
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 188d 

Cytokine release syndrome post CTL019 infusion, regardless of study drug relationship by Region 

Safety Set 

 

Subgroup: Region: Europe 

 

 
All patients 

N=48 

Cytokine Release Syndrome (CRS) - n (%)  

   No 17 (35.4) 

   Yes 31 (64.6) 

 Maximum CRS grade - n(%)  

   Grade 1 6 (12.5) 

   Grade 2 9 (18.8) 

   Grade 3 6 (12.5) 

   Grade 4 10 (20.8) 

 Fatal - n(%) 0 

 Time to onset of CRS (days)  

   n 31 

   Mean (SD) 4.5 (2.45) 

   Median 4.0 

   Min - Max 1 - 9 

 Time to grade 3/4 CRS (days)  



  

  

7289 

 
All patients 

N=48 

   n 16 

   Mean (SD) 5.8 (2.54) 

   Median 6.0 

   Min - Max 2 - 10 

 Concurrent infections - n(%) 2  (4.2) 

   Blood 1  (2.1) 

   Lung 1  (2.1) 

 High fevers during CRS - n (%) 24 (50.0) 

  Time to high fever onset (days)  

   n 24 

   Mean (SD) 4.1 (2.22) 

   Median 4.0 

   Min - Max 1 - 9 

  Duration (days)  

   n 24 

   Mean (SD) 4.0 (2.51) 

   Median 4.0 

   Min - Max 1 - 9 

 Admitted to ICU - n (%) 14 (29.2) 

  Time to ICU Admission (days)  

   n 14 



  

  

7290 

 
All patients 

N=48 

   Mean (SD) 5.1 (3.03) 

   Median 6.5 

   Min - Max 0 - 8 

  Duration of ICU stay (days)  

   n 14 

   Mean (SD) 7.8 (5.47) 

   Median 8.0 

   Min - Max 2 - 22 

 Hypotension that required intervention - n (%) 18 (37.5) 

   High dose vasopressors used - n (%) 13 (27.1) 

 Oxygen supplementation given - n (%) 13 (27.1) 

 Patient intubated - n (%) 3  (6.3) 

  Duration (days)  

   n 3 

   Mean (SD) 5.3 (1.15) 

   Median 6.0 

   Min - Max 4 - 6 

 Patient dialyzed - n (%) 1  (2.1) 

  Duration (days)  

   n 1 

   Mean (SD) 4.0 



  

  

7291 

 
All patients 

N=48 

   Median 4.0 

   Min - Max 4 - 4 

 Total Parenteral Nutrition (TPN) used - n (%) 5 (10.4) 

  Duration (days)  

   n 4 

   Mean (SD) 17.5 (13.13) 

   Median 14.5 

   Min - Max 5 - 36 

 Pulmonary abnormalities - n (%) 6 (12.5) 

 Disseminated intravascular coagulation (DIC) observed - n (%) 1  (2.1) 

 Bleeding observed - n (%) 4  (8.3) 

 Blood product support given for bleeding - n (%) 5 (10.4) 

 Systemic anti-cytokine therapy given - n (%) 15 (31.3) 

   Tocilizumab 14 (29.2) 

    1 dose 8 (16.7) 

    2 doses 4  (8.3) 

    3 doses 0 

    4 doses 1  (2.1) 

    >4 doses 0 

    Missing 1  (2.1) 

   Siltuximab 2  (4.2) 



  

  

7292 

 
All patients 

N=48 

   Corticosteroids 3  (6.3) 

   Other 0 

 

 
Only the first CRS episode is summarized for each patient. 
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7293 

 



  

  

7294 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 188d 

Cytokine release syndrome post CTL019 infusion, regardless of study drug relationship by Region 

Safety Set 

 

Subgroup: Region: US 

 

 

All 
patients 

N=18 

Cytokine Release Syndrome (CRS) - n (%)  

   No 7 (38.9) 

   Yes 11 (61.1) 

 Maximum CRS grade - n(%)  

   Grade 1 5 (27.8) 

   Grade 2 2 (11.1) 

   Grade 3 3 (16.7) 

   Grade 4 1  (5.6) 

 Fatal - n(%) 0 

 Time to onset of CRS (days)  

   n 11 

   Mean (SD) 6.2 (3.49) 

   Median 6.0 

   Min - Max 2 - 13 



  

  

7295 

 

All 
patients 

N=18 

 Time to grade 3/4 CRS (days)  

   n 4 

   Mean (SD) 8.0 (3.46) 

   Median 8.0 

   Min - Max 5 - 11 

 Concurrent infections - n(%) 3 (16.7) 

   Blood 1  (5.6) 

   Lung 1  (5.6) 

   Urine 2 (11.1) 

 High fevers during CRS - n (%) 10 (55.6) 

  Time to high fever onset (days)  

   n 10 

   Mean (SD) 9.5 (6.72) 

   Median 7.5 

   Min - Max 3 - 27 

  Duration (days)  

   n 10 

   Mean (SD) 2.9 (2.13) 

   Median 2.0 

   Min - Max 1 - 8 

 Admitted to ICU - n (%) 2 (11.1) 



  

  

7296 

 

All 
patients 

N=18 

  Time to ICU Admission (days)  

   n 2 

   Mean (SD) 11.0 (0.00) 

   Median 11.0 

   Min - Max 11 - 11 

  Duration of ICU stay (days)  

   n 2 

   Mean (SD) 6.5 (0.71) 

   Median 6.5 

   Min - Max 6 - 7 

 Hypotension that required intervention - n (%) 2 (11.1) 

   High dose vasopressors used - n (%) 1  (5.6) 

 Oxygen supplementation given - n (%) 5 (27.8) 

 Patient intubated - n (%) 0 

  Duration (days)  

   n - 

   Mean (SD) - 

   Median - 

   Min - Max - 

 Patient dialyzed - n (%) 0 

  Duration (days)  



  

  

7297 

 

All 
patients 

N=18 

   n - 

   Mean (SD) - 

   Median - 

   Min - Max - 

 Total Parenteral Nutrition (TPN) used - n (%) 1  (5.6) 

  Duration (days)  

   n 1 

   Mean (SD) 7.0 

   Median 7.0 

   Min - Max 7 - 7 

 Pulmonary abnormalities - n (%) 1  (5.6) 

 Disseminated intravascular coagulation (DIC) observed - n (%) 0 

 Bleeding observed - n (%) 2 (11.1) 

 Blood product support given for bleeding - n (%) 0 

 Systemic anti-cytokine therapy given - n (%) 2 (11.1) 

   Tocilizumab 2 (11.1) 

    1 dose 1  (5.6) 

    2 doses 1  (5.6) 

    3 doses 0 

    4 doses 0 

    >4 doses 0 



  

  

7298 

 

All 
patients 

N=18 

   Siltuximab 0 

   Corticosteroids 0 

   Other 0 

 

 
Only the first CRS episode is summarized for each patient. 
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7299 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 188d 

Cytokine release syndrome post CTL019 infusion, regardless of study drug relationship by Region 

Safety Set 

 

Subgroup: Region: Rest of World 

 

 
All patients 

N=3 

Cytokine Release Syndrome (CRS) - n (%)  

   No 0 

   Yes 3 (100) 

 Maximum CRS grade - n(%)  

   Grade 2 1 (33.3) 

   Grade 4 2 (66.7) 

 Fatal - n(%) 1 (33.3) 

 Time to onset of CRS (days)  

   n 3 

   Mean (SD) 4.0 (3.46) 

   Median 2.0 

   Min - Max 2 - 8 

 Time to grade 3/4 CRS (days)  

   n 2 



  

  

7300 

 
All patients 

N=3 

   Mean (SD) 5.0 (4.24) 

   Median 5.0 

   Min - Max 2 - 8 

 Concurrent infections - n(%) 0 

 High fevers during CRS - n (%) 3 (100.0) 

  Time to high fever onset (days)  

   n 3 

   Mean (SD) 4.0 (3.46) 

   Median 2.0 

   Min - Max 2 - 8 

  Duration (days)  

   n 3 

   Mean (SD) 5.3 (3.21) 

   Median 4.0 

   Min - Max 3 - 9 

 Admitted to ICU - n (%) 3 (100.0) 

  Time to ICU Admission (days)  

   n 3 

   Mean (SD) 4.0 (3.46) 

   Median 2.0 

   Min - Max 2 - 8 



  

  

7301 

 
All patients 

N=3 

  Duration of ICU stay (days)  

   n 3 

   Mean (SD) 16.0 (8.00) 

   Median 16.0 

   Min - Max 8 - 24 

 Hypotension that required intervention - n (%) 2 (66.7) 

   High dose vasopressors used - n (%) 2 (66.7) 

 Oxygen supplementation given - n (%) 2 (66.7) 

 Patient intubated - n (%) 2 (66.7) 

  Duration (days)  

   n 2 

   Mean (SD) 10.5 (9.19) 

   Median 10.5 

   Min - Max 4 - 17 

 Patient dialyzed - n (%) 1 (33.3) 

  Duration (days)  

   n 1 

   Mean (SD) 2.0 

   Median 2.0 

   Min - Max 2 - 2 

 Total Parenteral Nutrition (TPN) used - n (%) 2 (66.7) 



  

  

7302 

 
All patients 

N=3 

  Duration (days)  

   n 2 

   Mean (SD) 16.0 (12.73) 

   Median 16.0 

   Min - Max 7 - 25 

 Pulmonary abnormalities - n (%) 2 (66.7) 

 Disseminated intravascular coagulation (DIC) observed - n (%) 2 (66.7) 

 Bleeding observed - n (%) 0 

 Blood product support given for bleeding - n (%) 1 (33.3) 

 Systemic anti-cytokine therapy given - n (%) 2 (66.7) 

   Tocilizumab 2 (66.7) 

    1 dose 0 

    2 doses 0 

    3 doses 1 (33.3) 

    4 doses 1 (33.3) 

    >4 doses 0 

   Siltuximab 0 

   Corticosteroids 1 (33.3) 

   Other 0 

 

 
Only the first CRS episode is summarized for each patient. 

 



  

  

7303 
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Tabl e 188e => C ytoki ne rel ease syndrome post C TL019 i nfusion, regar dless of s tudy dr ug relationship by Prior SCT therapy (Safety Set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                    
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 188e 

Cytokine release syndrome post CTL019 infusion, regardless of study drug relationship by Prior SCT therapy 

Safety Set 

 

Subgroup: Prior SCT therapy: Yes 

 

 
All patients 

N=42 

Cytokine Release Syndrome (CRS) - n (%)  

   No 18 (42.9) 

   Yes 24 (57.1) 

 Maximum CRS grade - n(%)  

   Grade 1 6 (14.3) 

   Grade 2 9 (21.4) 

   Grade 3 4  (9.5) 

   Grade 4 5 (11.9) 

 Fatal - n(%) 0 

 Time to onset of CRS (days)  

   n 24 

   Mean (SD) 5.3 (2.99) 

   Median 5.0 

   Min - Max 1 - 13 

 Time to grade 3/4 CRS (days)  



  

  

7305 

 
All patients 

N=42 

   n 9 

   Mean (SD) 5.9 (2.42) 

   Median 5.0 

   Min - Max 3 - 10 

 Concurrent infections - n(%) 2  (4.8) 

   Lung 1  (2.4) 

   Urine 1  (2.4) 

 High fevers during CRS - n (%) 18 (42.9) 

  Time to high fever onset (days)  

   n 18 

   Mean (SD) 5.6 (3.07) 

   Median 5.5 

   Min - Max 1 - 13 

  Duration (days)  

   n 18 

   Mean (SD) 3.1 (2.01) 

   Median 3.0 

   Min - Max 1 - 7 

 Admitted to ICU - n (%) 6 (14.3) 

  Time to ICU Admission (days)  

   n 6 



  

  

7306 

 
All patients 

N=42 

   Mean (SD) 5.7 (3.01) 

   Median 6.5 

   Min - Max 0 - 8 

  Duration of ICU stay (days)  

   n 6 

   Mean (SD) 7.7 (4.27) 

   Median 8.0 

   Min - Max 2 - 14 

 Hypotension that required intervention - n (%) 8 (19.0) 

   High dose vasopressors used - n (%) 6 (14.3) 

 Oxygen supplementation given - n (%) 7 (16.7) 

 Patient intubated - n (%) 2  (4.8) 

  Duration (days)  

   n 2 

   Mean (SD) 5.0 (1.41) 

   Median 5.0 

   Min - Max 4 - 6 

 Patient dialyzed - n (%) 1  (2.4) 

  Duration (days)  

   n 1 

   Mean (SD) 4.0 



  

  

7307 

 
All patients 

N=42 

   Median 4.0 

   Min - Max 4 - 4 

 Total Parenteral Nutrition (TPN) used - n (%) 4  (9.5) 

  Duration (days)  

   n 4 

   Mean (SD) 18.0 (12.52) 

   Median 14.5 

   Min - Max 7 - 36 

 Pulmonary abnormalities - n (%) 2  (4.8) 

 Disseminated intravascular coagulation (DIC) observed - n (%) 0 

 Bleeding observed - n (%) 3  (7.1) 

 Blood product support given for bleeding - n (%) 1  (2.4) 

 Systemic anti-cytokine therapy given - n (%) 6 (14.3) 

   Tocilizumab 6 (14.3) 

    1 dose 3  (7.1) 

    2 doses 3  (7.1) 

    3 doses 0 

    4 doses 0 

    >4 doses 0 

   Siltuximab 1  (2.4) 

   Corticosteroids 1  (2.4) 



  

  

7308 

 
All patients 

N=42 

   Other 0 

 

 
Only the first CRS episode is summarized for each patient. 
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7309 

 



  

  

7310 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 188e 

Cytokine release syndrome post CTL019 infusion, regardless of study drug relationship by Prior SCT therapy 

Safety Set 

 

Subgroup: Prior SCT therapy: No 

 

 
All patients 

N=27 

Cytokine Release Syndrome (CRS) - n (%)  

   No 6 (22.2) 

   Yes 21 (77.8) 

 Maximum CRS grade - n(%)  

   Grade 1 5 (18.5) 

   Grade 2 3 (11.1) 

   Grade 3 5 (18.5) 

   Grade 4 8 (29.6) 

 Fatal - n(%) 1  (3.7) 

 Time to onset of CRS (days)  

   n 21 

   Mean (SD) 4.3 (2.59) 

   Median 4.0 

   Min - Max 2 - 11 

 Time to grade 3/4 CRS (days)  



  

  

7311 

 
All patients 

N=27 

   n 13 

   Mean (SD) 6.2 (3.19) 

   Median 7.0 

   Min - Max 2 - 11 

 Concurrent infections - n(%) 3 (11.1) 

   Blood 2  (7.4) 

   Lung 1  (3.7) 

   Urine 1  (3.7) 

 High fevers during CRS - n (%) 19 (70.4) 

  Time to high fever onset (days)  

   n 19 

   Mean (SD) 5.5 (5.77) 

   Median 4.0 

   Min - Max 2 - 27 

  Duration (days)  

   n 19 

   Mean (SD) 4.6 (2.71) 

   Median 4.0 

   Min - Max 1 - 9 

 Admitted to ICU - n (%) 13 (48.1) 

  Time to ICU Admission (days)  



  

  

7312 

 
All patients 

N=27 

   n 13 

   Mean (SD) 5.5 (3.73) 

   Median 7.0 

   Min - Max 0 - 11 

  Duration of ICU stay (days)  

   n 13 

   Mean (SD) 9.5 (7.02) 

   Median 8.0 

   Min - Max 2 - 24 

 Hypotension that required intervention - n (%) 14 (51.9) 

   High dose vasopressors used - n (%) 10 (37.0) 

 Oxygen supplementation given - n (%) 13 (48.1) 

 Patient intubated - n (%) 3 (11.1) 

  Duration (days)  

   n 3 

   Mean (SD) 9.0 (7.00) 

   Median 6.0 

   Min - Max 4 - 17 

 Patient dialyzed - n (%) 1  (3.7) 

  Duration (days)  

   n 1 



  

  

7313 

 
All patients 

N=27 

   Mean (SD) 2.0 

   Median 2.0 

   Min - Max 2 - 2 

 Total Parenteral Nutrition (TPN) used - n (%) 4 (14.8) 

  Duration (days)  

   n 3 

   Mean (SD) 12.3 (11.02) 

   Median 7.0 

   Min - Max 5 - 25 

 Pulmonary abnormalities - n (%) 7 (25.9) 

 Disseminated intravascular coagulation (DIC) observed - n (%) 3 (11.1) 

 Bleeding observed - n (%) 3 (11.1) 

 Blood product support given for bleeding - n (%) 5 (18.5) 

 Systemic anti-cytokine therapy given - n (%) 13 (48.1) 

   Tocilizumab 12 (44.4) 

    1 dose 6 (22.2) 

    2 doses 2  (7.4) 

    3 doses 1  (3.7) 

    4 doses 2  (7.4) 

    >4 doses 0 

    Missing 1  (3.7) 



  

  

7314 

 
All patients 

N=27 

   Siltuximab 1  (3.7) 

   Corticosteroids 3 (11.1) 

   Other 0 

 

 
Only the first CRS episode is summarized for each patient. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 188f 

Cytokine release syndrome post CTL019 infusion, regardless of study drug relationship by Baseline bone marrow tumor burden 

Safety Set 

 

Subgroup: Baseline bone marrow tumor burden: Low 

 

 

All 
patients 

N=26 

Cytokine Release Syndrome (CRS) - n (%)  

   No 11 (42.3) 

   Yes 15 (57.7) 

 Maximum CRS grade - n(%)  

   Grade 1 3 (11.5) 

   Grade 2 6 (23.1) 

   Grade 3 2  (7.7) 

   Grade 4 4 (15.4) 

 Fatal - n(%) 0 

 Time to onset of CRS (days)  

   n 15 

   Mean (SD) 5.1 (2.64) 

   Median 5.0 

   Min - Max 2 - 9 



  

  

7316 

 

All 
patients 

N=26 

 Time to grade 3/4 CRS (days)  

   n 6 

   Mean (SD) 6.2 (2.04) 

   Median 6.5 

   Min - Max 3 - 9 

 Concurrent infections - n(%) 1  (3.8) 

   Urine 1  (3.8) 

 High fevers during CRS - n (%) 12 (46.2) 

  Time to high fever onset (days)  

   n 12 

   Mean (SD) 5.1 (2.64) 

   Median 4.5 

   Min - Max 2 - 9 

  Duration (days)  

   n 12 

   Mean (SD) 3.8 (2.62) 

   Median 3.5 

   Min - Max 1 - 8 

 Admitted to ICU - n (%) 5 (19.2) 

  Time to ICU Admission (days)  

   n 5 



  

  

7317 

 

All 
patients 

N=26 

   Mean (SD) 5.8 (3.35) 

   Median 7.0 

   Min - Max 0 - 8 

  Duration of ICU stay (days)  

   n 5 

   Mean (SD) 6.6 (3.36) 

   Median 8.0 

   Min - Max 3 - 10 

 Hypotension that required intervention - n (%) 6 (23.1) 

   High dose vasopressors used - n (%) 5 (19.2) 

 Oxygen supplementation given - n (%) 6 (23.1) 

 Patient intubated - n (%) 1  (3.8) 

  Duration (days)  

   n 1 

   Mean (SD) 6.0 

   Median 6.0 

   Min - Max 6 - 6 

 Patient dialyzed - n (%) 0 

  Duration (days)  

   n - 

   Mean (SD) - 



  

  

7318 

 

All 
patients 

N=26 

   Median - 

   Min - Max - 

 Total Parenteral Nutrition (TPN) used - n (%) 2  (7.7) 

  Duration (days)  

   n 1 

   Mean (SD) 7.0 

   Median 7.0 

   Min - Max 7 - 7 

 Pulmonary abnormalities - n (%) 3 (11.5) 

 Disseminated intravascular coagulation (DIC) observed - n (%) 0 

 Bleeding observed - n (%) 2  (7.7) 

 Blood product support given for bleeding - n (%) 1  (3.8) 

 Systemic anti-cytokine therapy given - n (%) 5 (19.2) 

   Tocilizumab 5 (19.2) 

    1 dose 3 (11.5) 

    2 doses 2  (7.7) 

    3 doses 0 

    4 doses 0 

    >4 doses 0 

   Siltuximab 0 

   Corticosteroids 1  (3.8) 



  

  

7319 

 

All 
patients 

N=26 

   Other 0 

 

 
Only the first CRS episode is summarized for each patient. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t188_gd_b2001x.sas@@/main/3 25JUN21:18:26                                        Final 

 
  



  

  

7320 

 



  

  

7321 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 188f 

Cytokine release syndrome post CTL019 infusion, regardless of study drug relationship by Baseline bone marrow tumor burden 

Safety Set 

 

Subgroup: Baseline bone marrow tumor burden: High 

 

 

All 
patients 

N=40 

Cytokine Release Syndrome (CRS) - n (%)  

   No 12 (30.0) 

   Yes 28 (70.0) 

 Maximum CRS grade - n(%)  

   Grade 1 7 (17.5) 

   Grade 2 6 (15.0) 

   Grade 3 7 (17.5) 

   Grade 4 8 (20.0) 

 Fatal - n(%) 1  (2.5) 

 Time to onset of CRS (days)  

   n 28 

   Mean (SD) 4.4 (2.59) 

   Median 4.5 

   Min - Max 1 - 11 



  

  

7322 

 

All 
patients 

N=40 

 Time to grade 3/4 CRS (days)  

   n 15 

   Mean (SD) 6.1 (3.25) 

   Median 6.0 

   Min - Max 2 - 11 

 Concurrent infections - n(%) 3  (7.5) 

   Blood 2  (5.0) 

   Lung 1  (2.5) 

   Urine 1  (2.5) 

 High fevers during CRS - n (%) 23 (57.5) 

  Time to high fever onset (days)  

   n 23 

   Mean (SD) 5.5 (5.32) 

   Median 5.0 

   Min - Max 1 - 27 

  Duration (days)  

   n 23 

   Mean (SD) 3.7 (2.49) 

   Median 3.0 

   Min - Max 1 - 9 

 Admitted to ICU - n (%) 13 (32.5) 



  

  

7323 

 

All 
patients 

N=40 

  Time to ICU Admission (days)  

   n 13 

   Mean (SD) 5.5 (3.73) 

   Median 7.0 

   Min - Max 0 - 11 

  Duration of ICU stay (days)  

   n 13 

   Mean (SD) 9.5 (7.04) 

   Median 8.0 

   Min - Max 2 - 24 

 Hypotension that required intervention - n (%) 15 (37.5) 

   High dose vasopressors used - n (%) 10 (25.0) 

 Oxygen supplementation given - n (%) 13 (32.5) 

 Patient intubated - n (%) 3  (7.5) 

  Duration (days)  

   n 3 

   Mean (SD) 9.0 (7.00) 

   Median 6.0 

   Min - Max 4 - 17 

 Patient dialyzed - n (%) 1  (2.5) 

  Duration (days)  



  

  

7324 

 

All 
patients 

N=40 

   n 1 

   Mean (SD) 2.0 

   Median 2.0 

   Min - Max 2 - 2 

 Total Parenteral Nutrition (TPN) used - n (%) 5 (12.5) 

  Duration (days)  

   n 5 

   Mean (SD) 13.2 (7.89) 

   Median 14.0 

   Min - Max 5 - 25 

 Pulmonary abnormalities - n (%) 5 (12.5) 

 Disseminated intravascular coagulation (DIC) observed - n (%) 3  (7.5) 

 Bleeding observed - n (%) 3  (7.5) 

 Blood product support given for bleeding - n (%) 4 (10.0) 

 Systemic anti-cytokine therapy given - n (%) 13 (32.5) 

   Tocilizumab 12 (30.0) 

    1 dose 6 (15.0) 

    2 doses 2  (5.0) 

    3 doses 1  (2.5) 

    4 doses 2  (5.0) 

    >4 doses 0 



  

  

7325 

 

All 
patients 

N=40 

    Missing 1  (2.5) 

   Siltuximab 1  (2.5) 

   Corticosteroids 2  (5.0) 

   Other 0 

 

 
Only the first CRS episode is summarized for each patient. 
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7326 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 188f 

Cytokine release syndrome post CTL019 infusion, regardless of study drug relationship by Baseline bone marrow tumor burden 

Safety Set 

 

Subgroup: Baseline bone marrow tumor burden: Missing 

 

 

All 
patients 

N=3 

Cytokine Release Syndrome (CRS) - n (%)  

   No 1 (33.3) 

   Yes 2 (66.7) 

 Maximum CRS grade - n(%)  

   Grade 1 1 (33.3) 

   Grade 4 1 (33.3) 

 Fatal - n(%) 0 

 Time to onset of CRS (days)  

   n 2 

   Mean (SD) 8.5 (6.36) 

   Median 8.5 

   Min - Max 4 - 13 

 Time to grade 3/4 CRS (days)  

   n 1 



  

  

7327 

 

All 
patients 

N=3 

   Mean (SD) 5.0 

   Median 5.0 

   Min - Max 5 - 5 

 Concurrent infections - n(%) 1 (33.3) 

   Lung 1 (33.3) 

 High fevers during CRS - n (%) 2 (66.7) 

  Time to high fever onset (days)  

   n 2 

   Mean (SD) 8.5 (6.36) 

   Median 8.5 

   Min - Max 4 - 13 

  Duration (days)  

   n 2 

   Mean (SD) 5.0 (2.83) 

   Median 5.0 

   Min - Max 3 - 7 

 Admitted to ICU - n (%) 1 (33.3) 

  Time to ICU Admission (days)  

   n 1 

   Mean (SD) 5.0 

   Median 5.0 



  

  

7328 

 

All 
patients 

N=3 

   Min - Max 5 - 5 

  Duration of ICU stay (days)  

   n 1 

   Mean (SD) 14.0 

   Median 14.0 

   Min - Max 14 - 14 

 Hypotension that required intervention - n (%) 1 (33.3) 

   High dose vasopressors used - n (%) 1 (33.3) 

 Oxygen supplementation given - n (%) 1 (33.3) 

 Patient intubated - n (%) 1 (33.3) 

  Duration (days)  

   n 1 

   Mean (SD) 4.0 

   Median 4.0 

   Min - Max 4 - 4 

 Patient dialyzed - n (%) 1 (33.3) 

  Duration (days)  

   n 1 

   Mean (SD) 4.0 

   Median 4.0 

   Min - Max 4 - 4 



  

  

7329 

 

All 
patients 

N=3 

 Total Parenteral Nutrition (TPN) used - n (%) 1 (33.3) 

  Duration (days)  

   n 1 

   Mean (SD) 36.0 

   Median 36.0 

   Min - Max 36 - 36 

 Pulmonary abnormalities - n (%) 1 (33.3) 

 Disseminated intravascular coagulation (DIC) observed - n (%) 0 

 Bleeding observed - n (%) 1 (33.3) 

 Blood product support given for bleeding - n (%) 1 (33.3) 

 Systemic anti-cytokine therapy given - n (%) 1 (33.3) 

   Tocilizumab 1 (33.3) 

    1 dose 0 

    2 doses 1 (33.3) 

    3 doses 0 

    4 doses 0 

    >4 doses 0 

   Siltuximab 1 (33.3) 

   Corticosteroids 1 (33.3) 

   Other 0 

 



  

  

7330 

 
Only the first CRS episode is summarized for each patient. 
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Table 188g 

Cytokine release syndrome post CTL019 infusion, regardless of study drug relationship by Number of previous relapses 

Safety Set 

 

Subgroup: Number of previous relapses: 0 

 

 

All 
patients 

N=6 

Cytokine Release Syndrome (CRS) - n (%)  

   No 1 (16.7) 

   Yes 5 (83.3) 

 Maximum CRS grade - n(%)  

   Grade 1 1 (16.7) 

   Grade 2 2 (33.3) 

   Grade 3 1 (16.7) 

   Grade 4 1 (16.7) 

 Fatal - n(%) 0 

 Time to onset of CRS (days)  

   n 5 

   Mean (SD) 4.6 (1.95) 

   Median 4.0 

   Min - Max 2 - 7 



  

  

7332 

 

All 
patients 

N=6 

 Time to grade 3/4 CRS (days)  

   n 2 

   Mean (SD) 4.0 (2.83) 

   Median 4.0 

   Min - Max 2 - 6 

 Concurrent infections - n(%) 1 (16.7) 

   Blood 1 (16.7) 

 High fevers during CRS - n (%) 5 (83.3) 

  Time to high fever onset (days)  

   n 5 

   Mean (SD) 5.0 (2.65) 

   Median 4.0 

   Min - Max 2 - 9 

  Duration (days)  

   n 5 

   Mean (SD) 3.8 (1.48) 

   Median 4.0 

   Min - Max 2 - 6 

 Admitted to ICU - n (%) 3 (50.0) 

  Time to ICU Admission (days)  

   n 3 



  

  

7333 

 

All 
patients 

N=6 

   Mean (SD) 0.3 (0.58) 

   Median 0.0 

   Min - Max 0 - 1 

  Duration of ICU stay (days)  

   n 3 

   Mean (SD) 13.7 (7.23) 

   Median 10.0 

   Min - Max 9 - 22 

 Hypotension that required intervention - n (%) 2 (33.3) 

   High dose vasopressors used - n (%) 1 (16.7) 

 Oxygen supplementation given - n (%) 1 (16.7) 

 Patient intubated - n (%) 0 

  Duration (days)  

   n - 

   Mean (SD) - 

   Median - 

   Min - Max - 

 Patient dialyzed - n (%) 0 

  Duration (days)  

   n - 

   Mean (SD) - 



  

  

7334 

 

All 
patients 

N=6 

   Median - 

   Min - Max - 

 Total Parenteral Nutrition (TPN) used - n (%) 0 

  Duration (days)  

   n - 

   Mean (SD) - 

   Median - 

   Min - Max - 

 Pulmonary abnormalities - n (%) 0 

 Disseminated intravascular coagulation (DIC) observed - n (%) 0 

 Bleeding observed - n (%) 0 

 Blood product support given for bleeding - n (%) 1 (16.7) 

 Systemic anti-cytokine therapy given - n (%) 3 (50.0) 

   Tocilizumab 3 (50.0) 

    1 dose 1 (16.7) 

    2 doses 0 

    3 doses 0 

    4 doses 1 (16.7) 

    >4 doses 0 

    Missing 1 (16.7) 

   Siltuximab 0 



  

  

7335 

 

All 
patients 

N=6 

   Corticosteroids 0 

   Other 0 

 

 
Only the first CRS episode is summarized for each patient. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t188_gd_b2001x.sas@@/main/3 25JUN21:18:28                                        Final 

 
  



  

  

7336 

 



  

  

7337 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 188g 

Cytokine release syndrome post CTL019 infusion, regardless of study drug relationship by Number of previous relapses 

Safety Set 

 

Subgroup: Number of previous relapses: 1 

 

 

All 
patients 

N=30 

Cytokine Release Syndrome (CRS) - n (%)  

   No 14 (46.7) 

   Yes 16 (53.3) 

 Maximum CRS grade - n(%)  

   Grade 1 5 (16.7) 

   Grade 2 2  (6.7) 

   Grade 3 6 (20.0) 

   Grade 4 3 (10.0) 

 Fatal - n(%) 0 

 Time to onset of CRS (days)  

   n 16 

   Mean (SD) 4.9 (2.78) 

   Median 5.0 

   Min - Max 1 - 9 



  

  

7338 

 

All 
patients 

N=30 

 Time to grade 3/4 CRS (days)  

   n 9 

   Mean (SD) 6.6 (2.79) 

   Median 7.0 

   Min - Max 3 - 11 

 Concurrent infections - n(%) 1  (3.3) 

   Lung 1  (3.3) 

 High fevers during CRS - n (%) 13 (43.3) 

  Time to high fever onset (days)  

   n 13 

   Mean (SD) 5.2 (2.92) 

   Median 5.0 

   Min - Max 2 - 10 

  Duration (days)  

   n 13 

   Mean (SD) 3.7 (2.87) 

   Median 3.0 

   Min - Max 1 - 9 

 Admitted to ICU - n (%) 6 (20.0) 

  Time to ICU Admission (days)  

   n 6 



  

  

7339 

 

All 
patients 

N=30 

   Mean (SD) 8.0 (1.67) 

   Median 8.0 

   Min - Max 6 - 11 

  Duration of ICU stay (days)  

   n 6 

   Mean (SD) 5.3 (2.50) 

   Median 5.5 

   Min - Max 2 - 8 

 Hypotension that required intervention - n (%) 8 (26.7) 

   High dose vasopressors used - n (%) 5 (16.7) 

 Oxygen supplementation given - n (%) 10 (33.3) 

 Patient intubated - n (%) 1  (3.3) 

  Duration (days)  

   n 1 

   Mean (SD) 6.0 

   Median 6.0 

   Min - Max 6 - 6 

 Patient dialyzed - n (%) 0 

  Duration (days)  

   n - 

   Mean (SD) - 



  

  

7340 

 

All 
patients 

N=30 

   Median - 

   Min - Max - 

 Total Parenteral Nutrition (TPN) used - n (%) 3 (10.0) 

  Duration (days)  

   n 3 

   Mean (SD) 8.7 (4.73) 

   Median 7.0 

   Min - Max 5 - 14 

 Pulmonary abnormalities - n (%) 3 (10.0) 

 Disseminated intravascular coagulation (DIC) observed - n (%) 1  (3.3) 

 Bleeding observed - n (%) 3 (10.0) 

 Blood product support given for bleeding - n (%) 2  (6.7) 

 Systemic anti-cytokine therapy given - n (%) 6 (20.0) 

   Tocilizumab 5 (16.7) 

    1 dose 3 (10.0) 

    2 doses 2  (6.7) 

    3 doses 0 

    4 doses 0 

    >4 doses 0 

   Siltuximab 1  (3.3) 

   Corticosteroids 1  (3.3) 



  

  

7341 

 

All 
patients 

N=30 

   Other 0 

 

 
Only the first CRS episode is summarized for each patient. 
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7342 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 188g 

Cytokine release syndrome post CTL019 infusion, regardless of study drug relationship by Number of previous relapses 

Safety Set 

 

Subgroup: Number of previous relapses: 2 

 

 

All 
patients 

N=21 

Cytokine Release Syndrome (CRS) - n (%)  

   No 6 (28.6) 

   Yes 15 (71.4) 

 Maximum CRS grade - n(%)  

   Grade 1 4 (19.0) 

   Grade 2 2  (9.5) 

   Grade 3 2  (9.5) 

   Grade 4 7 (33.3) 

 Fatal - n(%) 1  (4.8) 

 Time to onset of CRS (days)  

   n 15 

   Mean (SD) 4.9 (3.72) 

   Median 4.0 

   Min - Max 1 - 13 



  

  

7343 

 

All 
patients 

N=21 

 Time to grade 3/4 CRS (days)  

   n 9 

   Mean (SD) 6.2 (3.31) 

   Median 7.0 

   Min - Max 2 - 11 

 Concurrent infections - n(%) 2  (9.5) 

   Blood 1  (4.8) 

   Lung 1  (4.8) 

   Urine 1  (4.8) 

 High fevers during CRS - n (%) 14 (66.7) 

  Time to high fever onset (days)  

   n 14 

   Mean (SD) 6.2 (6.85) 

   Median 3.5 

   Min - Max 1 - 27 

  Duration (days)  

   n 14 

   Mean (SD) 4.0 (2.29) 

   Median 3.0 

   Min - Max 1 - 9 

 Admitted to ICU - n (%) 8 (38.1) 



  

  

7344 

 

All 
patients 

N=21 

  Time to ICU Admission (days)  

   n 8 

   Mean (SD) 5.8 (3.37) 

   Median 7.0 

   Min - Max 2 - 11 

  Duration of ICU stay (days)  

   n 8 

   Mean (SD) 9.3 (7.46) 

   Median 7.5 

   Min - Max 2 - 24 

 Hypotension that required intervention - n (%) 9 (42.9) 

   High dose vasopressors used - n (%) 8 (38.1) 

 Oxygen supplementation given - n (%) 6 (28.6) 

 Patient intubated - n (%) 2  (9.5) 

  Duration (days)  

   n 2 

   Mean (SD) 10.5 (9.19) 

   Median 10.5 

   Min - Max 4 - 17 

 Patient dialyzed - n (%) 1  (4.8) 

  Duration (days)  



  

  

7345 

 

All 
patients 

N=21 

   n 1 

   Mean (SD) 2.0 

   Median 2.0 

   Min - Max 2 - 2 

 Total Parenteral Nutrition (TPN) used - n (%) 3 (14.3) 

  Duration (days)  

   n 3 

   Mean (SD) 15.7 (9.02) 

   Median 15.0 

   Min - Max 7 - 25 

 Pulmonary abnormalities - n (%) 4 (19.0) 

 Disseminated intravascular coagulation (DIC) observed - n (%) 2  (9.5) 

 Bleeding observed - n (%) 1  (4.8) 

 Blood product support given for bleeding - n (%) 2  (9.5) 

 Systemic anti-cytokine therapy given - n (%) 8 (38.1) 

   Tocilizumab 8 (38.1) 

    1 dose 4 (19.0) 

    2 doses 2  (9.5) 

    3 doses 1  (4.8) 

    4 doses 1  (4.8) 

    >4 doses 0 



  

  

7346 

 

All 
patients 

N=21 

   Siltuximab 0 

   Corticosteroids 1  (4.8) 

   Other 0 

 

 
Only the first CRS episode is summarized for each patient. 
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7347 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 188g 

Cytokine release syndrome post CTL019 infusion, regardless of study drug relationship by Number of previous relapses 

Safety Set 

 

Subgroup: Number of previous relapses: >=3 

 

 

All 
patients 

N=12 

Cytokine Release Syndrome (CRS) - n (%)  

   No 3 (25.0) 

   Yes 9 (75.0) 

 Maximum CRS grade - n(%)  

   Grade 1 1  (8.3) 

   Grade 2 6 (50.0) 

   Grade 4 2 (16.7) 

 Fatal - n(%) 0 

 Time to onset of CRS (days)  

   n 9 

   Mean (SD) 4.9 (1.83) 

   Median 6.0 

   Min - Max 2 - 7 

 Time to grade 3/4 CRS (days)  



  

  

7348 

 

All 
patients 

N=12 

   n 2 

   Mean (SD) 5.5 (0.71) 

   Median 5.5 

   Min - Max 5 - 6 

 Concurrent infections - n(%) 1  (8.3) 

   Urine 1  (8.3) 

 High fevers during CRS - n (%) 5 (41.7) 

  Time to high fever onset (days)  

   n 5 

   Mean (SD) 5.0 (1.41) 

   Median 6.0 

   Min - Max 3 - 6 

  Duration (days)  

   n 5 

   Mean (SD) 3.8 (3.42) 

   Median 2.0 

   Min - Max 1 - 8 

 Admitted to ICU - n (%) 2 (16.7) 

  Time to ICU Admission (days)  

   n 2 

   Mean (SD) 5.5 (0.71) 



  

  

7349 

 

All 
patients 

N=12 

   Median 5.5 

   Min - Max 5 - 6 

  Duration of ICU stay (days)  

   n 2 

   Mean (SD) 11.5 (3.54) 

   Median 11.5 

   Min - Max 9 - 14 

 Hypotension that required intervention - n (%) 3 (25.0) 

   High dose vasopressors used - n (%) 2 (16.7) 

 Oxygen supplementation given - n (%) 3 (25.0) 

 Patient intubated - n (%) 2 (16.7) 

  Duration (days)  

   n 2 

   Mean (SD) 5.0 (1.41) 

   Median 5.0 

   Min - Max 4 - 6 

 Patient dialyzed - n (%) 1  (8.3) 

  Duration (days)  

   n 1 

   Mean (SD) 4.0 

   Median 4.0 



  

  

7350 

 

All 
patients 

N=12 

   Min - Max 4 - 4 

 Total Parenteral Nutrition (TPN) used - n (%) 2 (16.7) 

  Duration (days)  

   n 1 

   Mean (SD) 36.0 

   Median 36.0 

   Min - Max 36 - 36 

 Pulmonary abnormalities - n (%) 2 (16.7) 

 Disseminated intravascular coagulation (DIC) observed - n (%) 0 

 Bleeding observed - n (%) 2 (16.7) 

 Blood product support given for bleeding - n (%) 1  (8.3) 

 Systemic anti-cytokine therapy given - n (%) 2 (16.7) 

   Tocilizumab 2 (16.7) 

    1 dose 1  (8.3) 

    2 doses 1  (8.3) 

    3 doses 0 

    4 doses 0 

    >4 doses 0 

   Siltuximab 1  (8.3) 

   Corticosteroids 2 (16.7) 

   Other 0 



  

  

7351 

 

 
Only the first CRS episode is summarized for each patient. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189a 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

34 (100) 6 (17.6) 28 (82.4) 

Blood and lymphatic system disorders    

  -Total 6 (17.6) 3 (8.8 ) 3 (8.8 ) 

  Anaemia 6 (17.6) 3 (8.8 ) 3 (8.8 ) 

Cardiac disorders    

  -Total 6 (17.6) 5 (14.7) 1 (2.9 ) 

  Sinus tachycardia 3 (8.8 ) 3 (8.8 ) 0 

  Tachycardia 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 

Gastrointestinal disorders    

  -Total 16 (47.1) 10 (29.4) 6 (17.6) 

  Diarrhoea 10 (29.4) 9 (26.5) 1 (2.9 ) 

  Vomiting 6 (17.6) 4 (11.8) 2 (5.9 ) 



  

  

7353 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Abdominal pain 5 (14.7) 3 (8.8 ) 2 (5.9 ) 

  Nausea 4 (11.8) 0 4 (11.8) 

General disorders and administration 
site conditions 

   

  -Total 16 (47.1) 9 (26.5) 7 (20.6) 

  Pyrexia 13 (38.2) 8 (23.5) 5 (14.7) 

  Face oedema 4 (11.8) 4 (11.8) 0 

  Fatigue 3 (8.8 ) 1 (2.9 ) 2 (5.9 ) 

  Oedema peripheral 1 (2.9 ) 1 (2.9 ) 0 

  Pain 1 (2.9 ) 1 (2.9 ) 0 

Immune system disorders    

  -Total 25 (73.5) 9 (26.5) 16 (47.1) 

  Cytokine release syndrome 22 (64.7) 10 (29.4) 12 (35.3) 

  Hypogammaglobulinaemia 11 (32.4) 3 (8.8 ) 8 (23.5) 

Infections and infestations    

  -Total 1 (2.9 ) 0 1 (2.9 ) 

  Upper respiratory tract infection 1 (2.9 ) 0 1 (2.9 ) 

Investigations    

  -Total 6 (17.6) 1 (2.9 ) 5 (14.7) 



  

  

7354 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  White blood cell count decreased 3 (8.8 ) 0 3 (8.8 ) 

  Aspartate aminotransferase 
increased 

2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 

  Platelet count decreased 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 

  Alanine aminotransferase increased 1 (2.9 ) 1 (2.9 ) 0 

  Blood creatinine increased 1 (2.9 ) 0 1 (2.9 ) 

  Neutrophil count decreased 1 (2.9 ) 1 (2.9 ) 0 

Metabolism and nutrition disorders    

  -Total 15 (44.1) 7 (20.6) 8 (23.5) 

  Hypokalaemia 9 (26.5) 5 (14.7) 4 (11.8) 

  Hypophosphataemia 6 (17.6) 4 (11.8) 2 (5.9 ) 

  Hypoalbuminaemia 4 (11.8) 1 (2.9 ) 3 (8.8 ) 

  Decreased appetite 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 

  Hypomagnesaemia 2 (5.9 ) 2 (5.9 ) 0 

  Hyperuricaemia 1 (2.9 ) 1 (2.9 ) 0 

  Hypocalcaemia 1 (2.9 ) 0 1 (2.9 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 7 (20.6) 5 (14.7) 2 (5.9 ) 



  

  

7355 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Myalgia 4 (11.8) 4 (11.8) 0 

  Pain in extremity 4 (11.8) 2 (5.9 ) 2 (5.9 ) 

Nervous system disorders    

  -Total 7 (20.6) 5 (14.7) 2 (5.9 ) 

  Headache 6 (17.6) 5 (14.7) 1 (2.9 ) 

  Seizure 1 (2.9 ) 0 1 (2.9 ) 

Psychiatric disorders    

  -Total 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 

  Insomnia 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 

Renal and urinary disorders    

  -Total 2 (5.9 ) 2 (5.9 ) 0 

  Haematuria 2 (5.9 ) 2 (5.9 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 10 (29.4) 6 (17.6) 4 (11.8) 

  Cough 5 (14.7) 3 (8.8 ) 2 (5.9 ) 

  Hypoxia 3 (8.8 ) 1 (2.9 ) 2 (5.9 ) 

  Epistaxis 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 

  Oropharyngeal pain 2 (5.9 ) 2 (5.9 ) 0 



  

  

7356 

Timing: within 8 weeks post infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Tachypnoea 1 (2.9 ) 1 (2.9 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 9 (26.5) 8 (23.5) 1 (2.9 ) 

  Rash 4 (11.8) 4 (11.8) 0 

  Erythema 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 

  Pruritus 3 (8.8 ) 3 (8.8 ) 0 

Vascular disorders    

  -Total 7 (20.6) 5 (14.7) 2 (5.9 ) 

  Hypertension 4 (11.8) 3 (8.8 ) 1 (2.9 ) 

  Hypotension 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189a 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

18 (100) 3 (16.7) 15 (83.3) 

Blood and lymphatic system disorders    

  -Total 3 (16.7) 0 3 (16.7) 

  Anaemia 2 (11.1) 0 2 (11.1) 

  Thrombocytopenia 1 (5.6 ) 0 1 (5.6 ) 

Cardiac disorders    

  -Total 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Tachycardia 3 (16.7) 2 (11.1) 1 (5.6 ) 

Gastrointestinal disorders    

  -Total 8 (44.4) 4 (22.2) 4 (22.2) 

  Nausea 4 (22.2) 1 (5.6 ) 3 (16.7) 

  Vomiting 4 (22.2) 3 (16.7) 1 (5.6 ) 



  

  

7360 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Diarrhoea 2 (11.1) 2 (11.1) 0 

  Abdominal pain upper 1 (5.6 ) 1 (5.6 ) 0 

  Constipation 1 (5.6 ) 1 (5.6 ) 0 

General disorders and administration 
site conditions 

   

  -Total 7 (38.9) 3 (16.7) 4 (22.2) 

  Pyrexia 4 (22.2) 2 (11.1) 2 (11.1) 

  Pain 2 (11.1) 0 2 (11.1) 

  Fatigue 1 (5.6 ) 0 1 (5.6 ) 

  Oedema peripheral 1 (5.6 ) 1 (5.6 ) 0 

Immune system disorders    

  -Total 10 (55.6) 4 (22.2) 6 (33.3) 

  Cytokine release syndrome 8 (44.4) 3 (16.7) 5 (27.8) 

  Hypogammaglobulinaemia 3 (16.7) 1 (5.6 ) 2 (11.1) 

Infections and infestations    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 

Investigations    

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 



  

  

7361 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Alanine aminotransferase increased 1 (5.6 ) 1 (5.6 ) 0 

  Aspartate aminotransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 

  Platelet count decreased 1 (5.6 ) 0 1 (5.6 ) 

Metabolism and nutrition disorders    

  -Total 5 (27.8) 2 (11.1) 3 (16.7) 

  Decreased appetite 2 (11.1) 2 (11.1) 0 

  Hypoalbuminaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Hypocalcaemia 2 (11.1) 0 2 (11.1) 

  Hyperuricaemia 1 (5.6 ) 1 (5.6 ) 0 

  Hypokalaemia 1 (5.6 ) 0 1 (5.6 ) 

  Hypophosphataemia 1 (5.6 ) 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Back pain 1 (5.6 ) 1 (5.6 ) 0 

  Myalgia 1 (5.6 ) 0 1 (5.6 ) 

Nervous system disorders    

  -Total 7 (38.9) 1 (5.6 ) 6 (33.3) 



  

  

7362 

Timing: within 8 weeks post infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Headache 4 (22.2) 0 4 (22.2) 

  Intention tremor 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Seizure 2 (11.1) 0 2 (11.1) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Cough 1 (5.6 ) 1 (5.6 ) 0 

  Oropharyngeal pain 1 (5.6 ) 0 1 (5.6 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 4 (22.2) 2 (11.1) 2 (11.1) 

  Petechiae 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Pruritus 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Rash 2 (11.1) 2 (11.1) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 



  

  

7363 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189a 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

16 (94.1) 3 (17.6) 13 (76.5) 

Blood and lymphatic system disorders    

  -Total 2 (11.8) 2 (11.8) 0 

  Anaemia 2 (11.8) 2 (11.8) 0 

Cardiac disorders    

  -Total 2 (11.8) 2 (11.8) 0 

  Tachycardia 2 (11.8) 2 (11.8) 0 

Gastrointestinal disorders    

  -Total 7 (41.2) 2 (11.8) 5 (29.4) 

  Abdominal pain upper 2 (11.8) 0 2 (11.8) 

  Constipation 2 (11.8) 1 (5.9 ) 1 (5.9 ) 



  

  

7365 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Diarrhoea 2 (11.8) 1 (5.9 ) 1 (5.9 ) 

  Nausea 2 (11.8) 0 2 (11.8) 

  Abdominal pain 1 (5.9 ) 1 (5.9 ) 0 

General disorders and administration 
site conditions 

   

  -Total 7 (41.2) 2 (11.8) 5 (29.4) 

  Pyrexia 6 (35.3) 3 (17.6) 3 (17.6) 

  Fatigue 3 (17.6) 2 (11.8) 1 (5.9 ) 

  Oedema peripheral 2 (11.8) 2 (11.8) 0 

  Chills 1 (5.9 ) 0 1 (5.9 ) 

Immune system disorders    

  -Total 9 (52.9) 2 (11.8) 7 (41.2) 

  Cytokine release syndrome 9 (52.9) 2 (11.8) 7 (41.2) 

  Hypogammaglobulinaemia 1 (5.9 ) 0 1 (5.9 ) 

Infections and infestations    

  -Total 2 (11.8) 1 (5.9 ) 1 (5.9 ) 

  Herpes zoster 1 (5.9 ) 0 1 (5.9 ) 

  Nasopharyngitis 1 (5.9 ) 1 (5.9 ) 0 

Investigations    



  

  

7366 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 3 (17.6) 2 (11.8) 1 (5.9 ) 

  Blood creatinine increased 2 (11.8) 2 (11.8) 0 

  Aspartate aminotransferase 
increased 

1 (5.9 ) 1 (5.9 ) 0 

  Platelet count decreased 1 (5.9 ) 0 1 (5.9 ) 

Metabolism and nutrition disorders    

  -Total 4 (23.5) 4 (23.5) 0 

  Hypokalaemia 3 (17.6) 3 (17.6) 0 

  Hyperphosphataemia 2 (11.8) 2 (11.8) 0 

  Hypocalcaemia 1 (5.9 ) 1 (5.9 ) 0 

  Hypomagnesaemia 1 (5.9 ) 1 (5.9 ) 0 

  Hypophosphataemia 1 (5.9 ) 1 (5.9 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 4 (23.5) 2 (11.8) 2 (11.8) 

  Arthralgia 3 (17.6) 1 (5.9 ) 2 (11.8) 

  Myalgia 1 (5.9 ) 1 (5.9 ) 0 

Nervous system disorders    

  -Total 3 (17.6) 1 (5.9 ) 2 (11.8) 



  

  

7367 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Headache 1 (5.9 ) 0 1 (5.9 ) 

  Neuralgia 1 (5.9 ) 0 1 (5.9 ) 

  Seizure 1 (5.9 ) 1 (5.9 ) 0 

Psychiatric disorders    

  -Total 2 (11.8) 0 2 (11.8) 

  Insomnia 2 (11.8) 0 2 (11.8) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (17.6) 1 (5.9 ) 2 (11.8) 

  Hypoxia 2 (11.8) 0 2 (11.8) 

  Tachypnoea 2 (11.8) 2 (11.8) 0 

  Epistaxis 1 (5.9 ) 1 (5.9 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 6 (35.3) 5 (29.4) 1 (5.9 ) 

  Erythema 2 (11.8) 2 (11.8) 0 

  Petechiae 2 (11.8) 2 (11.8) 0 

  Rash 2 (11.8) 1 (5.9 ) 1 (5.9 ) 

  Ingrowing nail 1 (5.9 ) 1 (5.9 ) 0 



  

  

7368 

Timing: within 8 weeks post infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Pruritus 1 (5.9 ) 1 (5.9 ) 0 

Vascular disorders    

  -Total 2 (11.8) 2 (11.8) 0 

  Hypotension 2 (11.8) 2 (11.8) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189a 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

20 (71.4) 9 (32.1) 11 (39.3) 

Blood and lymphatic system disorders    

  -Total 5 (17.9) 1 (3.6 ) 4 (14.3) 

  Anaemia 4 (14.3) 1 (3.6 ) 3 (10.7) 

  Thrombocytopenia 1 (3.6 ) 0 1 (3.6 ) 

Cardiac disorders    

  -Total 2 (7.1 ) 2 (7.1 ) 0 

  Sinus tachycardia 2 (7.1 ) 2 (7.1 ) 0 

  Tachycardia 1 (3.6 ) 1 (3.6 ) 0 

Gastrointestinal disorders    

  -Total 7 (25.0) 4 (14.3) 3 (10.7) 



  

  

7370 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Constipation 4 (14.3) 3 (10.7) 1 (3.6 ) 

  Vomiting 4 (14.3) 2 (7.1 ) 2 (7.1 ) 

  Abdominal pain 3 (10.7) 2 (7.1 ) 1 (3.6 ) 

  Diarrhoea 2 (7.1 ) 0 2 (7.1 ) 

  Abdominal pain upper 1 (3.6 ) 1 (3.6 ) 0 

  Nausea 1 (3.6 ) 0 1 (3.6 ) 

General disorders and administration 
site conditions 

   

  -Total 8 (28.6) 4 (14.3) 4 (14.3) 

  Pyrexia 6 (21.4) 3 (10.7) 3 (10.7) 

  Chills 1 (3.6 ) 0 1 (3.6 ) 

  Face oedema 1 (3.6 ) 1 (3.6 ) 0 

  Fatigue 1 (3.6 ) 1 (3.6 ) 0 

  Pain 1 (3.6 ) 1 (3.6 ) 0 

Immune system disorders    

  -Total 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 

  Hypogammaglobulinaemia 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 

Infections and infestations    

  -Total 9 (32.1) 4 (14.3) 5 (17.9) 



  

  

7371 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Upper respiratory tract infection 5 (17.9) 2 (7.1 ) 3 (10.7) 

  Nasopharyngitis 4 (14.3) 3 (10.7) 1 (3.6 ) 

  Rhinitis 2 (7.1 ) 2 (7.1 ) 0 

  Herpes zoster 1 (3.6 ) 0 1 (3.6 ) 

Investigations    

  -Total 5 (17.9) 2 (7.1 ) 3 (10.7) 

  Platelet count decreased 3 (10.7) 2 (7.1 ) 1 (3.6 ) 

  Alanine aminotransferase increased 1 (3.6 ) 0 1 (3.6 ) 

  Aspartate aminotransferase 
increased 

1 (3.6 ) 1 (3.6 ) 0 

  Neutrophil count decreased 1 (3.6 ) 0 1 (3.6 ) 

  White blood cell count decreased 1 (3.6 ) 1 (3.6 ) 0 

Metabolism and nutrition disorders    

  -Total 4 (14.3) 3 (10.7) 1 (3.6 ) 

  Decreased appetite 2 (7.1 ) 2 (7.1 ) 0 

  Hyperuricaemia 1 (3.6 ) 1 (3.6 ) 0 

  Hypokalaemia 1 (3.6 ) 0 1 (3.6 ) 

  Hypomagnesaemia 1 (3.6 ) 1 (3.6 ) 0 

  Hypophosphataemia 1 (3.6 ) 1 (3.6 ) 0 



  

  

7372 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 5 (17.9) 1 (3.6 ) 4 (14.3) 

  Arthralgia 4 (14.3) 0 4 (14.3) 

  Back pain 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 

  Pain in extremity 2 (7.1 ) 0 2 (7.1 ) 

Nervous system disorders    

  -Total 5 (17.9) 4 (14.3) 1 (3.6 ) 

  Headache 5 (17.9) 4 (14.3) 1 (3.6 ) 

Psychiatric disorders    

  -Total 1 (3.6 ) 1 (3.6 ) 0 

  Insomnia 1 (3.6 ) 1 (3.6 ) 0 

Renal and urinary disorders    

  -Total 2 (7.1 ) 2 (7.1 ) 0 

  Haematuria 2 (7.1 ) 2 (7.1 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 7 (25.0) 5 (17.9) 2 (7.1 ) 

  Cough 6 (21.4) 6 (21.4) 0 



  

  

7373 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: <10 years 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Epistaxis 3 (10.7) 2 (7.1 ) 1 (3.6 ) 

  Oropharyngeal pain 1 (3.6 ) 0 1 (3.6 ) 

  Tachypnoea 1 (3.6 ) 0 1 (3.6 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 4 (14.3) 3 (10.7) 1 (3.6 ) 

  Petechiae 2 (7.1 ) 2 (7.1 ) 0 

  Pruritus 2 (7.1 ) 2 (7.1 ) 0 

  Rash 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 

Vascular disorders    

  -Total 1 (3.6 ) 0 1 (3.6 ) 

  Hypertension 1 (3.6 ) 0 1 (3.6 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189a 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

12 (66.7) 3 (16.7) 9 (50.0) 

Blood and lymphatic system disorders    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Anaemia 1 (5.6 ) 0 1 (5.6 ) 

Cardiac disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Tachycardia 1 (5.6 ) 1 (5.6 ) 0 

Gastrointestinal disorders    

  -Total 6 (33.3) 4 (22.2) 2 (11.1) 

  Nausea 4 (22.2) 2 (11.1) 2 (11.1) 

  Abdominal pain 1 (5.6 ) 1 (5.6 ) 0 



  

  

7376 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Constipation 1 (5.6 ) 1 (5.6 ) 0 

  Diarrhoea 1 (5.6 ) 1 (5.6 ) 0 

  Vomiting 1 (5.6 ) 1 (5.6 ) 0 

General disorders and administration 
site conditions 

   

  -Total 5 (27.8) 2 (11.1) 3 (16.7) 

  Pyrexia 4 (22.2) 1 (5.6 ) 3 (16.7) 

  Chills 1 (5.6 ) 1 (5.6 ) 0 

Immune system disorders    

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Hypogammaglobulinaemia 1 (5.6 ) 0 1 (5.6 ) 

Infections and infestations    

  -Total 8 (44.4) 6 (33.3) 2 (11.1) 

  Nasopharyngitis 4 (22.2) 4 (22.2) 0 

  Rhinitis 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Herpes zoster 1 (5.6 ) 0 1 (5.6 ) 

Investigations    

  -Total 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Neutrophil count decreased 2 (11.1) 0 2 (11.1) 



  

  

7377 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Platelet count decreased 2 (11.1) 0 2 (11.1) 

  White blood cell count decreased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Alanine aminotransferase increased 1 (5.6 ) 1 (5.6 ) 0 

  Aspartate aminotransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 

Metabolism and nutrition disorders    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Hyperuricaemia 1 (5.6 ) 1 (5.6 ) 0 

  Hypomagnesaemia 1 (5.6 ) 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Arthralgia 1 (5.6 ) 1 (5.6 ) 0 

  Back pain 1 (5.6 ) 0 1 (5.6 ) 

  Pain in extremity 1 (5.6 ) 1 (5.6 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Cough 2 (11.1) 0 2 (11.1) 

  Epistaxis 2 (11.1) 2 (11.1) 0 



  

  

7378 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Oropharyngeal pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Ingrowing nail 1 (5.6 ) 0 1 (5.6 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189a 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

12 (85.7) 3 (21.4) 9 (64.3) 

Blood and lymphatic system disorders    

  -Total 2 (14.3) 1 (7.1 ) 1 (7.1 ) 

  Thrombocytopenia 2 (14.3) 1 (7.1 ) 1 (7.1 ) 

Gastrointestinal disorders    

  -Total 2 (14.3) 0 2 (14.3) 

  Abdominal pain 1 (7.1 ) 0 1 (7.1 ) 

  Constipation 1 (7.1 ) 0 1 (7.1 ) 

  Diarrhoea 1 (7.1 ) 0 1 (7.1 ) 

  Nausea 1 (7.1 ) 1 (7.1 ) 0 



  

  

7380 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 3 (21.4) 0 3 (21.4) 

  Pyrexia 3 (21.4) 0 3 (21.4) 

  Chills 1 (7.1 ) 0 1 (7.1 ) 

  Oedema peripheral 1 (7.1 ) 0 1 (7.1 ) 

Immune system disorders    

  -Total 2 (14.3) 1 (7.1 ) 1 (7.1 ) 

  Cytokine release syndrome 1 (7.1 ) 0 1 (7.1 ) 

  Hypogammaglobulinaemia 1 (7.1 ) 1 (7.1 ) 0 

Infections and infestations    

  -Total 1 (7.1 ) 0 1 (7.1 ) 

  Herpes zoster 1 (7.1 ) 0 1 (7.1 ) 

Investigations    

  -Total 2 (14.3) 2 (14.3) 0 

  Alanine aminotransferase increased 2 (14.3) 2 (14.3) 0 

  Aspartate aminotransferase 
increased 

2 (14.3) 2 (14.3) 0 

  Platelet count decreased 1 (7.1 ) 1 (7.1 ) 0 



  

  

7381 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Metabolism and nutrition disorders    

  -Total 2 (14.3) 0 2 (14.3) 

  Hypomagnesaemia 2 (14.3) 1 (7.1 ) 1 (7.1 ) 

  Hypoalbuminaemia 1 (7.1 ) 1 (7.1 ) 0 

  Hypocalcaemia 1 (7.1 ) 0 1 (7.1 ) 

  Hypokalaemia 1 (7.1 ) 1 (7.1 ) 0 

  Hypophosphataemia 1 (7.1 ) 0 1 (7.1 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 3 (21.4) 2 (14.3) 1 (7.1 ) 

  Back pain 2 (14.3) 2 (14.3) 0 

  Arthralgia 1 (7.1 ) 1 (7.1 ) 0 

  Pain in extremity 1 (7.1 ) 0 1 (7.1 ) 

Nervous system disorders    

  -Total 1 (7.1 ) 0 1 (7.1 ) 

  Neuralgia 1 (7.1 ) 0 1 (7.1 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (14.3) 2 (14.3) 0 



  

  

7382 

Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=14 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Cough 2 (14.3) 2 (14.3) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 2 (14.3) 1 (7.1 ) 1 (7.1 ) 

  Erythema 1 (7.1 ) 1 (7.1 ) 0 

  Ingrowing nail 1 (7.1 ) 0 1 (7.1 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189a 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Age: <10 years 

 
All patients 

N=9 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

1 (11.1) 1 (11.1) 0 

Infections and infestations    

  -Total 1 (11.1) 1 (11.1) 0 

  Rhinitis 1 (11.1) 1 (11.1) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189a 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189a 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Age: >=18 years 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189a 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

34 (100) 5 (14.7) 29 (85.3) 

Blood and lymphatic system disorders    

  -Total 9 (26.5) 2 (5.9 ) 7 (20.6) 

  Anaemia 8 (23.5) 2 (5.9 ) 6 (17.6) 

  Thrombocytopenia 1 (2.9 ) 0 1 (2.9 ) 

Cardiac disorders    

  -Total 6 (17.6) 5 (14.7) 1 (2.9 ) 

  Sinus tachycardia 4 (11.8) 4 (11.8) 0 

  Tachycardia 4 (11.8) 3 (8.8 ) 1 (2.9 ) 

Gastrointestinal disorders    

  -Total 18 (52.9) 10 (29.4) 8 (23.5) 



  

  

7388 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Diarrhoea 10 (29.4) 7 (20.6) 3 (8.8 ) 

  Vomiting 8 (23.5) 4 (11.8) 4 (11.8) 

  Abdominal pain 5 (14.7) 2 (5.9 ) 3 (8.8 ) 

  Nausea 5 (14.7) 0 5 (14.7) 

  Constipation 4 (11.8) 3 (8.8 ) 1 (2.9 ) 

  Abdominal pain upper 1 (2.9 ) 1 (2.9 ) 0 

General disorders and administration 
site conditions 

   

  -Total 20 (58.8) 11 (32.4) 9 (26.5) 

  Pyrexia 17 (50.0) 10 (29.4) 7 (20.6) 

  Face oedema 5 (14.7) 5 (14.7) 0 

  Fatigue 3 (8.8 ) 1 (2.9 ) 2 (5.9 ) 

  Pain 2 (5.9 ) 2 (5.9 ) 0 

  Chills 1 (2.9 ) 0 1 (2.9 ) 

  Oedema peripheral 1 (2.9 ) 1 (2.9 ) 0 

Immune system disorders    

  -Total 26 (76.5) 9 (26.5) 17 (50.0) 

  Cytokine release syndrome 22 (64.7) 10 (29.4) 12 (35.3) 

  Hypogammaglobulinaemia 13 (38.2) 4 (11.8) 9 (26.5) 



  

  

7389 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Infections and infestations    

  -Total 10 (29.4) 4 (11.8) 6 (17.6) 

  Upper respiratory tract infection 6 (17.6) 2 (5.9 ) 4 (11.8) 

  Nasopharyngitis 4 (11.8) 3 (8.8 ) 1 (2.9 ) 

  Rhinitis 2 (5.9 ) 2 (5.9 ) 0 

  Herpes zoster 1 (2.9 ) 0 1 (2.9 ) 

Investigations    

  -Total 8 (23.5) 0 8 (23.5) 

  Platelet count decreased 4 (11.8) 2 (5.9 ) 2 (5.9 ) 

  White blood cell count decreased 4 (11.8) 1 (2.9 ) 3 (8.8 ) 

  Aspartate aminotransferase 
increased 

2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 

  Neutrophil count decreased 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 

  Alanine aminotransferase increased 1 (2.9 ) 0 1 (2.9 ) 

  Blood creatinine increased 1 (2.9 ) 0 1 (2.9 ) 

Metabolism and nutrition disorders    

  -Total 16 (47.1) 8 (23.5) 8 (23.5) 

  Hypokalaemia 9 (26.5) 4 (11.8) 5 (14.7) 

  Hypophosphataemia 6 (17.6) 4 (11.8) 2 (5.9 ) 



  

  

7390 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Decreased appetite 5 (14.7) 4 (11.8) 1 (2.9 ) 

  Hypoalbuminaemia 4 (11.8) 1 (2.9 ) 3 (8.8 ) 

  Hypomagnesaemia 3 (8.8 ) 3 (8.8 ) 0 

  Hyperuricaemia 2 (5.9 ) 2 (5.9 ) 0 

  Hypocalcaemia 1 (2.9 ) 0 1 (2.9 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 8 (23.5) 3 (8.8 ) 5 (14.7) 

  Pain in extremity 5 (14.7) 2 (5.9 ) 3 (8.8 ) 

  Arthralgia 4 (11.8) 0 4 (11.8) 

  Myalgia 4 (11.8) 4 (11.8) 0 

  Back pain 2 (5.9 ) 1 (2.9 ) 1 (2.9 ) 

Nervous system disorders    

  -Total 11 (32.4) 8 (23.5) 3 (8.8 ) 

  Headache 10 (29.4) 8 (23.5) 2 (5.9 ) 

  Seizure 1 (2.9 ) 0 1 (2.9 ) 

Psychiatric disorders    

  -Total 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 

  Insomnia 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 



  

  

7391 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Renal and urinary disorders    

  -Total 4 (11.8) 4 (11.8) 0 

  Haematuria 4 (11.8) 4 (11.8) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 14 (41.2) 9 (26.5) 5 (14.7) 

  Cough 10 (29.4) 8 (23.5) 2 (5.9 ) 

  Epistaxis 5 (14.7) 3 (8.8 ) 2 (5.9 ) 

  Hypoxia 3 (8.8 ) 1 (2.9 ) 2 (5.9 ) 

  Oropharyngeal pain 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 

  Tachypnoea 1 (2.9 ) 0 1 (2.9 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 12 (35.3) 10 (29.4) 2 (5.9 ) 

  Pruritus 5 (14.7) 5 (14.7) 0 

  Rash 5 (14.7) 4 (11.8) 1 (2.9 ) 

  Erythema 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 

  Petechiae 2 (5.9 ) 2 (5.9 ) 0 

Vascular disorders    



  

  

7392 

Timing: Any time post CTL019 infusion, Age: <10 years 

 
All patients 

N=34 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 8 (23.5) 5 (14.7) 3 (8.8 ) 

  Hypertension 5 (14.7) 3 (8.8 ) 2 (5.9 ) 

  Hypotension 3 (8.8 ) 2 (5.9 ) 1 (2.9 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189a 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

18 (100) 2 (11.1) 16 (88.9) 

Blood and lymphatic system disorders    

  -Total 3 (16.7) 0 3 (16.7) 

  Anaemia 2 (11.1) 0 2 (11.1) 

  Thrombocytopenia 1 (5.6 ) 0 1 (5.6 ) 

Cardiac disorders    

  -Total 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Tachycardia 3 (16.7) 2 (11.1) 1 (5.6 ) 

Gastrointestinal disorders    

  -Total 12 (66.7) 7 (38.9) 5 (27.8) 

  Nausea 7 (38.9) 3 (16.7) 4 (22.2) 



  

  

7394 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Vomiting 5 (27.8) 4 (22.2) 1 (5.6 ) 

  Diarrhoea 3 (16.7) 3 (16.7) 0 

  Abdominal pain 1 (5.6 ) 1 (5.6 ) 0 

  Abdominal pain upper 1 (5.6 ) 1 (5.6 ) 0 

  Constipation 1 (5.6 ) 1 (5.6 ) 0 

General disorders and administration 
site conditions 

   

  -Total 10 (55.6) 4 (22.2) 6 (33.3) 

  Pyrexia 6 (33.3) 2 (11.1) 4 (22.2) 

  Pain 2 (11.1) 0 2 (11.1) 

  Chills 1 (5.6 ) 1 (5.6 ) 0 

  Fatigue 1 (5.6 ) 0 1 (5.6 ) 

  Oedema peripheral 1 (5.6 ) 1 (5.6 ) 0 

Immune system disorders    

  -Total 10 (55.6) 3 (16.7) 7 (38.9) 

  Cytokine release syndrome 8 (44.4) 3 (16.7) 5 (27.8) 

  Hypogammaglobulinaemia 4 (22.2) 1 (5.6 ) 3 (16.7) 

Infections and infestations    

  -Total 9 (50.0) 6 (33.3) 3 (16.7) 



  

  

7395 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Nasopharyngitis 4 (22.2) 4 (22.2) 0 

  Rhinitis 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Herpes zoster 1 (5.6 ) 0 1 (5.6 ) 

  Upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 

Investigations    

  -Total 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Neutrophil count decreased 2 (11.1) 0 2 (11.1) 

  Platelet count decreased 2 (11.1) 0 2 (11.1) 

  White blood cell count decreased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Alanine aminotransferase increased 1 (5.6 ) 1 (5.6 ) 0 

  Aspartate aminotransferase 
increased 

1 (5.6 ) 1 (5.6 ) 0 

Metabolism and nutrition disorders    

  -Total 5 (27.8) 2 (11.1) 3 (16.7) 

  Decreased appetite 2 (11.1) 2 (11.1) 0 

  Hyperuricaemia 2 (11.1) 2 (11.1) 0 

  Hypoalbuminaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Hypocalcaemia 2 (11.1) 0 2 (11.1) 

  Hypokalaemia 1 (5.6 ) 0 1 (5.6 ) 



  

  

7396 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypomagnesaemia 1 (5.6 ) 1 (5.6 ) 0 

  Hypophosphataemia 1 (5.6 ) 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 4 (22.2) 2 (11.1) 2 (11.1) 

  Back pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Arthralgia 1 (5.6 ) 1 (5.6 ) 0 

  Myalgia 1 (5.6 ) 0 1 (5.6 ) 

  Pain in extremity 1 (5.6 ) 1 (5.6 ) 0 

Nervous system disorders    

  -Total 7 (38.9) 1 (5.6 ) 6 (33.3) 

  Headache 4 (22.2) 0 4 (22.2) 

  Intention tremor 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Seizure 2 (11.1) 0 2 (11.1) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 4 (22.2) 1 (5.6 ) 3 (16.7) 

  Oropharyngeal pain 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Cough 2 (11.1) 0 2 (11.1) 



  

  

7397 

Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Epistaxis 2 (11.1) 2 (11.1) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 5 (27.8) 2 (11.1) 3 (16.7) 

  Petechiae 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Pruritus 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Rash 2 (11.1) 2 (11.1) 0 

  Ingrowing nail 1 (5.6 ) 0 1 (5.6 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189a 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Age 

Safety Set 

 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

16 (94.1) 1 (5.9 ) 15 (88.2) 

Blood and lymphatic system disorders    

  -Total 4 (23.5) 3 (17.6) 1 (5.9 ) 

  Anaemia 2 (11.8) 2 (11.8) 0 

  Thrombocytopenia 2 (11.8) 1 (5.9 ) 1 (5.9 ) 

Cardiac disorders    

  -Total 2 (11.8) 2 (11.8) 0 

  Tachycardia 2 (11.8) 2 (11.8) 0 

Gastrointestinal disorders    

  -Total 8 (47.1) 2 (11.8) 6 (35.3) 

  Diarrhoea 3 (17.6) 1 (5.9 ) 2 (11.8) 



  

  

7399 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Nausea 3 (17.6) 1 (5.9 ) 2 (11.8) 

  Abdominal pain 2 (11.8) 1 (5.9 ) 1 (5.9 ) 

  Abdominal pain upper 2 (11.8) 0 2 (11.8) 

  Constipation 2 (11.8) 1 (5.9 ) 1 (5.9 ) 

General disorders and administration 
site conditions 

   

  -Total 10 (58.8) 2 (11.8) 8 (47.1) 

  Pyrexia 9 (52.9) 3 (17.6) 6 (35.3) 

  Fatigue 3 (17.6) 2 (11.8) 1 (5.9 ) 

  Oedema peripheral 3 (17.6) 2 (11.8) 1 (5.9 ) 

  Chills 2 (11.8) 0 2 (11.8) 

Immune system disorders    

  -Total 10 (58.8) 2 (11.8) 8 (47.1) 

  Cytokine release syndrome 10 (58.8) 2 (11.8) 8 (47.1) 

  Hypogammaglobulinaemia 2 (11.8) 1 (5.9 ) 1 (5.9 ) 

Infections and infestations    

  -Total 3 (17.6) 1 (5.9 ) 2 (11.8) 

  Herpes zoster 2 (11.8) 0 2 (11.8) 

  Nasopharyngitis 1 (5.9 ) 1 (5.9 ) 0 



  

  

7400 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Investigations    

  -Total 3 (17.6) 2 (11.8) 1 (5.9 ) 

  Alanine aminotransferase increased 2 (11.8) 2 (11.8) 0 

  Aspartate aminotransferase 
increased 

2 (11.8) 2 (11.8) 0 

  Blood creatinine increased 2 (11.8) 2 (11.8) 0 

  Platelet count decreased 1 (5.9 ) 0 1 (5.9 ) 

Metabolism and nutrition disorders    

  -Total 5 (29.4) 3 (17.6) 2 (11.8) 

  Hypokalaemia 3 (17.6) 3 (17.6) 0 

  Hypomagnesaemia 3 (17.6) 2 (11.8) 1 (5.9 ) 

  Hyperphosphataemia 2 (11.8) 2 (11.8) 0 

  Hypocalcaemia 2 (11.8) 1 (5.9 ) 1 (5.9 ) 

  Hypophosphataemia 2 (11.8) 1 (5.9 ) 1 (5.9 ) 

  Hypoalbuminaemia 1 (5.9 ) 1 (5.9 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 6 (35.3) 3 (17.6) 3 (17.6) 

  Arthralgia 3 (17.6) 1 (5.9 ) 2 (11.8) 



  

  

7401 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Back pain 2 (11.8) 2 (11.8) 0 

  Myalgia 1 (5.9 ) 1 (5.9 ) 0 

  Pain in extremity 1 (5.9 ) 0 1 (5.9 ) 

Nervous system disorders    

  -Total 4 (23.5) 1 (5.9 ) 3 (17.6) 

  Neuralgia 2 (11.8) 0 2 (11.8) 

  Headache 1 (5.9 ) 0 1 (5.9 ) 

  Seizure 1 (5.9 ) 1 (5.9 ) 0 

Psychiatric disorders    

  -Total 2 (11.8) 0 2 (11.8) 

  Insomnia 2 (11.8) 0 2 (11.8) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 5 (29.4) 3 (17.6) 2 (11.8) 

  Cough 2 (11.8) 2 (11.8) 0 

  Hypoxia 2 (11.8) 0 2 (11.8) 

  Tachypnoea 2 (11.8) 2 (11.8) 0 

  Epistaxis 1 (5.9 ) 1 (5.9 ) 0 



  

  

7402 

Timing: Any time post CTL019 infusion, Age: >=18 years 

 
All patients 

N=17 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 8 (47.1) 6 (35.3) 2 (11.8) 

  Erythema 3 (17.6) 3 (17.6) 0 

  Ingrowing nail 2 (11.8) 1 (5.9 ) 1 (5.9 ) 

  Petechiae 2 (11.8) 2 (11.8) 0 

  Rash 2 (11.8) 1 (5.9 ) 1 (5.9 ) 

  Pruritus 1 (5.9 ) 1 (5.9 ) 0 

Vascular disorders    

  -Total 2 (11.8) 2 (11.8) 0 

  Hypotension 2 (11.8) 2 (11.8) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189b 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

41 (100) 6 (14.6) 35 (85.4) 

Blood and lymphatic system disorders    

  -Total 8 (19.5) 3 (7.3 ) 5 (12.2) 

  Anaemia 8 (19.5) 3 (7.3 ) 5 (12.2) 

Cardiac disorders    

  -Total 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 

  Tachycardia 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 

Gastrointestinal disorders    

  -Total 17 (41.5) 6 (14.6) 11 (26.8) 

  Diarrhoea 8 (19.5) 6 (14.6) 2 (4.9 ) 

  Nausea 7 (17.1) 0 7 (17.1) 

  Vomiting 5 (12.2) 3 (7.3 ) 2 (4.9 ) 



  

  

7404 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Abdominal pain 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 

  Constipation 2 (4.9 ) 2 (4.9 ) 0 

General disorders and administration 
site conditions 

   

  -Total 15 (36.6) 6 (14.6) 9 (22.0) 

  Pyrexia 13 (31.7) 6 (14.6) 7 (17.1) 

  Fatigue 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 

Immune system disorders    

  -Total 26 (63.4) 8 (19.5) 18 (43.9) 

  Cytokine release syndrome 25 (61.0) 10 (24.4) 15 (36.6) 

  Hypogammaglobulinaemia 8 (19.5) 1 (2.4 ) 7 (17.1) 

Infections and infestations    

  -Total 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

  Nasopharyngitis 1 (2.4 ) 1 (2.4 ) 0 

  Upper respiratory tract infection 1 (2.4 ) 0 1 (2.4 ) 

Investigations    

  -Total 4 (9.8 ) 0 4 (9.8 ) 

  Platelet count decreased 3 (7.3 ) 1 (2.4 ) 2 (4.9 ) 

  White blood cell count decreased 3 (7.3 ) 0 3 (7.3 ) 



  

  

7405 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Metabolism and nutrition disorders    

  -Total 17 (41.5) 11 (26.8) 6 (14.6) 

  Hypokalaemia 8 (19.5) 6 (14.6) 2 (4.9 ) 

  Hypoalbuminaemia 5 (12.2) 2 (4.9 ) 3 (7.3 ) 

  Hypophosphataemia 5 (12.2) 4 (9.8 ) 1 (2.4 ) 

  Decreased appetite 4 (9.8 ) 4 (9.8 ) 0 

  Hypomagnesaemia 3 (7.3 ) 3 (7.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 7 (17.1) 3 (7.3 ) 4 (9.8 ) 

  Myalgia 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 

  Pain in extremity 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 

  Arthralgia 2 (4.9 ) 0 2 (4.9 ) 

Nervous system disorders    

  -Total 6 (14.6) 2 (4.9 ) 4 (9.8 ) 

  Headache 6 (14.6) 2 (4.9 ) 4 (9.8 ) 

Psychiatric disorders    

  -Total 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

  Anxiety 1 (2.4 ) 1 (2.4 ) 0 



  

  

7406 

Timing: within 8 weeks post infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Insomnia 1 (2.4 ) 0 1 (2.4 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 6 (14.6) 3 (7.3 ) 3 (7.3 ) 

  Cough 2 (4.9 ) 2 (4.9 ) 0 

  Epistaxis 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

  Hypoxia 2 (4.9 ) 0 2 (4.9 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 10 (24.4) 8 (19.5) 2 (4.9 ) 

  Pruritus 5 (12.2) 4 (9.8 ) 1 (2.4 ) 

  Petechiae 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 

  Rash 4 (9.8 ) 4 (9.8 ) 0 

Vascular disorders    

  -Total 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 

  Hypertension 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

  Hypotension 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189b 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

26 (92.9) 7 (25.0) 19 (67.9) 

Blood and lymphatic system disorders    

  -Total 2 (7.1 ) 2 (7.1 ) 0 

  Anaemia 2 (7.1 ) 2 (7.1 ) 0 

Cardiac disorders    

  -Total 4 (14.3) 4 (14.3) 0 

  Tachycardia 4 (14.3) 4 (14.3) 0 

Gastrointestinal disorders    

  -Total 12 (42.9) 9 (32.1) 3 (10.7) 

  Diarrhoea 6 (21.4) 6 (21.4) 0 

  Vomiting 5 (17.9) 4 (14.3) 1 (3.6 ) 

  Nausea 3 (10.7) 1 (3.6 ) 2 (7.1 ) 



  

  

7410 

Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Abdominal pain 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 

  Constipation 1 (3.6 ) 0 1 (3.6 ) 

  Stomatitis 1 (3.6 ) 0 1 (3.6 ) 

General disorders and administration 
site conditions 

   

  -Total 12 (42.9) 7 (25.0) 5 (17.9) 

  Pyrexia 10 (35.7) 7 (25.0) 3 (10.7) 

  Fatigue 3 (10.7) 1 (3.6 ) 2 (7.1 ) 

Immune system disorders    

  -Total 18 (64.3) 7 (25.0) 11 (39.3) 

  Cytokine release syndrome 14 (50.0) 5 (17.9) 9 (32.1) 

  Hypogammaglobulinaemia 7 (25.0) 3 (10.7) 4 (14.3) 

Infections and infestations    

  -Total 1 (3.6 ) 0 1 (3.6 ) 

  Upper respiratory tract infection 1 (3.6 ) 0 1 (3.6 ) 

Investigations    

  -Total 1 (3.6 ) 0 1 (3.6 ) 

  Platelet count decreased 1 (3.6 ) 0 1 (3.6 ) 

Metabolism and nutrition disorders    



  

  

7411 

Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 5 (17.9) 1 (3.6 ) 4 (14.3) 

  Hypokalaemia 5 (17.9) 2 (7.1 ) 3 (10.7) 

  Hypophosphataemia 3 (10.7) 2 (7.1 ) 1 (3.6 ) 

  Decreased appetite 1 (3.6 ) 0 1 (3.6 ) 

  Hypoalbuminaemia 1 (3.6 ) 0 1 (3.6 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 5 (17.9) 4 (14.3) 1 (3.6 ) 

  Myalgia 3 (10.7) 3 (10.7) 0 

  Arthralgia 1 (3.6 ) 1 (3.6 ) 0 

  Pain in extremity 1 (3.6 ) 0 1 (3.6 ) 

Nervous system disorders    

  -Total 5 (17.9) 3 (10.7) 2 (7.1 ) 

  Headache 5 (17.9) 3 (10.7) 2 (7.1 ) 

Psychiatric disorders    

  -Total 4 (14.3) 2 (7.1 ) 2 (7.1 ) 

  Anxiety 3 (10.7) 1 (3.6 ) 2 (7.1 ) 

  Insomnia 3 (10.7) 1 (3.6 ) 2 (7.1 ) 
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Timing: within 8 weeks post infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 7 (25.0) 4 (14.3) 3 (10.7) 

  Cough 4 (14.3) 2 (7.1 ) 2 (7.1 ) 

  Hypoxia 3 (10.7) 1 (3.6 ) 2 (7.1 ) 

  Epistaxis 1 (3.6 ) 1 (3.6 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 5 (17.9) 4 (14.3) 1 (3.6 ) 

  Rash 4 (14.3) 3 (10.7) 1 (3.6 ) 

  Pruritus 1 (3.6 ) 1 (3.6 ) 0 

Vascular disorders    

  -Total 5 (17.9) 5 (17.9) 0 

  Hypotension 3 (10.7) 3 (10.7) 0 

  Hypertension 2 (7.1 ) 2 (7.1 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 
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grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189b 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

25 (65.8) 13 (34.2) 12 (31.6) 

Blood and lymphatic system disorders    

  -Total 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 

  Anaemia 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 

Cardiac disorders    

  -Total 1 (2.6 ) 1 (2.6 ) 0 

  Tachycardia 1 (2.6 ) 1 (2.6 ) 0 

Gastrointestinal disorders    

  -Total 10 (26.3) 6 (15.8) 4 (10.5) 

  Nausea 5 (13.2) 3 (7.9 ) 2 (5.3 ) 

  Diarrhoea 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Vomiting 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 

  Abdominal pain 2 (5.3 ) 2 (5.3 ) 0 

  Constipation 2 (5.3 ) 2 (5.3 ) 0 

General disorders and administration 
site conditions 

   

  -Total 7 (18.4) 3 (7.9 ) 4 (10.5) 

  Pyrexia 6 (15.8) 2 (5.3 ) 4 (10.5) 

  Fatigue 1 (2.6 ) 1 (2.6 ) 0 

Immune system disorders    

  -Total 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 

  Hypogammaglobulinaemia 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 

Infections and infestations    

  -Total 7 (18.4) 7 (18.4) 0 

  Nasopharyngitis 4 (10.5) 4 (10.5) 0 

  Rhinitis 2 (5.3 ) 2 (5.3 ) 0 

  Upper respiratory tract infection 1 (2.6 ) 1 (2.6 ) 0 

Investigations    

  -Total 5 (13.2) 2 (5.3 ) 3 (7.9 ) 

  Platelet count decreased 5 (13.2) 2 (5.3 ) 3 (7.9 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  White blood cell count decreased 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 

Metabolism and nutrition disorders    

  -Total 4 (10.5) 4 (10.5) 0 

  Hypomagnesaemia 2 (5.3 ) 2 (5.3 ) 0 

  Decreased appetite 1 (2.6 ) 1 (2.6 ) 0 

  Hypoalbuminaemia 1 (2.6 ) 1 (2.6 ) 0 

  Hypokalaemia 1 (2.6 ) 1 (2.6 ) 0 

  Hypophosphataemia 1 (2.6 ) 1 (2.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 5 (13.2) 3 (7.9 ) 2 (5.3 ) 

  Arthralgia 4 (10.5) 2 (5.3 ) 2 (5.3 ) 

  Pain in extremity 1 (2.6 ) 1 (2.6 ) 0 

Nervous system disorders    

  -Total 1 (2.6 ) 1 (2.6 ) 0 

  Headache 1 (2.6 ) 1 (2.6 ) 0 

Psychiatric disorders    

  -Total 1 (2.6 ) 1 (2.6 ) 0 

  Insomnia 1 (2.6 ) 1 (2.6 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 9 (23.7) 7 (18.4) 2 (5.3 ) 

  Cough 8 (21.1) 6 (15.8) 2 (5.3 ) 

  Epistaxis 2 (5.3 ) 2 (5.3 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (2.6 ) 1 (2.6 ) 0 

  Petechiae 1 (2.6 ) 1 (2.6 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189b 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

14 (63.6) 5 (22.7) 9 (40.9) 

Blood and lymphatic system disorders    

  -Total 2 (9.1 ) 0 2 (9.1 ) 

  Anaemia 2 (9.1 ) 0 2 (9.1 ) 

Cardiac disorders    

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Tachycardia 1 (4.5 ) 1 (4.5 ) 0 

Gastrointestinal disorders    

  -Total 6 (27.3) 2 (9.1 ) 4 (18.2) 

  Constipation 4 (18.2) 2 (9.1 ) 2 (9.1 ) 

  Abdominal pain 3 (13.6) 1 (4.5 ) 2 (9.1 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Stomatitis 2 (9.1 ) 0 2 (9.1 ) 

  Vomiting 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Diarrhoea 1 (4.5 ) 0 1 (4.5 ) 

  Nausea 1 (4.5 ) 0 1 (4.5 ) 

General disorders and administration 
site conditions 

   

  -Total 7 (31.8) 2 (9.1 ) 5 (22.7) 

  Pyrexia 7 (31.8) 2 (9.1 ) 5 (22.7) 

Immune system disorders    

  -Total 3 (13.6) 1 (4.5 ) 2 (9.1 ) 

  Hypogammaglobulinaemia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Cytokine release syndrome 1 (4.5 ) 0 1 (4.5 ) 

Infections and infestations    

  -Total 9 (40.9) 4 (18.2) 5 (22.7) 

  Nasopharyngitis 4 (18.2) 3 (13.6) 1 (4.5 ) 

  Upper respiratory tract infection 4 (18.2) 1 (4.5 ) 3 (13.6) 

  Rhinitis 3 (13.6) 2 (9.1 ) 1 (4.5 ) 

Investigations    

  -Total 2 (9.1 ) 2 (9.1 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Platelet count decreased 1 (4.5 ) 1 (4.5 ) 0 

  White blood cell count decreased 1 (4.5 ) 1 (4.5 ) 0 

Metabolism and nutrition disorders    

  -Total 3 (13.6) 1 (4.5 ) 2 (9.1 ) 

  Hypomagnesaemia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Decreased appetite 1 (4.5 ) 1 (4.5 ) 0 

  Hypokalaemia 1 (4.5 ) 0 1 (4.5 ) 

  Hypophosphataemia 1 (4.5 ) 0 1 (4.5 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 3 (13.6) 0 3 (13.6) 

  Pain in extremity 3 (13.6) 0 3 (13.6) 

  Arthralgia 2 (9.1 ) 0 2 (9.1 ) 

Nervous system disorders    

  -Total 4 (18.2) 3 (13.6) 1 (4.5 ) 

  Headache 4 (18.2) 3 (13.6) 1 (4.5 ) 

Psychiatric disorders    

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Anxiety 1 (4.5 ) 1 (4.5 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (13.6) 2 (9.1 ) 1 (4.5 ) 

  Epistaxis 3 (13.6) 2 (9.1 ) 1 (4.5 ) 

  Cough 2 (9.1 ) 2 (9.1 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 3 (13.6) 2 (9.1 ) 1 (4.5 ) 

  Pruritus 2 (9.1 ) 2 (9.1 ) 0 

  Rash 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Petechiae 1 (4.5 ) 1 (4.5 ) 0 

Vascular disorders    

  -Total 1 (4.5 ) 0 1 (4.5 ) 

  Hypertension 1 (4.5 ) 0 1 (4.5 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189b 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Gender: Male 

 
All patients 

N=10 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t189_gd_b2001x.sas@@/main/5 25JUN21:18:30                                        Final 

 
  



  

  

7424 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189b 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Gender: Female 

 
All patients 

N=10 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

1 (10.0) 1 (10.0) 0 

Infections and infestations    

  -Total 1 (10.0) 1 (10.0) 0 

  Rhinitis 1 (10.0) 1 (10.0) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t189_gd_b2001x.sas@@/main/5 25JUN21:18:30                                        Final 



  

  

7425 

 
  



  

  

7426 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189b 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

41 (100) 5 (12.2) 36 (87.8) 

Blood and lymphatic system disorders    

  -Total 8 (19.5) 2 (4.9 ) 6 (14.6) 

  Anaemia 8 (19.5) 2 (4.9 ) 6 (14.6) 

Cardiac disorders    

  -Total 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 

  Tachycardia 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 

Gastrointestinal disorders    

  -Total 23 (56.1) 10 (24.4) 13 (31.7) 

  Nausea 11 (26.8) 3 (7.3 ) 8 (19.5) 

  Diarrhoea 10 (24.4) 6 (14.6) 4 (9.8 ) 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Vomiting 7 (17.1) 4 (9.8 ) 3 (7.3 ) 

  Abdominal pain 5 (12.2) 4 (9.8 ) 1 (2.4 ) 

  Constipation 3 (7.3 ) 3 (7.3 ) 0 

General disorders and administration 
site conditions 

   

  -Total 20 (48.8) 8 (19.5) 12 (29.3) 

  Pyrexia 18 (43.9) 8 (19.5) 10 (24.4) 

  Fatigue 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 

Immune system disorders    

  -Total 26 (63.4) 7 (17.1) 19 (46.3) 

  Cytokine release syndrome 25 (61.0) 10 (24.4) 15 (36.6) 

  Hypogammaglobulinaemia 10 (24.4) 2 (4.9 ) 8 (19.5) 

Infections and infestations    

  -Total 9 (22.0) 8 (19.5) 1 (2.4 ) 

  Nasopharyngitis 5 (12.2) 5 (12.2) 0 

  Rhinitis 2 (4.9 ) 2 (4.9 ) 0 

  Upper respiratory tract infection 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

Investigations    

  -Total 7 (17.1) 1 (2.4 ) 6 (14.6) 
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Platelet count decreased 6 (14.6) 2 (4.9 ) 4 (9.8 ) 

  White blood cell count decreased 5 (12.2) 1 (2.4 ) 4 (9.8 ) 

Metabolism and nutrition disorders    

  -Total 17 (41.5) 11 (26.8) 6 (14.6) 

  Hypokalaemia 8 (19.5) 6 (14.6) 2 (4.9 ) 

  Hypoalbuminaemia 6 (14.6) 3 (7.3 ) 3 (7.3 ) 

  Decreased appetite 5 (12.2) 5 (12.2) 0 

  Hypomagnesaemia 5 (12.2) 5 (12.2) 0 

  Hypophosphataemia 5 (12.2) 4 (9.8 ) 1 (2.4 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 9 (22.0) 3 (7.3 ) 6 (14.6) 

  Arthralgia 5 (12.2) 1 (2.4 ) 4 (9.8 ) 

  Pain in extremity 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 

  Myalgia 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 

Nervous system disorders    

  -Total 7 (17.1) 3 (7.3 ) 4 (9.8 ) 

  Headache 7 (17.1) 3 (7.3 ) 4 (9.8 ) 

Psychiatric disorders    
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Timing: Any time post CTL019 infusion, Gender: Male 

 
All patients 

N=41 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 3 (7.3 ) 2 (4.9 ) 1 (2.4 ) 

  Insomnia 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

  Anxiety 1 (2.4 ) 1 (2.4 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 13 (31.7) 8 (19.5) 5 (12.2) 

  Cough 9 (22.0) 7 (17.1) 2 (4.9 ) 

  Epistaxis 4 (9.8 ) 3 (7.3 ) 1 (2.4 ) 

  Hypoxia 2 (4.9 ) 0 2 (4.9 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 11 (26.8) 9 (22.0) 2 (4.9 ) 

  Petechiae 5 (12.2) 4 (9.8 ) 1 (2.4 ) 

  Pruritus 5 (12.2) 4 (9.8 ) 1 (2.4 ) 

  Rash 4 (9.8 ) 4 (9.8 ) 0 

Vascular disorders    

  -Total 4 (9.8 ) 2 (4.9 ) 2 (4.9 ) 

  Hypertension 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 

  Hypotension 2 (4.9 ) 1 (2.4 ) 1 (2.4 ) 
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- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189b 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Gender 

Safety Set 

 

Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

26 (92.9) 5 (17.9) 21 (75.0) 

Blood and lymphatic system disorders    

  -Total 4 (14.3) 2 (7.1 ) 2 (7.1 ) 

  Anaemia 4 (14.3) 2 (7.1 ) 2 (7.1 ) 

Cardiac disorders    

  -Total 5 (17.9) 5 (17.9) 0 

  Tachycardia 5 (17.9) 5 (17.9) 0 

Gastrointestinal disorders    

  -Total 13 (46.4) 7 (25.0) 6 (21.4) 

  Diarrhoea 6 (21.4) 5 (17.9) 1 (3.6 ) 

  Vomiting 6 (21.4) 4 (14.3) 2 (7.1 ) 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Constipation 4 (14.3) 2 (7.1 ) 2 (7.1 ) 

  Nausea 4 (14.3) 1 (3.6 ) 3 (10.7) 

  Abdominal pain 3 (10.7) 0 3 (10.7) 

  Stomatitis 3 (10.7) 0 3 (10.7) 

General disorders and administration 
site conditions 

   

  -Total 15 (53.6) 6 (21.4) 9 (32.1) 

  Pyrexia 14 (50.0) 7 (25.0) 7 (25.0) 

  Fatigue 3 (10.7) 1 (3.6 ) 2 (7.1 ) 

Immune system disorders    

  -Total 20 (71.4) 7 (25.0) 13 (46.4) 

  Cytokine release syndrome 15 (53.6) 5 (17.9) 10 (35.7) 

  Hypogammaglobulinaemia 9 (32.1) 4 (14.3) 5 (17.9) 

Infections and infestations    

  -Total 10 (35.7) 4 (14.3) 6 (21.4) 

  Upper respiratory tract infection 5 (17.9) 1 (3.6 ) 4 (14.3) 

  Nasopharyngitis 4 (14.3) 3 (10.7) 1 (3.6 ) 

  Rhinitis 3 (10.7) 2 (7.1 ) 1 (3.6 ) 

Investigations    
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 

  Platelet count decreased 1 (3.6 ) 0 1 (3.6 ) 

  White blood cell count decreased 1 (3.6 ) 1 (3.6 ) 0 

Metabolism and nutrition disorders    

  -Total 7 (25.0) 2 (7.1 ) 5 (17.9) 

  Hypokalaemia 5 (17.9) 1 (3.6 ) 4 (14.3) 

  Hypophosphataemia 4 (14.3) 2 (7.1 ) 2 (7.1 ) 

  Decreased appetite 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 

  Hypomagnesaemia 2 (7.1 ) 1 (3.6 ) 1 (3.6 ) 

  Hypoalbuminaemia 1 (3.6 ) 0 1 (3.6 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 7 (25.0) 4 (14.3) 3 (10.7) 

  Arthralgia 3 (10.7) 1 (3.6 ) 2 (7.1 ) 

  Myalgia 3 (10.7) 3 (10.7) 0 

  Pain in extremity 3 (10.7) 0 3 (10.7) 

Nervous system disorders    

  -Total 8 (28.6) 5 (17.9) 3 (10.7) 

  Headache 8 (28.6) 5 (17.9) 3 (10.7) 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Psychiatric disorders    

  -Total 4 (14.3) 2 (7.1 ) 2 (7.1 ) 

  Anxiety 3 (10.7) 1 (3.6 ) 2 (7.1 ) 

  Insomnia 3 (10.7) 1 (3.6 ) 2 (7.1 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 8 (28.6) 4 (14.3) 4 (14.3) 

  Cough 5 (17.9) 3 (10.7) 2 (7.1 ) 

  Epistaxis 4 (14.3) 3 (10.7) 1 (3.6 ) 

  Hypoxia 3 (10.7) 1 (3.6 ) 2 (7.1 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 7 (25.0) 5 (17.9) 2 (7.1 ) 

  Rash 5 (17.9) 3 (10.7) 2 (7.1 ) 

  Pruritus 3 (10.7) 3 (10.7) 0 

  Petechiae 1 (3.6 ) 1 (3.6 ) 0 

Vascular disorders    

  -Total 6 (21.4) 5 (17.9) 1 (3.6 ) 

  Hypertension 3 (10.7) 2 (7.1 ) 1 (3.6 ) 
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Timing: Any time post CTL019 infusion, Gender: Female 

 
All patients 

N=28 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypotension 3 (10.7) 3 (10.7) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189c 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: within 8 weeks post infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 1 (100) 

Gastrointestinal disorders    

  -Total 1 (100) 0 1 (100) 

  Dyspepsia 1 (100) 1 (100) 0 

  Vomiting 1 (100) 0 1 (100) 

Infections and infestations    

  -Total 1 (100) 0 1 (100) 

  Paronychia 1 (100) 0 1 (100) 

Investigations    

  -Total 1 (100) 0 1 (100) 

  Immunoglobulins decreased 1 (100) 0 1 (100) 

Metabolism and nutrition disorders    
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Timing: within 8 weeks post infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 1 (100) 0 1 (100) 

  Hypokalaemia 1 (100) 0 1 (100) 

  Hyponatraemia 1 (100) 0 1 (100) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (100) 1 (100) 0 

  Rash 1 (100) 1 (100) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189c 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

66 (97.1) 13 (19.1) 53 (77.9) 

Blood and lymphatic system disorders    

  -Total 10 (14.7) 5 (7.4 ) 5 (7.4 ) 

  Anaemia 10 (14.7) 5 (7.4 ) 5 (7.4 ) 

Cardiac disorders    

  -Total 8 (11.8) 6 (8.8 ) 2 (2.9 ) 

  Tachycardia 8 (11.8) 6 (8.8 ) 2 (2.9 ) 

Gastrointestinal disorders    

  -Total 28 (41.2) 15 (22.1) 13 (19.1) 

  Diarrhoea 14 (20.6) 12 (17.6) 2 (2.9 ) 

  Nausea 10 (14.7) 1 (1.5 ) 9 (13.2) 

  Vomiting 9 (13.2) 7 (10.3) 2 (2.9 ) 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Abdominal pain 6 (8.8 ) 4 (5.9 ) 2 (2.9 ) 

  Constipation 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 

General disorders and administration 
site conditions 

   

  -Total 27 (39.7) 13 (19.1) 14 (20.6) 

  Pyrexia 23 (33.8) 13 (19.1) 10 (14.7) 

  Fatigue 7 (10.3) 3 (4.4 ) 4 (5.9 ) 

Immune system disorders    

  -Total 44 (64.7) 15 (22.1) 29 (42.6) 

  Cytokine release syndrome 39 (57.4) 15 (22.1) 24 (35.3) 

  Hypogammaglobulinaemia 15 (22.1) 4 (5.9 ) 11 (16.2) 

Infections and infestations    

  -Total 3 (4.4 ) 1 (1.5 ) 2 (2.9 ) 

  Upper respiratory tract infection 2 (2.9 ) 0 2 (2.9 ) 

  Nasopharyngitis 1 (1.5 ) 1 (1.5 ) 0 

Investigations    

  -Total 5 (7.4 ) 1 (1.5 ) 4 (5.9 ) 

  Platelet count decreased 4 (5.9 ) 1 (1.5 ) 3 (4.4 ) 

  Immunoglobulins decreased 1 (1.5 ) 0 1 (1.5 ) 



  

  

7441 

Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Metabolism and nutrition disorders    

  -Total 21 (30.9) 12 (17.6) 9 (13.2) 

  Hypokalaemia 12 (17.6) 8 (11.8) 4 (5.9 ) 

  Hypophosphataemia 8 (11.8) 6 (8.8 ) 2 (2.9 ) 

  Hypoalbuminaemia 6 (8.8 ) 2 (2.9 ) 4 (5.9 ) 

  Decreased appetite 5 (7.4 ) 4 (5.9 ) 1 (1.5 ) 

  Hypomagnesaemia 3 (4.4 ) 3 (4.4 ) 0 

  Hyponatraemia 1 (1.5 ) 1 (1.5 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 7 (10.3) 3 (4.4 ) 4 (5.9 ) 

  Pain in extremity 4 (5.9 ) 2 (2.9 ) 2 (2.9 ) 

  Arthralgia 3 (4.4 ) 1 (1.5 ) 2 (2.9 ) 

Nervous system disorders    

  -Total 11 (16.2) 5 (7.4 ) 6 (8.8 ) 

  Headache 11 (16.2) 5 (7.4 ) 6 (8.8 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 9 (13.2) 6 (8.8 ) 3 (4.4 ) 
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Timing: within 8 weeks post infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Cough 6 (8.8 ) 4 (5.9 ) 2 (2.9 ) 

  Epistaxis 3 (4.4 ) 2 (2.9 ) 1 (1.5 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 12 (17.6) 10 (14.7) 2 (2.9 ) 

  Rash 7 (10.3) 6 (8.8 ) 1 (1.5 ) 

  Pruritus 6 (8.8 ) 5 (7.4 ) 1 (1.5 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189c 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189c 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

38 (64.4) 17 (28.8) 21 (35.6) 

Blood and lymphatic system disorders    

  -Total 5 (8.5 ) 1 (1.7 ) 4 (6.8 ) 

  Anaemia 5 (8.5 ) 1 (1.7 ) 4 (6.8 ) 

Cardiac disorders    

  -Total 2 (3.4 ) 2 (3.4 ) 0 

  Tachycardia 2 (3.4 ) 2 (3.4 ) 0 

Gastrointestinal disorders    

  -Total 15 (25.4) 8 (13.6) 7 (11.9) 

  Constipation 6 (10.2) 4 (6.8 ) 2 (3.4 ) 

  Nausea 6 (10.2) 3 (5.1 ) 3 (5.1 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Abdominal pain 5 (8.5 ) 3 (5.1 ) 2 (3.4 ) 

  Vomiting 5 (8.5 ) 3 (5.1 ) 2 (3.4 ) 

  Diarrhoea 4 (6.8 ) 1 (1.7 ) 3 (5.1 ) 

General disorders and administration 
site conditions 

   

  -Total 14 (23.7) 5 (8.5 ) 9 (15.3) 

  Pyrexia 13 (22.0) 4 (6.8 ) 9 (15.3) 

  Fatigue 1 (1.7 ) 1 (1.7 ) 0 

Immune system disorders    

  -Total 5 (8.5 ) 2 (3.4 ) 3 (5.1 ) 

  Hypogammaglobulinaemia 4 (6.8 ) 2 (3.4 ) 2 (3.4 ) 

  Cytokine release syndrome 1 (1.7 ) 0 1 (1.7 ) 

Infections and infestations    

  -Total 13 (22.0) 9 (15.3) 4 (6.8 ) 

  Nasopharyngitis 8 (13.6) 7 (11.9) 1 (1.7 ) 

  Upper respiratory tract infection 5 (8.5 ) 2 (3.4 ) 3 (5.1 ) 

  Paronychia 1 (1.7 ) 0 1 (1.7 ) 

Investigations    

  -Total 6 (10.2) 3 (5.1 ) 3 (5.1 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Platelet count decreased 6 (10.2) 3 (5.1 ) 3 (5.1 ) 

Metabolism and nutrition disorders    

  -Total 7 (11.9) 5 (8.5 ) 2 (3.4 ) 

  Hypomagnesaemia 4 (6.8 ) 3 (5.1 ) 1 (1.7 ) 

  Decreased appetite 2 (3.4 ) 2 (3.4 ) 0 

  Hypokalaemia 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 

  Hypophosphataemia 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 

  Hypoalbuminaemia 1 (1.7 ) 1 (1.7 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 8 (13.6) 3 (5.1 ) 5 (8.5 ) 

  Arthralgia 6 (10.2) 2 (3.4 ) 4 (6.8 ) 

  Pain in extremity 4 (6.8 ) 1 (1.7 ) 3 (5.1 ) 

Nervous system disorders    

  -Total 5 (8.5 ) 4 (6.8 ) 1 (1.7 ) 

  Headache 5 (8.5 ) 4 (6.8 ) 1 (1.7 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 12 (20.3) 9 (15.3) 3 (5.1 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=59 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Cough 10 (16.9) 8 (13.6) 2 (3.4 ) 

  Epistaxis 5 (8.5 ) 4 (6.8 ) 1 (1.7 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 3 (5.1 ) 2 (3.4 ) 1 (1.7 ) 

  Pruritus 2 (3.4 ) 2 (3.4 ) 0 

  Rash 2 (3.4 ) 1 (1.7 ) 1 (1.7 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189c 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189c 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=20 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189c 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 1 (100) 

Gastrointestinal disorders    

  -Total 1 (100) 0 1 (100) 

  Dyspepsia 1 (100) 1 (100) 0 

  Vomiting 1 (100) 0 1 (100) 

Infections and infestations    

  -Total 1 (100) 0 1 (100) 

  Paronychia 1 (100) 0 1 (100) 

Investigations    

  -Total 1 (100) 0 1 (100) 

  Immunoglobulins decreased 1 (100) 0 1 (100) 
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Timing: Any time post CTL019 infusion, Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Metabolism and nutrition disorders    

  -Total 1 (100) 0 1 (100) 

  Hypokalaemia 1 (100) 0 1 (100) 

  Hyponatraemia 1 (100) 0 1 (100) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (100) 1 (100) 0 

  Rash 1 (100) 1 (100) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189c 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Response status at study entry 

Safety Set 

 

Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

66 (97.1) 10 (14.7) 56 (82.4) 

Blood and lymphatic system disorders    

  -Total 12 (17.6) 4 (5.9 ) 8 (11.8) 

  Anaemia 12 (17.6) 4 (5.9 ) 8 (11.8) 

Cardiac disorders    

  -Total 9 (13.2) 7 (10.3) 2 (2.9 ) 

  Tachycardia 9 (13.2) 7 (10.3) 2 (2.9 ) 

Gastrointestinal disorders    

  -Total 35 (51.5) 18 (26.5) 17 (25.0) 

  Diarrhoea 16 (23.5) 11 (16.2) 5 (7.4 ) 

  Nausea 15 (22.1) 4 (5.9 ) 11 (16.2) 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Vomiting 12 (17.6) 8 (11.8) 4 (5.9 ) 

  Abdominal pain 8 (11.8) 4 (5.9 ) 4 (5.9 ) 

  Constipation 7 (10.3) 5 (7.4 ) 2 (2.9 ) 

General disorders and administration 
site conditions 

   

  -Total 35 (51.5) 14 (20.6) 21 (30.9) 

  Pyrexia 32 (47.1) 15 (22.1) 17 (25.0) 

  Fatigue 7 (10.3) 3 (4.4 ) 4 (5.9 ) 

Immune system disorders    

  -Total 46 (67.6) 14 (20.6) 32 (47.1) 

  Cytokine release syndrome 40 (58.8) 15 (22.1) 25 (36.8) 

  Hypogammaglobulinaemia 19 (27.9) 6 (8.8 ) 13 (19.1) 

Infections and infestations    

  -Total 16 (23.5) 10 (14.7) 6 (8.8 ) 

  Nasopharyngitis 9 (13.2) 8 (11.8) 1 (1.5 ) 

  Upper respiratory tract infection 7 (10.3) 2 (2.9 ) 5 (7.4 ) 

  Paronychia 1 (1.5 ) 0 1 (1.5 ) 

Investigations    

  -Total 8 (11.8) 2 (2.9 ) 6 (8.8 ) 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Platelet count decreased 7 (10.3) 2 (2.9 ) 5 (7.4 ) 

  Immunoglobulins decreased 1 (1.5 ) 0 1 (1.5 ) 

Metabolism and nutrition disorders    

  -Total 23 (33.8) 13 (19.1) 10 (14.7) 

  Hypokalaemia 12 (17.6) 7 (10.3) 5 (7.4 ) 

  Hypophosphataemia 9 (13.2) 6 (8.8 ) 3 (4.4 ) 

  Decreased appetite 7 (10.3) 6 (8.8 ) 1 (1.5 ) 

  Hypoalbuminaemia 7 (10.3) 3 (4.4 ) 4 (5.9 ) 

  Hypomagnesaemia 7 (10.3) 6 (8.8 ) 1 (1.5 ) 

  Hyponatraemia 1 (1.5 ) 1 (1.5 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 11 (16.2) 3 (4.4 ) 8 (11.8) 

  Arthralgia 8 (11.8) 2 (2.9 ) 6 (8.8 ) 

  Pain in extremity 7 (10.3) 3 (4.4 ) 4 (5.9 ) 

Nervous system disorders    

  -Total 15 (22.1) 8 (11.8) 7 (10.3) 

  Headache 15 (22.1) 8 (11.8) 7 (10.3) 
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Timing: Any time post CTL019 infusion, Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 18 (26.5) 12 (17.6) 6 (8.8 ) 

  Cough 14 (20.6) 10 (14.7) 4 (5.9 ) 

  Epistaxis 8 (11.8) 6 (8.8 ) 2 (2.9 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 14 (20.6) 11 (16.2) 3 (4.4 ) 

  Pruritus 8 (11.8) 7 (10.3) 1 (1.5 ) 

  Rash 8 (11.8) 6 (8.8 ) 2 (2.9 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189d 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

46 (95.8) 13 (27.1) 33 (68.8) 

Blood and lymphatic system disorders    

  -Total 5 (10.4) 4 (8.3 ) 1 (2.1 ) 

  Anaemia 5 (10.4) 4 (8.3 ) 1 (2.1 ) 

Cardiac disorders    

  -Total 5 (10.4) 3 (6.3 ) 2 (4.2 ) 

  Tachycardia 5 (10.4) 3 (6.3 ) 2 (4.2 ) 

Eye disorders    

  -Total 1 (2.1 ) 1 (2.1 ) 0 

  Dry eye 1 (2.1 ) 1 (2.1 ) 0 

Gastrointestinal disorders    

  -Total 19 (39.6) 9 (18.8) 10 (20.8) 
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Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Diarrhoea 8 (16.7) 6 (12.5) 2 (4.2 ) 

  Nausea 6 (12.5) 1 (2.1 ) 5 (10.4) 

  Vomiting 6 (12.5) 4 (8.3 ) 2 (4.2 ) 

  Abdominal pain upper 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

  Abdominal pain 1 (2.1 ) 0 1 (2.1 ) 

  Constipation 1 (2.1 ) 1 (2.1 ) 0 

General disorders and administration 
site conditions 

   

  -Total 20 (41.7) 12 (25.0) 8 (16.7) 

  Pyrexia 16 (33.3) 11 (22.9) 5 (10.4) 

  Fatigue 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 

  Pain 2 (4.2 ) 0 2 (4.2 ) 

  Oedema peripheral 1 (2.1 ) 1 (2.1 ) 0 

Immune system disorders    

  -Total 33 (68.8) 8 (16.7) 25 (52.1) 

  Cytokine release syndrome 27 (56.3) 8 (16.7) 19 (39.6) 

  Hypogammaglobulinaemia 15 (31.3) 4 (8.3 ) 11 (22.9) 

  Drug hypersensitivity 1 (2.1 ) 0 1 (2.1 ) 

Infections and infestations    



  

  

7458 

Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 3 (6.3 ) 0 3 (6.3 ) 

  Upper respiratory tract infection 2 (4.2 ) 0 2 (4.2 ) 

  Paronychia 1 (2.1 ) 0 1 (2.1 ) 

Investigations    

  -Total 6 (12.5) 1 (2.1 ) 5 (10.4) 

  Platelet count decreased 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 

  Aspartate aminotransferase 
increased 

2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

  White blood cell count decreased 2 (4.2 ) 0 2 (4.2 ) 

  Alanine aminotransferase increased 1 (2.1 ) 1 (2.1 ) 0 

  Blood creatinine increased 1 (2.1 ) 0 1 (2.1 ) 

  Blood fibrinogen decreased 1 (2.1 ) 0 1 (2.1 ) 

  Neutrophil count decreased 1 (2.1 ) 1 (2.1 ) 0 

Metabolism and nutrition disorders    

  -Total 12 (25.0) 8 (16.7) 4 (8.3 ) 

  Hypokalaemia 5 (10.4) 3 (6.3 ) 2 (4.2 ) 

  Decreased appetite 4 (8.3 ) 4 (8.3 ) 0 

  Hypoalbuminaemia 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 

  Hypophosphataemia 3 (6.3 ) 3 (6.3 ) 0 



  

  

7459 

Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypomagnesaemia 2 (4.2 ) 2 (4.2 ) 0 

  Hypocalcaemia 1 (2.1 ) 0 1 (2.1 ) 

  Hyponatraemia 1 (2.1 ) 0 1 (2.1 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 9 (18.8) 5 (10.4) 4 (8.3 ) 

  Myalgia 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 

  Arthralgia 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 

  Back pain 1 (2.1 ) 1 (2.1 ) 0 

  Muscular weakness 1 (2.1 ) 1 (2.1 ) 0 

  Pain in extremity 1 (2.1 ) 0 1 (2.1 ) 

Nervous system disorders    

  -Total 7 (14.6) 3 (6.3 ) 4 (8.3 ) 

  Headache 5 (10.4) 2 (4.2 ) 3 (6.3 ) 

  Tremor 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

Psychiatric disorders    

  -Total 1 (2.1 ) 0 1 (2.1 ) 

  Anxiety 1 (2.1 ) 0 1 (2.1 ) 

  Insomnia 1 (2.1 ) 0 1 (2.1 ) 



  

  

7460 

Timing: within 8 weeks post infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 7 (14.6) 5 (10.4) 2 (4.2 ) 

  Oropharyngeal pain 3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 

  Cough 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

  Epistaxis 2 (4.2 ) 2 (4.2 ) 0 

  Hypoxia 1 (2.1 ) 1 (2.1 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 12 (25.0) 9 (18.8) 3 (6.3 ) 

  Rash 6 (12.5) 5 (10.4) 1 (2.1 ) 

  Erythema 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 

  Pruritus 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 

  Petechiae 1 (2.1 ) 1 (2.1 ) 0 

Vascular disorders    

  -Total 4 (8.3 ) 4 (8.3 ) 0 

  Hypertension 3 (6.3 ) 3 (6.3 ) 0 

  Hypotension 1 (2.1 ) 1 (2.1 ) 0 

 

 



  

  

7461 

- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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7462 

 



  

  

7463 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189d 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

18 (100) 0 18 (100) 

Blood and lymphatic system disorders    

  -Total 6 (33.3) 1 (5.6 ) 5 (27.8) 

  Anaemia 5 (27.8) 1 (5.6 ) 4 (22.2) 

  Thrombocytopenia 1 (5.6 ) 0 1 (5.6 ) 

Cardiac disorders    

  -Total 6 (33.3) 6 (33.3) 0 

  Sinus bradycardia 3 (16.7) 3 (16.7) 0 

  Sinus tachycardia 3 (16.7) 3 (16.7) 0 

  Tachycardia 3 (16.7) 3 (16.7) 0 

Gastrointestinal disorders    

  -Total 11 (61.1) 6 (33.3) 5 (27.8) 



  

  

7464 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Abdominal pain 5 (27.8) 4 (22.2) 1 (5.6 ) 

  Diarrhoea 5 (27.8) 5 (27.8) 0 

  Vomiting 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Nausea 3 (16.7) 0 3 (16.7) 

  Constipation 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Paraesthesia oral 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Abdominal distension 1 (5.6 ) 1 (5.6 ) 0 

  Abdominal pain upper 1 (5.6 ) 0 1 (5.6 ) 

  Gingival bleeding 1 (5.6 ) 0 1 (5.6 ) 

  Proctalgia 1 (5.6 ) 1 (5.6 ) 0 

General disorders and administration 
site conditions 

   

  -Total 10 (55.6) 2 (11.1) 8 (44.4) 

  Pyrexia 7 (38.9) 2 (11.1) 5 (27.8) 

  Face oedema 4 (22.2) 4 (22.2) 0 

  Fatigue 4 (22.2) 2 (11.1) 2 (11.1) 

  Oedema peripheral 3 (16.7) 3 (16.7) 0 

  Catheter site pain 2 (11.1) 2 (11.1) 0 

  Chills 1 (5.6 ) 0 1 (5.6 ) 



  

  

7465 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Localised oedema 1 (5.6 ) 1 (5.6 ) 0 

  Non-cardiac chest pain 1 (5.6 ) 1 (5.6 ) 0 

  Pain 1 (5.6 ) 1 (5.6 ) 0 

Immune system disorders    

  -Total 11 (61.1) 6 (33.3) 5 (27.8) 

  Cytokine release syndrome 10 (55.6) 6 (33.3) 4 (22.2) 

  Allergy to immunoglobulin therapy 3 (16.7) 2 (11.1) 1 (5.6 ) 

Infections and infestations    

  -Total 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Cellulitis 1 (5.6 ) 0 1 (5.6 ) 

  Nasopharyngitis 1 (5.6 ) 1 (5.6 ) 0 

  Rash pustular 1 (5.6 ) 1 (5.6 ) 0 

  Viral upper respiratory tract infection 1 (5.6 ) 0 1 (5.6 ) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Contusion 1 (5.6 ) 1 (5.6 ) 0 

  Fall 1 (5.6 ) 1 (5.6 ) 0 

Investigations    



  

  

7466 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 7 (38.9) 3 (16.7) 4 (22.2) 

  Aspartate aminotransferase 
increased 

2 (11.1) 2 (11.1) 0 

  Blood alkaline phosphatase 
increased 

2 (11.1) 2 (11.1) 0 

  Blood creatinine increased 2 (11.1) 2 (11.1) 0 

  Serum ferritin increased 2 (11.1) 2 (11.1) 0 

  Alanine aminotransferase increased 1 (5.6 ) 1 (5.6 ) 0 

  Blood fibrinogen decreased 1 (5.6 ) 0 1 (5.6 ) 

  Gamma-glutamyltransferase 
increased 

1 (5.6 ) 0 1 (5.6 ) 

  Platelet count decreased 1 (5.6 ) 0 1 (5.6 ) 

  White blood cell count decreased 1 (5.6 ) 0 1 (5.6 ) 

Metabolism and nutrition disorders    

  -Total 11 (61.1) 5 (27.8) 6 (33.3) 

  Hypokalaemia 7 (38.9) 5 (27.8) 2 (11.1) 

  Hypophosphataemia 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Hyperphosphataemia 2 (11.1) 2 (11.1) 0 

  Hyperuricaemia 2 (11.1) 2 (11.1) 0 

  Hypocalcaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 



  

  

7467 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Decreased appetite 1 (5.6 ) 0 1 (5.6 ) 

  Hypercalcaemia 1 (5.6 ) 1 (5.6 ) 0 

  Hyperglycaemia 1 (5.6 ) 1 (5.6 ) 0 

  Hyperkalaemia 1 (5.6 ) 0 1 (5.6 ) 

  Hypoalbuminaemia 1 (5.6 ) 1 (5.6 ) 0 

  Hypomagnesaemia 1 (5.6 ) 1 (5.6 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Pain in extremity 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Muscular weakness 1 (5.6 ) 0 1 (5.6 ) 

  Myalgia 1 (5.6 ) 1 (5.6 ) 0 

Nervous system disorders    

  -Total 7 (38.9) 3 (16.7) 4 (22.2) 

  Headache 6 (33.3) 3 (16.7) 3 (16.7) 

  Tremor 2 (11.1) 2 (11.1) 0 

  Dizziness 1 (5.6 ) 1 (5.6 ) 0 

  Lethargy 1 (5.6 ) 0 1 (5.6 ) 

Psychiatric disorders    



  

  

7468 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 7 (38.9) 2 (11.1) 5 (27.8) 

  Agitation 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Anxiety 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Insomnia 2 (11.1) 0 2 (11.1) 

  Confusional state 1 (5.6 ) 0 1 (5.6 ) 

Renal and urinary disorders    

  -Total 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Acute kidney injury 2 (11.1) 0 2 (11.1) 

  Haematuria 2 (11.1) 2 (11.1) 0 

  Proteinuria 1 (5.6 ) 1 (5.6 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 7 (38.9) 3 (16.7) 4 (22.2) 

  Cough 3 (16.7) 3 (16.7) 0 

  Hypoxia 3 (16.7) 0 3 (16.7) 

  Tachypnoea 3 (16.7) 3 (16.7) 0 

  Rhinorrhoea 2 (11.1) 2 (11.1) 0 

  Dyspnoea 1 (5.6 ) 1 (5.6 ) 0 

  Epistaxis 1 (5.6 ) 0 1 (5.6 ) 



  

  

7469 

Timing: within 8 weeks post infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 8 (44.4) 6 (33.3) 2 (11.1) 

  Dry skin 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Petechiae 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Pruritus 2 (11.1) 2 (11.1) 0 

  Rash 2 (11.1) 2 (11.1) 0 

  Urticaria 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Erythema 1 (5.6 ) 1 (5.6 ) 0 

Vascular disorders    

  -Total 5 (27.8) 3 (16.7) 2 (11.1) 

  Hypotension 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Pallor 1 (5.6 ) 0 1 (5.6 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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7471 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189d 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: within 8 weeks post infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

3 (100) 0 3 (100) 

Blood and lymphatic system disorders    

  -Total 2 (66.7) 0 2 (66.7) 

  Disseminated intravascular 
coagulation 

2 (66.7) 0 2 (66.7) 

Eye disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Dry eye 1 (33.3) 1 (33.3) 0 

  Ocular hypertension 1 (33.3) 0 1 (33.3) 

Gastrointestinal disorders    

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 



  

  

7472 

Timing: within 8 weeks post infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Diarrhoea 1 (33.3) 1 (33.3) 0 

  Nausea 1 (33.3) 0 1 (33.3) 

  Stomatitis 1 (33.3) 0 1 (33.3) 

Immune system disorders    

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 

  Cytokine release syndrome 2 (66.7) 1 (33.3) 1 (33.3) 

Infections and infestations    

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 

  Bronchopulmonary aspergillosis 1 (33.3) 0 1 (33.3) 

  Parotitis 1 (33.3) 1 (33.3) 0 

Investigations    

  -Total 1 (33.3) 0 1 (33.3) 

  Blood creatine phosphokinase 
increased 

1 (33.3) 0 1 (33.3) 

  Blood fibrinogen decreased 1 (33.3) 0 1 (33.3) 

Metabolism and nutrition disorders    

  -Total 2 (66.7) 0 2 (66.7) 

  Hypoalbuminaemia 2 (66.7) 0 2 (66.7) 

  Hypocalcaemia 1 (33.3) 0 1 (33.3) 



  

  

7473 

Timing: within 8 weeks post infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypokalaemia 1 (33.3) 0 1 (33.3) 

  Hyponatraemia 1 (33.3) 1 (33.3) 0 

  Hypophosphataemia 1 (33.3) 0 1 (33.3) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Myalgia 1 (33.3) 1 (33.3) 0 

Psychiatric disorders    

  -Total 1 (33.3) 1 (33.3) 0 

  Insomnia 1 (33.3) 1 (33.3) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (33.3) 0 1 (33.3) 

  Cough 1 (33.3) 0 1 (33.3) 

  Hypoxia 1 (33.3) 0 1 (33.3) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Skin exfoliation 1 (33.3) 1 (33.3) 0 

Vascular disorders    



  

  

7474 

Timing: within 8 weeks post infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 1 (33.3) 0 1 (33.3) 

  Hypertension 1 (33.3) 0 1 (33.3) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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7475 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189d 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

25 (58.1) 13 (30.2) 12 (27.9) 

Blood and lymphatic system disorders    

  -Total 4 (9.3 ) 2 (4.7 ) 2 (4.7 ) 

  Anaemia 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 

  Thrombocytopenia 2 (4.7 ) 1 (2.3 ) 1 (2.3 ) 

Gastrointestinal disorders    

  -Total 7 (16.3) 4 (9.3 ) 3 (7.0 ) 

  Nausea 4 (9.3 ) 2 (4.7 ) 2 (4.7 ) 

  Vomiting 2 (4.7 ) 2 (4.7 ) 0 

  Abdominal pain 1 (2.3 ) 1 (2.3 ) 0 

  Constipation 1 (2.3 ) 1 (2.3 ) 0 



  

  

7476 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Diarrhoea 1 (2.3 ) 0 1 (2.3 ) 

General disorders and administration 
site conditions 

   

  -Total 6 (14.0) 1 (2.3 ) 5 (11.6) 

  Pyrexia 6 (14.0) 1 (2.3 ) 5 (11.6) 

  Chills 1 (2.3 ) 0 1 (2.3 ) 

Immune system disorders    

  -Total 3 (7.0 ) 2 (4.7 ) 1 (2.3 ) 

  Hypogammaglobulinaemia 3 (7.0 ) 2 (4.7 ) 1 (2.3 ) 

Infections and infestations    

  -Total 10 (23.3) 8 (18.6) 2 (4.7 ) 

  Nasopharyngitis 7 (16.3) 6 (14.0) 1 (2.3 ) 

  Rhinitis 3 (7.0 ) 2 (4.7 ) 1 (2.3 ) 

  Upper respiratory tract infection 1 (2.3 ) 1 (2.3 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (2.3 ) 1 (2.3 ) 0 

  Contusion 1 (2.3 ) 1 (2.3 ) 0 

Investigations    



  

  

7477 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 4 (9.3 ) 4 (9.3 ) 0 

  Platelet count decreased 3 (7.0 ) 3 (7.0 ) 0 

  Alanine aminotransferase increased 2 (4.7 ) 2 (4.7 ) 0 

  Aspartate aminotransferase 
increased 

2 (4.7 ) 2 (4.7 ) 0 

  White blood cell count decreased 2 (4.7 ) 2 (4.7 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (4.7 ) 2 (4.7 ) 0 

  Arthralgia 1 (2.3 ) 1 (2.3 ) 0 

  Back pain 1 (2.3 ) 1 (2.3 ) 0 

Nervous system disorders    

  -Total 1 (2.3 ) 1 (2.3 ) 0 

  Headache 1 (2.3 ) 1 (2.3 ) 0 

Psychiatric disorders    

  -Total 1 (2.3 ) 1 (2.3 ) 0 

  Insomnia 1 (2.3 ) 1 (2.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 5 (11.6) 3 (7.0 ) 2 (4.7 ) 



  

  

7478 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Europe 

 
All patients 

N=43 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Cough 4 (9.3 ) 3 (7.0 ) 1 (2.3 ) 

  Dyspnoea 1 (2.3 ) 0 1 (2.3 ) 

  Oropharyngeal pain 1 (2.3 ) 0 1 (2.3 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189d 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

14 (93.3) 3 (20.0) 11 (73.3) 

Blood and lymphatic system disorders    

  -Total 4 (26.7) 0 4 (26.7) 

  Anaemia 3 (20.0) 0 3 (20.0) 

  Thrombocytopenia 1 (6.7 ) 0 1 (6.7 ) 

Cardiac disorders    

  -Total 3 (20.0) 3 (20.0) 0 

  Sinus tachycardia 2 (13.3) 2 (13.3) 0 

  Tachycardia 2 (13.3) 2 (13.3) 0 

  Sinus bradycardia 1 (6.7 ) 1 (6.7 ) 0 

Eye disorders    



  

  

7480 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 2 (13.3) 1 (6.7 ) 1 (6.7 ) 

  Eye pain 2 (13.3) 1 (6.7 ) 1 (6.7 ) 

Gastrointestinal disorders    

  -Total 9 (60.0) 5 (33.3) 4 (26.7) 

  Constipation 5 (33.3) 3 (20.0) 2 (13.3) 

  Abdominal pain 4 (26.7) 2 (13.3) 2 (13.3) 

  Diarrhoea 3 (20.0) 1 (6.7 ) 2 (13.3) 

  Vomiting 3 (20.0) 1 (6.7 ) 2 (13.3) 

  Abdominal distension 2 (13.3) 1 (6.7 ) 1 (6.7 ) 

  Nausea 2 (13.3) 1 (6.7 ) 1 (6.7 ) 

  Abdominal pain upper 1 (6.7 ) 1 (6.7 ) 0 

  Gingival bleeding 1 (6.7 ) 1 (6.7 ) 0 

  Proctalgia 1 (6.7 ) 0 1 (6.7 ) 

  Stomatitis 1 (6.7 ) 0 1 (6.7 ) 

General disorders and administration 
site conditions 

   

  -Total 10 (66.7) 5 (33.3) 5 (33.3) 

  Pyrexia 6 (40.0) 2 (13.3) 4 (26.7) 

  Chills 2 (13.3) 1 (6.7 ) 1 (6.7 ) 



  

  

7481 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Gait disturbance 2 (13.3) 2 (13.3) 0 

  Face oedema 1 (6.7 ) 1 (6.7 ) 0 

  Fatigue 1 (6.7 ) 1 (6.7 ) 0 

  Localised oedema 1 (6.7 ) 1 (6.7 ) 0 

  Non-cardiac chest pain 1 (6.7 ) 0 1 (6.7 ) 

  Oedema peripheral 1 (6.7 ) 0 1 (6.7 ) 

  Pain 1 (6.7 ) 1 (6.7 ) 0 

Immune system disorders    

  -Total 6 (40.0) 2 (13.3) 4 (26.7) 

  Allergy to immunoglobulin therapy 2 (13.3) 1 (6.7 ) 1 (6.7 ) 

  Drug hypersensitivity 2 (13.3) 1 (6.7 ) 1 (6.7 ) 

  Cytokine release syndrome 1 (6.7 ) 0 1 (6.7 ) 

  Hypogammaglobulinaemia 1 (6.7 ) 0 1 (6.7 ) 

Infections and infestations    

  -Total 6 (40.0) 2 (13.3) 4 (26.7) 

  Rash pustular 3 (20.0) 3 (20.0) 0 

  Enterovirus infection 2 (13.3) 1 (6.7 ) 1 (6.7 ) 

  Upper respiratory tract infection 2 (13.3) 1 (6.7 ) 1 (6.7 ) 

  Cellulitis 1 (6.7 ) 0 1 (6.7 ) 



  

  

7482 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Nasopharyngitis 1 (6.7 ) 1 (6.7 ) 0 

  Rhinitis 1 (6.7 ) 1 (6.7 ) 0 

  Viral upper respiratory tract infection 1 (6.7 ) 0 1 (6.7 ) 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (13.3) 1 (6.7 ) 1 (6.7 ) 

  Contusion 1 (6.7 ) 1 (6.7 ) 0 

  Fall 1 (6.7 ) 0 1 (6.7 ) 

Investigations    

  -Total 6 (40.0) 1 (6.7 ) 5 (33.3) 

  Neutrophil count decreased 3 (20.0) 0 3 (20.0) 

  Platelet count decreased 3 (20.0) 0 3 (20.0) 

  Alanine aminotransferase increased 2 (13.3) 1 (6.7 ) 1 (6.7 ) 

  Aspartate aminotransferase 
increased 

2 (13.3) 2 (13.3) 0 

  Blood alkaline phosphatase 
increased 

1 (6.7 ) 1 (6.7 ) 0 

  Gamma-glutamyltransferase 
increased 

1 (6.7 ) 0 1 (6.7 ) 

  White blood cell count decreased 1 (6.7 ) 0 1 (6.7 ) 



  

  

7483 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Metabolism and nutrition disorders    

  -Total 8 (53.3) 5 (33.3) 3 (20.0) 

  Hypomagnesaemia 4 (26.7) 3 (20.0) 1 (6.7 ) 

  Decreased appetite 2 (13.3) 2 (13.3) 0 

  Hyperkalaemia 2 (13.3) 2 (13.3) 0 

  Hyperuricaemia 2 (13.3) 2 (13.3) 0 

  Hypokalaemia 2 (13.3) 1 (6.7 ) 1 (6.7 ) 

  Hypophosphataemia 2 (13.3) 1 (6.7 ) 1 (6.7 ) 

  Hypercalcaemia 1 (6.7 ) 1 (6.7 ) 0 

  Hyperglycaemia 1 (6.7 ) 1 (6.7 ) 0 

  Hypoalbuminaemia 1 (6.7 ) 1 (6.7 ) 0 

  Hypocalcaemia 1 (6.7 ) 0 1 (6.7 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 8 (53.3) 2 (13.3) 6 (40.0) 

  Arthralgia 5 (33.3) 1 (6.7 ) 4 (26.7) 

  Back pain 4 (26.7) 2 (13.3) 2 (13.3) 

  Pain in extremity 4 (26.7) 1 (6.7 ) 3 (20.0) 

  Neck pain 2 (13.3) 1 (6.7 ) 1 (6.7 ) 



  

  

7484 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Muscular weakness 1 (6.7 ) 1 (6.7 ) 0 

Nervous system disorders    

  -Total 4 (26.7) 3 (20.0) 1 (6.7 ) 

  Headache 3 (20.0) 2 (13.3) 1 (6.7 ) 

  Dizziness 1 (6.7 ) 1 (6.7 ) 0 

  Lethargy 1 (6.7 ) 1 (6.7 ) 0 

Psychiatric disorders    

  -Total 3 (20.0) 2 (13.3) 1 (6.7 ) 

  Agitation 1 (6.7 ) 0 1 (6.7 ) 

  Anxiety 1 (6.7 ) 1 (6.7 ) 0 

  Confusional state 1 (6.7 ) 1 (6.7 ) 0 

Renal and urinary disorders    

  -Total 1 (6.7 ) 0 1 (6.7 ) 

  Haematuria 1 (6.7 ) 1 (6.7 ) 0 

  Proteinuria 1 (6.7 ) 0 1 (6.7 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 9 (60.0) 6 (40.0) 3 (20.0) 

  Cough 6 (40.0) 5 (33.3) 1 (6.7 ) 



  

  

7485 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: US 

 
All patients 

N=15 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Epistaxis 5 (33.3) 4 (26.7) 1 (6.7 ) 

  Nasal congestion 4 (26.7) 4 (26.7) 0 

  Oropharyngeal pain 2 (13.3) 1 (6.7 ) 1 (6.7 ) 

  Dyspnoea 1 (6.7 ) 0 1 (6.7 ) 

  Rhinorrhoea 1 (6.7 ) 0 1 (6.7 ) 

  Tachypnoea 1 (6.7 ) 0 1 (6.7 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 6 (40.0) 5 (33.3) 1 (6.7 ) 

  Dry skin 2 (13.3) 2 (13.3) 0 

  Petechiae 2 (13.3) 2 (13.3) 0 

  Rash 2 (13.3) 1 (6.7 ) 1 (6.7 ) 

  Erythema 1 (6.7 ) 1 (6.7 ) 0 

  Pruritus 1 (6.7 ) 1 (6.7 ) 0 

Vascular disorders    

  -Total 3 (20.0) 2 (13.3) 1 (6.7 ) 

  Pallor 2 (13.3) 2 (13.3) 0 

  Hypertension 1 (6.7 ) 0 1 (6.7 ) 

 

 



  

  

7486 

- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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7487 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189d 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

2 (100) 0 2 (100) 

Eye disorders    

  -Total 1 (50.0) 1 (50.0) 0 

  Blepharitis 1 (50.0) 1 (50.0) 0 

Gastrointestinal disorders    

  -Total 1 (50.0) 0 1 (50.0) 

  Stomatitis 1 (50.0) 0 1 (50.0) 

General disorders and administration 
site conditions 

   

  -Total 1 (50.0) 1 (50.0) 0 

  Pyrexia 1 (50.0) 1 (50.0) 0 



  

  

7488 

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Infections and infestations    

  -Total 2 (100) 0 2 (100) 

  Upper respiratory tract infection 2 (100) 0 2 (100) 

  Paronychia 1 (50.0) 0 1 (50.0) 

  Pharyngitis 1 (50.0) 0 1 (50.0) 

  Rhinitis 1 (50.0) 1 (50.0) 0 

Investigations    

  -Total 1 (50.0) 0 1 (50.0) 

  Weight decreased 1 (50.0) 0 1 (50.0) 

Nervous system disorders    

  -Total 1 (50.0) 1 (50.0) 0 

  Headache 1 (50.0) 1 (50.0) 0 

Renal and urinary disorders    

  -Total 1 (50.0) 1 (50.0) 0 

  Haematuria 1 (50.0) 1 (50.0) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (50.0) 1 (50.0) 0 

  Pruritus 1 (50.0) 1 (50.0) 0 



  

  

7489 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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7490 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189d 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Region: Europe 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

1 (5.6 ) 1 (5.6 ) 0 

Infections and infestations    

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Rhinitis 1 (5.6 ) 1 (5.6 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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7491 

 
  



  

  

7492 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189d 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Region: US 

 
All patients 

N=0 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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7493 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189d 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Region: Rest of World 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t189_gd_b2001x.sas@@/main/5 25JUN21:18:30                                        Final 

 
  



  

  

7494 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189d 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

46 (95.8) 9 (18.8) 37 (77.1) 

Blood and lymphatic system disorders    

  -Total 7 (14.6) 4 (8.3 ) 3 (6.3 ) 

  Anaemia 5 (10.4) 3 (6.3 ) 2 (4.2 ) 

  Thrombocytopenia 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

Cardiac disorders    

  -Total 5 (10.4) 3 (6.3 ) 2 (4.2 ) 

  Tachycardia 5 (10.4) 3 (6.3 ) 2 (4.2 ) 

Eye disorders    

  -Total 1 (2.1 ) 1 (2.1 ) 0 

  Dry eye 1 (2.1 ) 1 (2.1 ) 0 



  

  

7495 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Gastrointestinal disorders    

  -Total 23 (47.9) 11 (22.9) 12 (25.0) 

  Diarrhoea 9 (18.8) 6 (12.5) 3 (6.3 ) 

  Nausea 9 (18.8) 3 (6.3 ) 6 (12.5) 

  Vomiting 8 (16.7) 6 (12.5) 2 (4.2 ) 

  Abdominal pain upper 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

  Abdominal pain 1 (2.1 ) 0 1 (2.1 ) 

  Constipation 1 (2.1 ) 1 (2.1 ) 0 

General disorders and administration 
site conditions 

   

  -Total 24 (50.0) 12 (25.0) 12 (25.0) 

  Pyrexia 20 (41.7) 11 (22.9) 9 (18.8) 

  Fatigue 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 

  Pain 2 (4.2 ) 0 2 (4.2 ) 

  Chills 1 (2.1 ) 0 1 (2.1 ) 

  Oedema peripheral 1 (2.1 ) 1 (2.1 ) 0 

Immune system disorders    

  -Total 33 (68.8) 7 (14.6) 26 (54.2) 

  Cytokine release syndrome 27 (56.3) 8 (16.7) 19 (39.6) 



  

  

7496 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypogammaglobulinaemia 18 (37.5) 6 (12.5) 12 (25.0) 

  Drug hypersensitivity 1 (2.1 ) 0 1 (2.1 ) 

Infections and infestations    

  -Total 13 (27.1) 8 (16.7) 5 (10.4) 

  Nasopharyngitis 7 (14.6) 6 (12.5) 1 (2.1 ) 

  Rhinitis 3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 

  Upper respiratory tract infection 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 

  Paronychia 1 (2.1 ) 0 1 (2.1 ) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (2.1 ) 1 (2.1 ) 0 

  Contusion 1 (2.1 ) 1 (2.1 ) 0 

Investigations    

  -Total 6 (12.5) 1 (2.1 ) 5 (10.4) 

  Platelet count decreased 4 (8.3 ) 2 (4.2 ) 2 (4.2 ) 

  White blood cell count decreased 4 (8.3 ) 2 (4.2 ) 2 (4.2 ) 

  Aspartate aminotransferase 
increased 

3 (6.3 ) 2 (4.2 ) 1 (2.1 ) 

  Alanine aminotransferase increased 2 (4.2 ) 2 (4.2 ) 0 



  

  

7497 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Blood creatinine increased 1 (2.1 ) 0 1 (2.1 ) 

  Blood fibrinogen decreased 1 (2.1 ) 0 1 (2.1 ) 

  Neutrophil count decreased 1 (2.1 ) 1 (2.1 ) 0 

Metabolism and nutrition disorders    

  -Total 12 (25.0) 8 (16.7) 4 (8.3 ) 

  Hypokalaemia 5 (10.4) 3 (6.3 ) 2 (4.2 ) 

  Decreased appetite 4 (8.3 ) 4 (8.3 ) 0 

  Hypoalbuminaemia 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 

  Hypophosphataemia 3 (6.3 ) 3 (6.3 ) 0 

  Hypomagnesaemia 2 (4.2 ) 2 (4.2 ) 0 

  Hypocalcaemia 1 (2.1 ) 0 1 (2.1 ) 

  Hyponatraemia 1 (2.1 ) 0 1 (2.1 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 9 (18.8) 5 (10.4) 4 (8.3 ) 

  Myalgia 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 

  Arthralgia 3 (6.3 ) 1 (2.1 ) 2 (4.2 ) 

  Back pain 2 (4.2 ) 2 (4.2 ) 0 

  Muscular weakness 1 (2.1 ) 1 (2.1 ) 0 



  

  

7498 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Pain in extremity 1 (2.1 ) 0 1 (2.1 ) 

Nervous system disorders    

  -Total 8 (16.7) 4 (8.3 ) 4 (8.3 ) 

  Headache 6 (12.5) 3 (6.3 ) 3 (6.3 ) 

  Tremor 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

Psychiatric disorders    

  -Total 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

  Insomnia 2 (4.2 ) 1 (2.1 ) 1 (2.1 ) 

  Anxiety 1 (2.1 ) 0 1 (2.1 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 10 (20.8) 7 (14.6) 3 (6.3 ) 

  Cough 5 (10.4) 3 (6.3 ) 2 (4.2 ) 

  Oropharyngeal pain 4 (8.3 ) 2 (4.2 ) 2 (4.2 ) 

  Epistaxis 2 (4.2 ) 2 (4.2 ) 0 

  Dyspnoea 1 (2.1 ) 0 1 (2.1 ) 

  Hypoxia 1 (2.1 ) 1 (2.1 ) 0 

Skin and subcutaneous tissue 
disorders 

   



  

  

7499 

Timing: Any time post CTL019 infusion, Region: Europe 

 
All patients 

N=48 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 12 (25.0) 9 (18.8) 3 (6.3 ) 

  Rash 6 (12.5) 5 (10.4) 1 (2.1 ) 

  Erythema 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 

  Pruritus 4 (8.3 ) 3 (6.3 ) 1 (2.1 ) 

  Petechiae 1 (2.1 ) 1 (2.1 ) 0 

Vascular disorders    

  -Total 4 (8.3 ) 4 (8.3 ) 0 

  Hypertension 3 (6.3 ) 3 (6.3 ) 0 

  Hypotension 1 (2.1 ) 1 (2.1 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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7500 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189d 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

18 (100) 0 18 (100) 

Blood and lymphatic system disorders    

  -Total 9 (50.0) 1 (5.6 ) 8 (44.4) 

  Anaemia 7 (38.9) 1 (5.6 ) 6 (33.3) 

  Thrombocytopenia 2 (11.1) 0 2 (11.1) 

Cardiac disorders    

  -Total 6 (33.3) 6 (33.3) 0 

  Sinus tachycardia 4 (22.2) 4 (22.2) 0 

  Tachycardia 4 (22.2) 4 (22.2) 0 

  Sinus bradycardia 3 (16.7) 3 (16.7) 0 

Eye disorders    



  

  

7501 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Eye pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

Gastrointestinal disorders    

  -Total 15 (83.3) 8 (44.4) 7 (38.9) 

  Abdominal pain 7 (38.9) 4 (22.2) 3 (16.7) 

  Constipation 6 (33.3) 4 (22.2) 2 (11.1) 

  Diarrhoea 6 (33.3) 4 (22.2) 2 (11.1) 

  Nausea 5 (27.8) 1 (5.6 ) 4 (22.2) 

  Vomiting 5 (27.8) 2 (11.1) 3 (16.7) 

  Abdominal distension 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Abdominal pain upper 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Gingival bleeding 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Paraesthesia oral 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Proctalgia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Stomatitis 1 (5.6 ) 0 1 (5.6 ) 

General disorders and administration 
site conditions 

   

  -Total 15 (83.3) 4 (22.2) 11 (61.1) 

  Pyrexia 11 (61.1) 3 (16.7) 8 (44.4) 



  

  

7502 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Face oedema 5 (27.8) 5 (27.8) 0 

  Fatigue 4 (22.2) 2 (11.1) 2 (11.1) 

  Oedema peripheral 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Chills 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Catheter site pain 2 (11.1) 2 (11.1) 0 

  Gait disturbance 2 (11.1) 2 (11.1) 0 

  Localised oedema 2 (11.1) 2 (11.1) 0 

  Non-cardiac chest pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Pain 2 (11.1) 2 (11.1) 0 

Immune system disorders    

  -Total 14 (77.8) 5 (27.8) 9 (50.0) 

  Cytokine release syndrome 11 (61.1) 6 (33.3) 5 (27.8) 

  Allergy to immunoglobulin therapy 4 (22.2) 2 (11.1) 2 (11.1) 

  Drug hypersensitivity 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Hypogammaglobulinaemia 1 (5.6 ) 0 1 (5.6 ) 

Infections and infestations    

  -Total 8 (44.4) 3 (16.7) 5 (27.8) 

  Rash pustular 3 (16.7) 3 (16.7) 0 

  Cellulitis 2 (11.1) 0 2 (11.1) 



  

  

7503 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Enterovirus infection 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Nasopharyngitis 2 (11.1) 2 (11.1) 0 

  Upper respiratory tract infection 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Viral upper respiratory tract infection 2 (11.1) 0 2 (11.1) 

  Rhinitis 1 (5.6 ) 1 (5.6 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Contusion 2 (11.1) 2 (11.1) 0 

  Fall 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

Investigations    

  -Total 9 (50.0) 1 (5.6 ) 8 (44.4) 

  Neutrophil count decreased 3 (16.7) 0 3 (16.7) 

  Platelet count decreased 3 (16.7) 0 3 (16.7) 

  Alanine aminotransferase increased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Aspartate aminotransferase 
increased 

2 (11.1) 2 (11.1) 0 

  Blood alkaline phosphatase 
increased 

2 (11.1) 2 (11.1) 0 

  Blood creatinine increased 2 (11.1) 2 (11.1) 0 



  

  

7504 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Gamma-glutamyltransferase 
increased 

2 (11.1) 0 2 (11.1) 

  Serum ferritin increased 2 (11.1) 2 (11.1) 0 

  White blood cell count decreased 2 (11.1) 0 2 (11.1) 

  Blood fibrinogen decreased 1 (5.6 ) 0 1 (5.6 ) 

Metabolism and nutrition disorders    

  -Total 13 (72.2) 5 (27.8) 8 (44.4) 

  Hypokalaemia 7 (38.9) 4 (22.2) 3 (16.7) 

  Hypomagnesaemia 5 (27.8) 4 (22.2) 1 (5.6 ) 

  Hypophosphataemia 5 (27.8) 3 (16.7) 2 (11.1) 

  Hyperuricaemia 4 (22.2) 4 (22.2) 0 

  Decreased appetite 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Hyperkalaemia 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Hypocalcaemia 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Hypercalcaemia 2 (11.1) 2 (11.1) 0 

  Hyperglycaemia 2 (11.1) 2 (11.1) 0 

  Hyperphosphataemia 2 (11.1) 2 (11.1) 0 

  Hypoalbuminaemia 2 (11.1) 2 (11.1) 0 



  

  

7505 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 8 (44.4) 2 (11.1) 6 (33.3) 

  Pain in extremity 6 (33.3) 3 (16.7) 3 (16.7) 

  Arthralgia 5 (27.8) 1 (5.6 ) 4 (22.2) 

  Back pain 4 (22.2) 2 (11.1) 2 (11.1) 

  Muscular weakness 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Neck pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Myalgia 1 (5.6 ) 1 (5.6 ) 0 

Nervous system disorders    

  -Total 9 (50.0) 4 (22.2) 5 (27.8) 

  Headache 8 (44.4) 4 (22.2) 4 (22.2) 

  Dizziness 2 (11.1) 2 (11.1) 0 

  Lethargy 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Tremor 2 (11.1) 2 (11.1) 0 

Psychiatric disorders    

  -Total 7 (38.9) 2 (11.1) 5 (27.8) 

  Agitation 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Anxiety 3 (16.7) 2 (11.1) 1 (5.6 ) 



  

  

7506 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Confusional state 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Insomnia 2 (11.1) 0 2 (11.1) 

Renal and urinary disorders    

  -Total 4 (22.2) 1 (5.6 ) 3 (16.7) 

  Haematuria 3 (16.7) 3 (16.7) 0 

  Acute kidney injury 2 (11.1) 0 2 (11.1) 

  Proteinuria 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 12 (66.7) 6 (33.3) 6 (33.3) 

  Cough 8 (44.4) 7 (38.9) 1 (5.6 ) 

  Epistaxis 6 (33.3) 4 (22.2) 2 (11.1) 

  Nasal congestion 4 (22.2) 4 (22.2) 0 

  Hypoxia 3 (16.7) 0 3 (16.7) 

  Rhinorrhoea 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Tachypnoea 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Dyspnoea 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Oropharyngeal pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 



  

  

7507 

Timing: Any time post CTL019 infusion, Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 11 (61.1) 8 (44.4) 3 (16.7) 

  Dry skin 5 (27.8) 4 (22.2) 1 (5.6 ) 

  Petechiae 5 (27.8) 4 (22.2) 1 (5.6 ) 

  Pruritus 3 (16.7) 3 (16.7) 0 

  Rash 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Erythema 2 (11.1) 2 (11.1) 0 

  Urticaria 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

Vascular disorders    

  -Total 7 (38.9) 4 (22.2) 3 (16.7) 

  Hypotension 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Pallor 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Hypertension 1 (5.6 ) 0 1 (5.6 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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7509 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189d 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Region 

Safety Set 

 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

3 (100) 0 3 (100) 

Blood and lymphatic system disorders    

  -Total 2 (66.7) 0 2 (66.7) 

  Disseminated intravascular 
coagulation 

2 (66.7) 0 2 (66.7) 

Eye disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Blepharitis 1 (33.3) 1 (33.3) 0 

  Dry eye 1 (33.3) 1 (33.3) 0 

  Ocular hypertension 1 (33.3) 0 1 (33.3) 

Gastrointestinal disorders    



  

  

7510 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 2 (66.7) 0 2 (66.7) 

  Stomatitis 2 (66.7) 0 2 (66.7) 

  Diarrhoea 1 (33.3) 1 (33.3) 0 

  Nausea 1 (33.3) 0 1 (33.3) 

General disorders and administration 
site conditions 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Pyrexia 1 (33.3) 1 (33.3) 0 

Immune system disorders    

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 

  Cytokine release syndrome 2 (66.7) 1 (33.3) 1 (33.3) 

Infections and infestations    

  -Total 2 (66.7) 0 2 (66.7) 

  Upper respiratory tract infection 2 (66.7) 0 2 (66.7) 

  Bronchopulmonary aspergillosis 1 (33.3) 0 1 (33.3) 

  Paronychia 1 (33.3) 0 1 (33.3) 

  Parotitis 1 (33.3) 1 (33.3) 0 

  Pharyngitis 1 (33.3) 0 1 (33.3) 

  Rhinitis 1 (33.3) 1 (33.3) 0 



  

  

7511 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Investigations    

  -Total 1 (33.3) 0 1 (33.3) 

  Blood creatine phosphokinase 
increased 

1 (33.3) 0 1 (33.3) 

  Blood fibrinogen decreased 1 (33.3) 0 1 (33.3) 

  Weight decreased 1 (33.3) 0 1 (33.3) 

Metabolism and nutrition disorders    

  -Total 2 (66.7) 0 2 (66.7) 

  Hypoalbuminaemia 2 (66.7) 0 2 (66.7) 

  Hypocalcaemia 1 (33.3) 0 1 (33.3) 

  Hypokalaemia 1 (33.3) 0 1 (33.3) 

  Hyponatraemia 1 (33.3) 1 (33.3) 0 

  Hypophosphataemia 1 (33.3) 0 1 (33.3) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Myalgia 1 (33.3) 1 (33.3) 0 

Nervous system disorders    

  -Total 1 (33.3) 1 (33.3) 0 



  

  

7512 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Headache 1 (33.3) 1 (33.3) 0 

Psychiatric disorders    

  -Total 1 (33.3) 1 (33.3) 0 

  Insomnia 1 (33.3) 1 (33.3) 0 

Renal and urinary disorders    

  -Total 1 (33.3) 1 (33.3) 0 

  Haematuria 1 (33.3) 1 (33.3) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (33.3) 0 1 (33.3) 

  Cough 1 (33.3) 0 1 (33.3) 

  Hypoxia 1 (33.3) 0 1 (33.3) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 2 (66.7) 2 (66.7) 0 

  Pruritus 1 (33.3) 1 (33.3) 0 

  Skin exfoliation 1 (33.3) 1 (33.3) 0 

Vascular disorders    

  -Total 1 (33.3) 0 1 (33.3) 



  

  

7513 

Timing: Any time post CTL019 infusion, Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypertension 1 (33.3) 0 1 (33.3) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189e 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

41 (97.6) 8 (19.0) 33 (78.6) 

Blood and lymphatic system disorders    

  -Total 8 (19.0) 4 (9.5 ) 4 (9.5 ) 

  Anaemia 8 (19.0) 4 (9.5 ) 4 (9.5 ) 

Cardiac disorders    

  -Total 5 (11.9) 5 (11.9) 0 

  Tachycardia 5 (11.9) 5 (11.9) 0 

Gastrointestinal disorders    

  -Total 15 (35.7) 8 (19.0) 7 (16.7) 

  Diarrhoea 6 (14.3) 6 (14.3) 0 

  Nausea 6 (14.3) 1 (2.4 ) 5 (11.9) 

  Vomiting 5 (11.9) 4 (9.5 ) 1 (2.4 ) 



  

  

7515 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Abdominal pain 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 

  Constipation 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 

General disorders and administration 
site conditions 

   

  -Total 21 (50.0) 11 (26.2) 10 (23.8) 

  Pyrexia 16 (38.1) 10 (23.8) 6 (14.3) 

  Fatigue 6 (14.3) 2 (4.8 ) 4 (9.5 ) 

  Face oedema 1 (2.4 ) 1 (2.4 ) 0 

Immune system disorders    

  -Total 28 (66.7) 9 (21.4) 19 (45.2) 

  Cytokine release syndrome 23 (54.8) 9 (21.4) 14 (33.3) 

  Hypogammaglobulinaemia 13 (31.0) 3 (7.1 ) 10 (23.8) 

Infections and infestations    

  -Total 2 (4.8 ) 0 2 (4.8 ) 

  Upper respiratory tract infection 2 (4.8 ) 0 2 (4.8 ) 

Investigations    

  -Total 4 (9.5 ) 1 (2.4 ) 3 (7.1 ) 

  Platelet count decreased 4 (9.5 ) 1 (2.4 ) 3 (7.1 ) 

Metabolism and nutrition disorders    



  

  

7516 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 10 (23.8) 7 (16.7) 3 (7.1 ) 

  Hypokalaemia 5 (11.9) 3 (7.1 ) 2 (4.8 ) 

  Decreased appetite 3 (7.1 ) 3 (7.1 ) 0 

  Hypophosphataemia 3 (7.1 ) 3 (7.1 ) 0 

  Hypoalbuminaemia 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 

  Hypocalcaemia 1 (2.4 ) 0 1 (2.4 ) 

  Hypomagnesaemia 1 (2.4 ) 1 (2.4 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 7 (16.7) 5 (11.9) 2 (4.8 ) 

  Arthralgia 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 

  Myalgia 2 (4.8 ) 2 (4.8 ) 0 

  Pain in extremity 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 

  Back pain 1 (2.4 ) 1 (2.4 ) 0 

Nervous system disorders    

  -Total 7 (16.7) 3 (7.1 ) 4 (9.5 ) 

  Headache 7 (16.7) 3 (7.1 ) 4 (9.5 ) 

  Tremor 1 (2.4 ) 1 (2.4 ) 0 

Renal and urinary disorders    



  

  

7517 

Timing: within 8 weeks post infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Haematuria 1 (2.4 ) 1 (2.4 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 7 (16.7) 4 (9.5 ) 3 (7.1 ) 

  Epistaxis 3 (7.1 ) 2 (4.8 ) 1 (2.4 ) 

  Cough 2 (4.8 ) 2 (4.8 ) 0 

  Hypoxia 2 (4.8 ) 0 2 (4.8 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 8 (19.0) 7 (16.7) 1 (2.4 ) 

  Rash 5 (11.9) 4 (9.5 ) 1 (2.4 ) 

  Pruritus 4 (9.5 ) 4 (9.5 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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7520 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189e 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

26 (96.3) 5 (18.5) 21 (77.8) 

Blood and lymphatic system disorders    

  -Total 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

  Anaemia 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

Cardiac disorders    

  -Total 3 (11.1) 1 (3.7 ) 2 (7.4 ) 

  Tachycardia 3 (11.1) 1 (3.7 ) 2 (7.4 ) 

Gastrointestinal disorders    

  -Total 14 (51.9) 7 (25.9) 7 (25.9) 

  Diarrhoea 8 (29.6) 6 (22.2) 2 (7.4 ) 

  Vomiting 5 (18.5) 3 (11.1) 2 (7.4 ) 

  Nausea 4 (14.8) 0 4 (14.8) 



  

  

7521 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Abdominal pain 3 (11.1) 2 (7.4 ) 1 (3.7 ) 

General disorders and administration 
site conditions 

   

  -Total 7 (25.9) 3 (11.1) 4 (14.8) 

  Pyrexia 7 (25.9) 3 (11.1) 4 (14.8) 

  Face oedema 3 (11.1) 3 (11.1) 0 

  Fatigue 1 (3.7 ) 1 (3.7 ) 0 

Immune system disorders    

  -Total 16 (59.3) 6 (22.2) 10 (37.0) 

  Cytokine release syndrome 16 (59.3) 6 (22.2) 10 (37.0) 

  Hypogammaglobulinaemia 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

Infections and infestations    

  -Total 1 (3.7 ) 1 (3.7 ) 0 

  Nasopharyngitis 1 (3.7 ) 1 (3.7 ) 0 

Investigations    

  -Total 3 (11.1) 0 3 (11.1) 

  Blood fibrinogen decreased 3 (11.1) 0 3 (11.1) 

Metabolism and nutrition disorders    

  -Total 12 (44.4) 4 (14.8) 8 (29.6) 



  

  

7522 

Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypokalaemia 8 (29.6) 5 (18.5) 3 (11.1) 

  Hypophosphataemia 5 (18.5) 3 (11.1) 2 (7.4 ) 

  Hypoalbuminaemia 4 (14.8) 1 (3.7 ) 3 (11.1) 

  Hypocalcaemia 3 (11.1) 1 (3.7 ) 2 (7.4 ) 

  Decreased appetite 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

  Hypomagnesaemia 2 (7.4 ) 2 (7.4 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 6 (22.2) 3 (11.1) 3 (11.1) 

  Myalgia 4 (14.8) 3 (11.1) 1 (3.7 ) 

  Pain in extremity 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

  Arthralgia 1 (3.7 ) 0 1 (3.7 ) 

Nervous system disorders    

  -Total 6 (22.2) 3 (11.1) 3 (11.1) 

  Headache 4 (14.8) 2 (7.4 ) 2 (7.4 ) 

  Tremor 3 (11.1) 2 (7.4 ) 1 (3.7 ) 

Renal and urinary disorders    

  -Total 1 (3.7 ) 1 (3.7 ) 0 

  Haematuria 1 (3.7 ) 1 (3.7 ) 0 
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Timing: within 8 weeks post infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 6 (22.2) 3 (11.1) 3 (11.1) 

  Cough 4 (14.8) 2 (7.4 ) 2 (7.4 ) 

  Hypoxia 3 (11.1) 1 (3.7 ) 2 (7.4 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 5 (18.5) 4 (14.8) 1 (3.7 ) 

  Rash 3 (11.1) 3 (11.1) 0 

  Pruritus 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189e 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

27 (71.1) 14 (36.8) 13 (34.2) 

Blood and lymphatic system disorders    

  -Total 4 (10.5) 1 (2.6 ) 3 (7.9 ) 

  Anaemia 4 (10.5) 1 (2.6 ) 3 (7.9 ) 

Cardiac disorders    

  -Total 1 (2.6 ) 1 (2.6 ) 0 

  Tachycardia 1 (2.6 ) 1 (2.6 ) 0 

Gastrointestinal disorders    

  -Total 12 (31.6) 7 (18.4) 5 (13.2) 

  Constipation 5 (13.2) 3 (7.9 ) 2 (5.3 ) 

  Nausea 4 (10.5) 3 (7.9 ) 1 (2.6 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Vomiting 4 (10.5) 3 (7.9 ) 1 (2.6 ) 

  Abdominal pain 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 

  Diarrhoea 3 (7.9 ) 1 (2.6 ) 2 (5.3 ) 

General disorders and administration 
site conditions 

   

  -Total 10 (26.3) 6 (15.8) 4 (10.5) 

  Pyrexia 8 (21.1) 4 (10.5) 4 (10.5) 

  Face oedema 1 (2.6 ) 1 (2.6 ) 0 

  Fatigue 1 (2.6 ) 1 (2.6 ) 0 

Immune system disorders    

  -Total 4 (10.5) 2 (5.3 ) 2 (5.3 ) 

  Hypogammaglobulinaemia 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 

  Cytokine release syndrome 1 (2.6 ) 0 1 (2.6 ) 

Infections and infestations    

  -Total 12 (31.6) 9 (23.7) 3 (7.9 ) 

  Nasopharyngitis 6 (15.8) 5 (13.2) 1 (2.6 ) 

  Rhinitis 5 (13.2) 4 (10.5) 1 (2.6 ) 

  Upper respiratory tract infection 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 

Investigations    



  

  

7526 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 5 (13.2) 2 (5.3 ) 3 (7.9 ) 

  Platelet count decreased 5 (13.2) 2 (5.3 ) 3 (7.9 ) 

Metabolism and nutrition disorders    

  -Total 3 (7.9 ) 2 (5.3 ) 1 (2.6 ) 

  Hypophosphataemia 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 

  Decreased appetite 1 (2.6 ) 1 (2.6 ) 0 

  Hypomagnesaemia 1 (2.6 ) 0 1 (2.6 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 4 (10.5) 2 (5.3 ) 2 (5.3 ) 

  Back pain 2 (5.3 ) 2 (5.3 ) 0 

  Pain in extremity 2 (5.3 ) 1 (2.6 ) 1 (2.6 ) 

  Arthralgia 1 (2.6 ) 0 1 (2.6 ) 

Nervous system disorders    

  -Total 2 (5.3 ) 2 (5.3 ) 0 

  Headache 2 (5.3 ) 2 (5.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 9 (23.7) 6 (15.8) 3 (7.9 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=38 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Cough 7 (18.4) 5 (13.2) 2 (5.3 ) 

  Epistaxis 4 (10.5) 3 (7.9 ) 1 (2.6 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189e 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

12 (54.5) 2 (9.1 ) 10 (45.5) 

Blood and lymphatic system disorders    

  -Total 1 (4.5 ) 0 1 (4.5 ) 

  Anaemia 1 (4.5 ) 0 1 (4.5 ) 

Cardiac disorders    

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Tachycardia 1 (4.5 ) 1 (4.5 ) 0 

Gastrointestinal disorders    

  -Total 3 (13.6) 1 (4.5 ) 2 (9.1 ) 

  Abdominal pain 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Nausea 2 (9.1 ) 0 2 (9.1 ) 



  

  

7529 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Constipation 1 (4.5 ) 1 (4.5 ) 0 

  Diarrhoea 1 (4.5 ) 0 1 (4.5 ) 

  Vomiting 1 (4.5 ) 0 1 (4.5 ) 

General disorders and administration 
site conditions 

   

  -Total 5 (22.7) 0 5 (22.7) 

  Pyrexia 5 (22.7) 0 5 (22.7) 

Immune system disorders    

  -Total 1 (4.5 ) 0 1 (4.5 ) 

  Hypogammaglobulinaemia 1 (4.5 ) 0 1 (4.5 ) 

Infections and infestations    

  -Total 4 (18.2) 2 (9.1 ) 2 (9.1 ) 

  Nasopharyngitis 2 (9.1 ) 2 (9.1 ) 0 

  Upper respiratory tract infection 2 (9.1 ) 0 2 (9.1 ) 

Investigations    

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Platelet count decreased 1 (4.5 ) 1 (4.5 ) 0 

Metabolism and nutrition disorders    

  -Total 4 (18.2) 2 (9.1 ) 2 (9.1 ) 



  

  

7530 

Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypomagnesaemia 3 (13.6) 3 (13.6) 0 

  Hypokalaemia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Decreased appetite 1 (4.5 ) 1 (4.5 ) 0 

  Hypoalbuminaemia 1 (4.5 ) 1 (4.5 ) 0 

  Hypocalcaemia 1 (4.5 ) 0 1 (4.5 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 6 (27.3) 2 (9.1 ) 4 (18.2) 

  Arthralgia 5 (22.7) 2 (9.1 ) 3 (13.6) 

  Back pain 3 (13.6) 1 (4.5 ) 2 (9.1 ) 

  Pain in extremity 2 (9.1 ) 0 2 (9.1 ) 

Nervous system disorders    

  -Total 3 (13.6) 2 (9.1 ) 1 (4.5 ) 

  Headache 3 (13.6) 2 (9.1 ) 1 (4.5 ) 

Renal and urinary disorders    

  -Total 2 (9.1 ) 2 (9.1 ) 0 

  Haematuria 2 (9.1 ) 2 (9.1 ) 0 

Respiratory, thoracic and mediastinal 
disorders 
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Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 3 (13.6) 3 (13.6) 0 

  Cough 3 (13.6) 3 (13.6) 0 

  Epistaxis 1 (4.5 ) 1 (4.5 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 3 (13.6) 2 (9.1 ) 1 (4.5 ) 

  Pruritus 2 (9.1 ) 2 (9.1 ) 0 

  Rash 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189e 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=16 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

1 (6.3 ) 1 (6.3 ) 0 

Infections and infestations    

  -Total 1 (6.3 ) 1 (6.3 ) 0 

  Rhinitis 1 (6.3 ) 1 (6.3 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189e 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=4 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189e 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

41 (97.6) 6 (14.3) 35 (83.3) 

Blood and lymphatic system disorders    

  -Total 9 (21.4) 3 (7.1 ) 6 (14.3) 

  Anaemia 9 (21.4) 3 (7.1 ) 6 (14.3) 

Cardiac disorders    

  -Total 5 (11.9) 5 (11.9) 0 

  Tachycardia 5 (11.9) 5 (11.9) 0 

Gastrointestinal disorders    

  -Total 22 (52.4) 12 (28.6) 10 (23.8) 

  Nausea 10 (23.8) 4 (9.5 ) 6 (14.3) 

  Diarrhoea 8 (19.0) 6 (14.3) 2 (4.8 ) 



  

  

7536 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Vomiting 7 (16.7) 5 (11.9) 2 (4.8 ) 

  Constipation 6 (14.3) 4 (9.5 ) 2 (4.8 ) 

  Abdominal pain 5 (11.9) 3 (7.1 ) 2 (4.8 ) 

General disorders and administration 
site conditions 

   

  -Total 27 (64.3) 14 (33.3) 13 (31.0) 

  Pyrexia 22 (52.4) 13 (31.0) 9 (21.4) 

  Fatigue 6 (14.3) 2 (4.8 ) 4 (9.5 ) 

  Face oedema 2 (4.8 ) 2 (4.8 ) 0 

Immune system disorders    

  -Total 29 (69.0) 8 (19.0) 21 (50.0) 

  Cytokine release syndrome 24 (57.1) 9 (21.4) 15 (35.7) 

  Hypogammaglobulinaemia 16 (38.1) 5 (11.9) 11 (26.2) 

Infections and infestations    

  -Total 14 (33.3) 9 (21.4) 5 (11.9) 

  Nasopharyngitis 6 (14.3) 5 (11.9) 1 (2.4 ) 

  Rhinitis 5 (11.9) 4 (9.5 ) 1 (2.4 ) 

  Upper respiratory tract infection 5 (11.9) 2 (4.8 ) 3 (7.1 ) 

Investigations    



  

  

7537 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 6 (14.3) 1 (2.4 ) 5 (11.9) 

  Platelet count decreased 6 (14.3) 1 (2.4 ) 5 (11.9) 

Metabolism and nutrition disorders    

  -Total 11 (26.2) 7 (16.7) 4 (9.5 ) 

  Hypokalaemia 5 (11.9) 3 (7.1 ) 2 (4.8 ) 

  Decreased appetite 4 (9.5 ) 4 (9.5 ) 0 

  Hypophosphataemia 4 (9.5 ) 3 (7.1 ) 1 (2.4 ) 

  Hypoalbuminaemia 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 

  Hypomagnesaemia 2 (4.8 ) 1 (2.4 ) 1 (2.4 ) 

  Hypocalcaemia 1 (2.4 ) 0 1 (2.4 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 9 (21.4) 5 (11.9) 4 (9.5 ) 

  Pain in extremity 4 (9.5 ) 2 (4.8 ) 2 (4.8 ) 

  Arthralgia 3 (7.1 ) 1 (2.4 ) 2 (4.8 ) 

  Back pain 3 (7.1 ) 3 (7.1 ) 0 

  Myalgia 2 (4.8 ) 2 (4.8 ) 0 

Nervous system disorders    

  -Total 9 (21.4) 5 (11.9) 4 (9.5 ) 



  

  

7538 

Timing: Any time post CTL019 infusion, Prior SCT therapy: Yes 

 
All patients 

N=42 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Headache 9 (21.4) 5 (11.9) 4 (9.5 ) 

  Tremor 1 (2.4 ) 1 (2.4 ) 0 

Renal and urinary disorders    

  -Total 1 (2.4 ) 1 (2.4 ) 0 

  Haematuria 1 (2.4 ) 1 (2.4 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 13 (31.0) 7 (16.7) 6 (14.3) 

  Cough 7 (16.7) 5 (11.9) 2 (4.8 ) 

  Epistaxis 7 (16.7) 5 (11.9) 2 (4.8 ) 

  Hypoxia 2 (4.8 ) 0 2 (4.8 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 8 (19.0) 7 (16.7) 1 (2.4 ) 

  Rash 5 (11.9) 4 (9.5 ) 1 (2.4 ) 

  Pruritus 4 (9.5 ) 4 (9.5 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t189_gd_b2001x.sas@@/main/5 25JUN21:18:30                                        Final 

 
  



  

  

7540 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189e 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Safety Set 

 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

26 (96.3) 4 (14.8) 22 (81.5) 

Blood and lymphatic system disorders    

  -Total 3 (11.1) 1 (3.7 ) 2 (7.4 ) 

  Anaemia 3 (11.1) 1 (3.7 ) 2 (7.4 ) 

Cardiac disorders    

  -Total 4 (14.8) 2 (7.4 ) 2 (7.4 ) 

  Tachycardia 4 (14.8) 2 (7.4 ) 2 (7.4 ) 

Gastrointestinal disorders    

  -Total 14 (51.9) 6 (22.2) 8 (29.6) 

  Diarrhoea 8 (29.6) 5 (18.5) 3 (11.1) 

  Vomiting 6 (22.2) 3 (11.1) 3 (11.1) 



  

  

7541 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Nausea 5 (18.5) 0 5 (18.5) 

  Abdominal pain 3 (11.1) 1 (3.7 ) 2 (7.4 ) 

  Constipation 1 (3.7 ) 1 (3.7 ) 0 

General disorders and administration 
site conditions 

   

  -Total 10 (37.0) 2 (7.4 ) 8 (29.6) 

  Pyrexia 10 (37.0) 2 (7.4 ) 8 (29.6) 

  Face oedema 3 (11.1) 3 (11.1) 0 

  Fatigue 1 (3.7 ) 1 (3.7 ) 0 

Immune system disorders    

  -Total 17 (63.0) 6 (22.2) 11 (40.7) 

  Cytokine release syndrome 16 (59.3) 6 (22.2) 10 (37.0) 

  Hypogammaglobulinaemia 3 (11.1) 1 (3.7 ) 2 (7.4 ) 

Infections and infestations    

  -Total 5 (18.5) 3 (11.1) 2 (7.4 ) 

  Nasopharyngitis 3 (11.1) 3 (11.1) 0 

  Upper respiratory tract infection 2 (7.4 ) 0 2 (7.4 ) 

Investigations    

  -Total 4 (14.8) 1 (3.7 ) 3 (11.1) 



  

  

7542 

Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Blood fibrinogen decreased 3 (11.1) 0 3 (11.1) 

  Platelet count decreased 1 (3.7 ) 1 (3.7 ) 0 

Metabolism and nutrition disorders    

  -Total 13 (48.1) 4 (14.8) 9 (33.3) 

  Hypokalaemia 8 (29.6) 4 (14.8) 4 (14.8) 

  Hypoalbuminaemia 5 (18.5) 2 (7.4 ) 3 (11.1) 

  Hypomagnesaemia 5 (18.5) 5 (18.5) 0 

  Hypophosphataemia 5 (18.5) 3 (11.1) 2 (7.4 ) 

  Hypocalcaemia 4 (14.8) 1 (3.7 ) 3 (11.1) 

  Decreased appetite 3 (11.1) 2 (7.4 ) 1 (3.7 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 9 (33.3) 3 (11.1) 6 (22.2) 

  Arthralgia 5 (18.5) 1 (3.7 ) 4 (14.8) 

  Myalgia 4 (14.8) 3 (11.1) 1 (3.7 ) 

  Back pain 3 (11.1) 1 (3.7 ) 2 (7.4 ) 

  Pain in extremity 3 (11.1) 1 (3.7 ) 2 (7.4 ) 

Nervous system disorders    

  -Total 8 (29.6) 4 (14.8) 4 (14.8) 
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Timing: Any time post CTL019 infusion, Prior SCT therapy: No 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Headache 6 (22.2) 3 (11.1) 3 (11.1) 

  Tremor 3 (11.1) 2 (7.4 ) 1 (3.7 ) 

Renal and urinary disorders    

  -Total 3 (11.1) 3 (11.1) 0 

  Haematuria 3 (11.1) 3 (11.1) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 8 (29.6) 5 (18.5) 3 (11.1) 

  Cough 7 (25.9) 5 (18.5) 2 (7.4 ) 

  Hypoxia 3 (11.1) 1 (3.7 ) 2 (7.4 ) 

  Epistaxis 1 (3.7 ) 1 (3.7 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 7 (25.9) 5 (18.5) 2 (7.4 ) 

  Pruritus 4 (14.8) 3 (11.1) 1 (3.7 ) 

  Rash 4 (14.8) 3 (11.1) 1 (3.7 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189f 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

25 (96.2) 6 (23.1) 19 (73.1) 

Blood and lymphatic system disorders    

  -Total 6 (23.1) 2 (7.7 ) 4 (15.4) 

  Anaemia 5 (19.2) 2 (7.7 ) 3 (11.5) 

  Febrile neutropenia 1 (3.8 ) 0 1 (3.8 ) 

Cardiac disorders    

  -Total 3 (11.5) 2 (7.7 ) 1 (3.8 ) 

  Tachycardia 3 (11.5) 2 (7.7 ) 1 (3.8 ) 

Gastrointestinal disorders    

  -Total 10 (38.5) 3 (11.5) 7 (26.9) 

  Nausea 5 (19.2) 0 5 (19.2) 

  Diarrhoea 4 (15.4) 3 (11.5) 1 (3.8 ) 
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Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Vomiting 4 (15.4) 2 (7.7 ) 2 (7.7 ) 

  Abdominal pain 2 (7.7 ) 0 2 (7.7 ) 

  Abdominal pain upper 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 

  Constipation 1 (3.8 ) 1 (3.8 ) 0 

  Gingival bleeding 1 (3.8 ) 0 1 (3.8 ) 

General disorders and administration 
site conditions 

   

  -Total 10 (38.5) 5 (19.2) 5 (19.2) 

  Pyrexia 8 (30.8) 5 (19.2) 3 (11.5) 

  Fatigue 3 (11.5) 2 (7.7 ) 1 (3.8 ) 

  Chills 1 (3.8 ) 0 1 (3.8 ) 

Immune system disorders    

  -Total 17 (65.4) 5 (19.2) 12 (46.2) 

  Cytokine release syndrome 14 (53.8) 4 (15.4) 10 (38.5) 

  Hypogammaglobulinaemia 8 (30.8) 3 (11.5) 5 (19.2) 

  Allergy to immunoglobulin therapy 1 (3.8 ) 1 (3.8 ) 0 

Infections and infestations    

  -Total 2 (7.7 ) 0 2 (7.7 ) 

  Herpes zoster 1 (3.8 ) 0 1 (3.8 ) 
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Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Upper respiratory tract infection 1 (3.8 ) 0 1 (3.8 ) 

Investigations    

  -Total 5 (19.2) 2 (7.7 ) 3 (11.5) 

  Aspartate aminotransferase 
increased 

3 (11.5) 2 (7.7 ) 1 (3.8 ) 

  Platelet count decreased 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 

  Alanine aminotransferase increased 1 (3.8 ) 1 (3.8 ) 0 

  White blood cell count decreased 1 (3.8 ) 0 1 (3.8 ) 

Metabolism and nutrition disorders    

  -Total 7 (26.9) 5 (19.2) 2 (7.7 ) 

  Hypokalaemia 3 (11.5) 2 (7.7 ) 1 (3.8 ) 

  Hypoalbuminaemia 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 

  Hypomagnesaemia 2 (7.7 ) 2 (7.7 ) 0 

  Decreased appetite 1 (3.8 ) 1 (3.8 ) 0 

  Hypophosphataemia 1 (3.8 ) 1 (3.8 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 7 (26.9) 5 (19.2) 2 (7.7 ) 

  Myalgia 3 (11.5) 3 (11.5) 0 



  

  

7548 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Pain in extremity 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 

  Arthralgia 1 (3.8 ) 0 1 (3.8 ) 

  Back pain 1 (3.8 ) 1 (3.8 ) 0 

Nervous system disorders    

  -Total 3 (11.5) 2 (7.7 ) 1 (3.8 ) 

  Headache 3 (11.5) 2 (7.7 ) 1 (3.8 ) 

Psychiatric disorders    

  -Total 2 (7.7 ) 0 2 (7.7 ) 

  Insomnia 2 (7.7 ) 0 2 (7.7 ) 

  Anxiety 1 (3.8 ) 0 1 (3.8 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 6 (23.1) 4 (15.4) 2 (7.7 ) 

  Oropharyngeal pain 3 (11.5) 2 (7.7 ) 1 (3.8 ) 

  Cough 2 (7.7 ) 2 (7.7 ) 0 

  Epistaxis 1 (3.8 ) 1 (3.8 ) 0 

  Hypoxia 1 (3.8 ) 0 1 (3.8 ) 

Skin and subcutaneous tissue 
disorders 

   



  

  

7549 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 6 (23.1) 5 (19.2) 1 (3.8 ) 

  Erythema 3 (11.5) 2 (7.7 ) 1 (3.8 ) 

  Pruritus 2 (7.7 ) 2 (7.7 ) 0 

  Rash 2 (7.7 ) 2 (7.7 ) 0 

  Petechiae 1 (3.8 ) 1 (3.8 ) 0 

Vascular disorders    

  -Total 1 (3.8 ) 1 (3.8 ) 0 

  Hypertension 1 (3.8 ) 1 (3.8 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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7551 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189f 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

39 (97.5) 5 (12.5) 34 (85.0) 

Blood and lymphatic system disorders    

  -Total 5 (12.5) 3 (7.5 ) 2 (5.0 ) 

  Anaemia 5 (12.5) 3 (7.5 ) 2 (5.0 ) 

Cardiac disorders    

  -Total 5 (12.5) 4 (10.0) 1 (2.5 ) 

  Tachycardia 5 (12.5) 4 (10.0) 1 (2.5 ) 

Gastrointestinal disorders    

  -Total 20 (50.0) 12 (30.0) 8 (20.0) 

  Diarrhoea 10 (25.0) 9 (22.5) 1 (2.5 ) 

  Nausea 5 (12.5) 1 (2.5 ) 4 (10.0) 

  Vomiting 5 (12.5) 4 (10.0) 1 (2.5 ) 



  

  

7552 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Abdominal pain 4 (10.0) 4 (10.0) 0 

  Constipation 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 

  Abdominal pain upper 1 (2.5 ) 0 1 (2.5 ) 

General disorders and administration 
site conditions 

   

  -Total 16 (40.0) 7 (17.5) 9 (22.5) 

  Pyrexia 13 (32.5) 7 (17.5) 6 (15.0) 

  Face oedema 4 (10.0) 4 (10.0) 0 

  Fatigue 4 (10.0) 1 (2.5 ) 3 (7.5 ) 

Immune system disorders    

  -Total 26 (65.0) 10 (25.0) 16 (40.0) 

  Cytokine release syndrome 23 (57.5) 10 (25.0) 13 (32.5) 

  Hypogammaglobulinaemia 7 (17.5) 1 (2.5 ) 6 (15.0) 

  Allergy to immunoglobulin therapy 1 (2.5 ) 1 (2.5 ) 0 

Infections and infestations    

  -Total 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 

  Nasopharyngitis 1 (2.5 ) 1 (2.5 ) 0 

  Upper respiratory tract infection 1 (2.5 ) 0 1 (2.5 ) 

Investigations    



  

  

7553 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 4 (10.0) 1 (2.5 ) 3 (7.5 ) 

  Platelet count decreased 2 (5.0 ) 0 2 (5.0 ) 

  White blood cell count decreased 2 (5.0 ) 0 2 (5.0 ) 

  Alanine aminotransferase increased 1 (2.5 ) 1 (2.5 ) 0 

  Aspartate aminotransferase 
increased 

1 (2.5 ) 1 (2.5 ) 0 

Metabolism and nutrition disorders    

  -Total 14 (35.0) 6 (15.0) 8 (20.0) 

  Hypokalaemia 9 (22.5) 6 (15.0) 3 (7.5 ) 

  Hypophosphataemia 7 (17.5) 5 (12.5) 2 (5.0 ) 

  Decreased appetite 4 (10.0) 3 (7.5 ) 1 (2.5 ) 

  Hypoalbuminaemia 4 (10.0) 1 (2.5 ) 3 (7.5 ) 

  Hypocalcaemia 4 (10.0) 1 (2.5 ) 3 (7.5 ) 

  Hyperglycaemia 1 (2.5 ) 1 (2.5 ) 0 

  Hypomagnesaemia 1 (2.5 ) 1 (2.5 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 5 (12.5) 2 (5.0 ) 3 (7.5 ) 

  Myalgia 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 



  

  

7554 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Pain in extremity 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 

  Arthralgia 1 (2.5 ) 0 1 (2.5 ) 

Nervous system disorders    

  -Total 8 (20.0) 3 (7.5 ) 5 (12.5) 

  Headache 7 (17.5) 3 (7.5 ) 4 (10.0) 

  Neuralgia 1 (2.5 ) 0 1 (2.5 ) 

Psychiatric disorders    

  -Total 3 (7.5 ) 3 (7.5 ) 0 

  Anxiety 2 (5.0 ) 2 (5.0 ) 0 

  Insomnia 1 (2.5 ) 1 (2.5 ) 0 

Renal and urinary disorders    

  -Total 2 (5.0 ) 2 (5.0 ) 0 

  Haematuria 2 (5.0 ) 2 (5.0 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 9 (22.5) 4 (10.0) 5 (12.5) 

  Cough 4 (10.0) 2 (5.0 ) 2 (5.0 ) 

  Hypoxia 4 (10.0) 1 (2.5 ) 3 (7.5 ) 

  Epistaxis 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 



  

  

7555 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Pleural effusion 1 (2.5 ) 1 (2.5 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 12 (30.0) 10 (25.0) 2 (5.0 ) 

  Rash 5 (12.5) 5 (12.5) 0 

  Pruritus 4 (10.0) 3 (7.5 ) 1 (2.5 ) 

  Petechiae 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 

  Erythema 2 (5.0 ) 2 (5.0 ) 0 

Vascular disorders    

  -Total 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 

  Hypertension 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189f 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

3 (100) 1 (33.3) 2 (66.7) 

Gastrointestinal disorders    

  -Total 1 (33.3) 1 (33.3) 0 

  Vomiting 1 (33.3) 1 (33.3) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 

  Pyrexia 2 (66.7) 1 (33.3) 1 (33.3) 

Immune system disorders    

  -Total 2 (66.7) 0 2 (66.7) 

  Cytokine release syndrome 2 (66.7) 1 (33.3) 1 (33.3) 



  

  

7558 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Allergy to immunoglobulin therapy 1 (33.3) 0 1 (33.3) 

Infections and infestations    

  -Total 1 (33.3) 0 1 (33.3) 

  Cystitis 1 (33.3) 0 1 (33.3) 

  Pseudomembranous colitis 1 (33.3) 0 1 (33.3) 

Investigations    

  -Total 1 (33.3) 0 1 (33.3) 

  Clostridium test positive 1 (33.3) 0 1 (33.3) 

Metabolism and nutrition disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Hypokalaemia 1 (33.3) 0 1 (33.3) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Arthralgia 1 (33.3) 1 (33.3) 0 

Nervous system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Headache 1 (33.3) 0 1 (33.3) 

Psychiatric disorders    



  

  

7559 

Timing: within 8 weeks post infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 1 (33.3) 0 1 (33.3) 

  Anxiety 1 (33.3) 0 1 (33.3) 

  Insomnia 1 (33.3) 0 1 (33.3) 

  Restlessness 1 (33.3) 0 1 (33.3) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (33.3) 0 1 (33.3) 

  Pleural effusion 1 (33.3) 0 1 (33.3) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (33.3) 0 1 (33.3) 

  Decubitus ulcer 1 (33.3) 0 1 (33.3) 

  Rash 1 (33.3) 0 1 (33.3) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189f 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

18 (75.0) 6 (25.0) 12 (50.0) 

Blood and lymphatic system disorders    

  -Total 1 (4.2 ) 0 1 (4.2 ) 

  Anaemia 1 (4.2 ) 0 1 (4.2 ) 

Gastrointestinal disorders    

  -Total 9 (37.5) 5 (20.8) 4 (16.7) 

  Nausea 4 (16.7) 2 (8.3 ) 2 (8.3 ) 

  Abdominal pain 3 (12.5) 3 (12.5) 0 

  Vomiting 3 (12.5) 2 (8.3 ) 1 (4.2 ) 

  Diarrhoea 2 (8.3 ) 0 2 (8.3 ) 

  Constipation 1 (4.2 ) 1 (4.2 ) 0 



  

  

7562 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 8 (33.3) 3 (12.5) 5 (20.8) 

  Pyrexia 6 (25.0) 2 (8.3 ) 4 (16.7) 

  Chills 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 

  Fatigue 1 (4.2 ) 1 (4.2 ) 0 

Immune system disorders    

  -Total 3 (12.5) 2 (8.3 ) 1 (4.2 ) 

  Hypogammaglobulinaemia 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 

  Allergy to immunoglobulin therapy 1 (4.2 ) 1 (4.2 ) 0 

Infections and infestations    

  -Total 6 (25.0) 2 (8.3 ) 4 (16.7) 

  Upper respiratory tract infection 3 (12.5) 1 (4.2 ) 2 (8.3 ) 

  Herpes zoster 2 (8.3 ) 0 2 (8.3 ) 

  Nasopharyngitis 2 (8.3 ) 2 (8.3 ) 0 

  Rhinitis 1 (4.2 ) 1 (4.2 ) 0 

Investigations    

  -Total 7 (29.2) 5 (20.8) 2 (8.3 ) 

  Platelet count decreased 5 (20.8) 3 (12.5) 2 (8.3 ) 



  

  

7563 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Alanine aminotransferase increased 3 (12.5) 3 (12.5) 0 

  Aspartate aminotransferase 
increased 

3 (12.5) 3 (12.5) 0 

  White blood cell count decreased 2 (8.3 ) 2 (8.3 ) 0 

Metabolism and nutrition disorders    

  -Total 2 (8.3 ) 2 (8.3 ) 0 

  Decreased appetite 2 (8.3 ) 2 (8.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 4 (16.7) 2 (8.3 ) 2 (8.3 ) 

  Arthralgia 3 (12.5) 1 (4.2 ) 2 (8.3 ) 

  Back pain 1 (4.2 ) 1 (4.2 ) 0 

  Pain in extremity 1 (4.2 ) 0 1 (4.2 ) 

Nervous system disorders    

  -Total 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 

  Headache 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 4 (16.7) 3 (12.5) 1 (4.2 ) 

  Cough 3 (12.5) 2 (8.3 ) 1 (4.2 ) 



  

  

7564 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Epistaxis 1 (4.2 ) 1 (4.2 ) 0 

  Oropharyngeal pain 1 (4.2 ) 0 1 (4.2 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (4.2 ) 0 1 (4.2 ) 

  Rash 1 (4.2 ) 0 1 (4.2 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189f 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

23 (69.7) 10 (30.3) 13 (39.4) 

Blood and lymphatic system disorders    

  -Total 3 (9.1 ) 1 (3.0 ) 2 (6.1 ) 

  Anaemia 3 (9.1 ) 1 (3.0 ) 2 (6.1 ) 

Cardiac disorders    

  -Total 2 (6.1 ) 2 (6.1 ) 0 

  Tachycardia 2 (6.1 ) 2 (6.1 ) 0 

Gastrointestinal disorders    

  -Total 5 (15.2) 3 (9.1 ) 2 (6.1 ) 

  Constipation 4 (12.1) 3 (9.1 ) 1 (3.0 ) 

  Abdominal pain 2 (6.1 ) 0 2 (6.1 ) 



  

  

7566 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Diarrhoea 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 

  Nausea 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 

  Vomiting 1 (3.0 ) 0 1 (3.0 ) 

General disorders and administration 
site conditions 

   

  -Total 7 (21.2) 2 (6.1 ) 5 (15.2) 

  Pyrexia 7 (21.2) 2 (6.1 ) 5 (15.2) 

  Chills 1 (3.0 ) 0 1 (3.0 ) 

Immune system disorders    

  -Total 4 (12.1) 1 (3.0 ) 3 (9.1 ) 

  Hypogammaglobulinaemia 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 

  Allergy to immunoglobulin therapy 1 (3.0 ) 0 1 (3.0 ) 

  Cytokine release syndrome 1 (3.0 ) 0 1 (3.0 ) 

Infections and infestations    

  -Total 11 (33.3) 7 (21.2) 4 (12.1) 

  Nasopharyngitis 5 (15.2) 4 (12.1) 1 (3.0 ) 

  Rhinitis 4 (12.1) 3 (9.1 ) 1 (3.0 ) 

  Upper respiratory tract infection 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 

  Herpes zoster 1 (3.0 ) 0 1 (3.0 ) 



  

  

7567 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Investigations    

  -Total 2 (6.1 ) 0 2 (6.1 ) 

  Alanine aminotransferase increased 1 (3.0 ) 0 1 (3.0 ) 

  Aspartate aminotransferase 
increased 

1 (3.0 ) 1 (3.0 ) 0 

  Platelet count decreased 1 (3.0 ) 0 1 (3.0 ) 

  White blood cell count decreased 1 (3.0 ) 0 1 (3.0 ) 

Metabolism and nutrition disorders    

  -Total 5 (15.2) 2 (6.1 ) 3 (9.1 ) 

  Hypomagnesaemia 4 (12.1) 3 (9.1 ) 1 (3.0 ) 

  Hypokalaemia 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 

  Hypophosphataemia 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 

  Hypoalbuminaemia 1 (3.0 ) 1 (3.0 ) 0 

  Hypocalcaemia 1 (3.0 ) 0 1 (3.0 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 6 (18.2) 2 (6.1 ) 4 (12.1) 

  Back pain 4 (12.1) 2 (6.1 ) 2 (6.1 ) 

  Arthralgia 3 (9.1 ) 1 (3.0 ) 2 (6.1 ) 



  

  

7568 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Pain in extremity 3 (9.1 ) 1 (3.0 ) 2 (6.1 ) 

Nervous system disorders    

  -Total 3 (9.1 ) 3 (9.1 ) 0 

  Headache 3 (9.1 ) 3 (9.1 ) 0 

Psychiatric disorders    

  -Total 2 (6.1 ) 2 (6.1 ) 0 

  Anxiety 1 (3.0 ) 1 (3.0 ) 0 

  Insomnia 1 (3.0 ) 1 (3.0 ) 0 

Renal and urinary disorders    

  -Total 2 (6.1 ) 2 (6.1 ) 0 

  Haematuria 2 (6.1 ) 2 (6.1 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 8 (24.2) 6 (18.2) 2 (6.1 ) 

  Cough 7 (21.2) 6 (18.2) 1 (3.0 ) 

  Nasal congestion 4 (12.1) 4 (12.1) 0 

  Epistaxis 3 (9.1 ) 3 (9.1 ) 0 

  Oropharyngeal pain 2 (6.1 ) 1 (3.0 ) 1 (3.0 ) 



  

  

7569 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=33 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 4 (12.1) 4 (12.1) 0 

  Petechiae 2 (6.1 ) 2 (6.1 ) 0 

  Pruritus 2 (6.1 ) 2 (6.1 ) 0 

  Erythema 1 (3.0 ) 1 (3.0 ) 0 

  Rash 1 (3.0 ) 1 (3.0 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189f 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

3 (100) 1 (33.3) 2 (66.7) 

Blood and lymphatic system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Anaemia 1 (33.3) 0 1 (33.3) 

  Febrile neutropenia 1 (33.3) 1 (33.3) 0 

Gastrointestinal disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Abdominal pain upper 1 (33.3) 1 (33.3) 0 

  Constipation 1 (33.3) 0 1 (33.3) 

  Gingival bleeding 1 (33.3) 1 (33.3) 0 

  Vomiting 1 (33.3) 1 (33.3) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Face oedema 1 (33.3) 1 (33.3) 0 

Infections and infestations    

  -Total 3 (100) 2 (66.7) 1 (33.3) 

  Escherichia urinary tract infection 1 (33.3) 0 1 (33.3) 

  Molluscum contagiosum 1 (33.3) 1 (33.3) 0 

  Nasopharyngitis 1 (33.3) 1 (33.3) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Splinter 1 (33.3) 1 (33.3) 0 

Metabolism and nutrition disorders    

  -Total 1 (33.3) 1 (33.3) 0 

  Hyperglycaemia 1 (33.3) 1 (33.3) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (33.3) 0 1 (33.3) 

  Osteoporosis 1 (33.3) 0 1 (33.3) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Nervous system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Neuralgia 1 (33.3) 0 1 (33.3) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (33.3) 0 1 (33.3) 

  Epistaxis 1 (33.3) 0 1 (33.3) 

Vascular disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Hypertension 1 (33.3) 0 1 (33.3) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189f 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189f 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

1 (8.3 ) 1 (8.3 ) 0 

Infections and infestations    

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Rhinitis 1 (8.3 ) 1 (8.3 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189f 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189f 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

25 (96.2) 4 (15.4) 21 (80.8) 

Blood and lymphatic system disorders    

  -Total 6 (23.1) 1 (3.8 ) 5 (19.2) 

  Anaemia 5 (19.2) 1 (3.8 ) 4 (15.4) 

  Febrile neutropenia 1 (3.8 ) 0 1 (3.8 ) 

Cardiac disorders    

  -Total 3 (11.5) 2 (7.7 ) 1 (3.8 ) 

  Tachycardia 3 (11.5) 2 (7.7 ) 1 (3.8 ) 

Gastrointestinal disorders    

  -Total 15 (57.7) 6 (23.1) 9 (34.6) 

  Nausea 8 (30.8) 2 (7.7 ) 6 (23.1) 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Vomiting 6 (23.1) 3 (11.5) 3 (11.5) 

  Diarrhoea 5 (19.2) 2 (7.7 ) 3 (11.5) 

  Abdominal pain 3 (11.5) 1 (3.8 ) 2 (7.7 ) 

  Abdominal pain upper 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 

  Constipation 2 (7.7 ) 2 (7.7 ) 0 

  Gingival bleeding 1 (3.8 ) 0 1 (3.8 ) 

General disorders and administration 
site conditions 

   

  -Total 15 (57.7) 8 (30.8) 7 (26.9) 

  Pyrexia 12 (46.2) 7 (26.9) 5 (19.2) 

  Chills 3 (11.5) 1 (3.8 ) 2 (7.7 ) 

  Fatigue 3 (11.5) 2 (7.7 ) 1 (3.8 ) 

Immune system disorders    

  -Total 18 (69.2) 5 (19.2) 13 (50.0) 

  Cytokine release syndrome 14 (53.8) 4 (15.4) 10 (38.5) 

  Hypogammaglobulinaemia 10 (38.5) 4 (15.4) 6 (23.1) 

  Allergy to immunoglobulin therapy 1 (3.8 ) 1 (3.8 ) 0 

Infections and infestations    

  -Total 8 (30.8) 2 (7.7 ) 6 (23.1) 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Upper respiratory tract infection 4 (15.4) 1 (3.8 ) 3 (11.5) 

  Herpes zoster 3 (11.5) 0 3 (11.5) 

  Nasopharyngitis 2 (7.7 ) 2 (7.7 ) 0 

  Rhinitis 1 (3.8 ) 1 (3.8 ) 0 

Investigations    

  -Total 7 (26.9) 2 (7.7 ) 5 (19.2) 

  Platelet count decreased 5 (19.2) 2 (7.7 ) 3 (11.5) 

  Aspartate aminotransferase 
increased 

4 (15.4) 3 (11.5) 1 (3.8 ) 

  Alanine aminotransferase increased 3 (11.5) 3 (11.5) 0 

  White blood cell count decreased 3 (11.5) 2 (7.7 ) 1 (3.8 ) 

Metabolism and nutrition disorders    

  -Total 8 (30.8) 6 (23.1) 2 (7.7 ) 

  Decreased appetite 3 (11.5) 3 (11.5) 0 

  Hypokalaemia 3 (11.5) 2 (7.7 ) 1 (3.8 ) 

  Hypoalbuminaemia 2 (7.7 ) 1 (3.8 ) 1 (3.8 ) 

  Hypomagnesaemia 2 (7.7 ) 2 (7.7 ) 0 

  Hypophosphataemia 1 (3.8 ) 1 (3.8 ) 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 8 (30.8) 4 (15.4) 4 (15.4) 

  Arthralgia 3 (11.5) 0 3 (11.5) 

  Myalgia 3 (11.5) 3 (11.5) 0 

  Pain in extremity 3 (11.5) 1 (3.8 ) 2 (7.7 ) 

  Back pain 2 (7.7 ) 2 (7.7 ) 0 

Nervous system disorders    

  -Total 5 (19.2) 3 (11.5) 2 (7.7 ) 

  Headache 5 (19.2) 3 (11.5) 2 (7.7 ) 

Psychiatric disorders    

  -Total 2 (7.7 ) 0 2 (7.7 ) 

  Insomnia 2 (7.7 ) 0 2 (7.7 ) 

  Anxiety 1 (3.8 ) 0 1 (3.8 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 9 (34.6) 6 (23.1) 3 (11.5) 

  Cough 4 (15.4) 3 (11.5) 1 (3.8 ) 

  Oropharyngeal pain 4 (15.4) 2 (7.7 ) 2 (7.7 ) 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Epistaxis 2 (7.7 ) 2 (7.7 ) 0 

  Hypoxia 1 (3.8 ) 0 1 (3.8 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 7 (26.9) 5 (19.2) 2 (7.7 ) 

  Erythema 3 (11.5) 2 (7.7 ) 1 (3.8 ) 

  Rash 3 (11.5) 2 (7.7 ) 1 (3.8 ) 

  Pruritus 2 (7.7 ) 2 (7.7 ) 0 

  Petechiae 1 (3.8 ) 1 (3.8 ) 0 

Vascular disorders    

  -Total 1 (3.8 ) 1 (3.8 ) 0 

  Hypertension 1 (3.8 ) 1 (3.8 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189f 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

39 (97.5) 3 (7.5 ) 36 (90.0) 

Blood and lymphatic system disorders    

  -Total 6 (15.0) 3 (7.5 ) 3 (7.5 ) 

  Anaemia 6 (15.0) 3 (7.5 ) 3 (7.5 ) 

Cardiac disorders    

  -Total 6 (15.0) 5 (12.5) 1 (2.5 ) 

  Tachycardia 6 (15.0) 5 (12.5) 1 (2.5 ) 

Gastrointestinal disorders    

  -Total 22 (55.0) 13 (32.5) 9 (22.5) 

  Diarrhoea 11 (27.5) 9 (22.5) 2 (5.0 ) 

  Nausea 7 (17.5) 2 (5.0 ) 5 (12.5) 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Vomiting 6 (15.0) 4 (10.0) 2 (5.0 ) 

  Abdominal pain 5 (12.5) 3 (7.5 ) 2 (5.0 ) 

  Constipation 4 (10.0) 3 (7.5 ) 1 (2.5 ) 

  Abdominal pain upper 1 (2.5 ) 0 1 (2.5 ) 

General disorders and administration 
site conditions 

   

  -Total 20 (50.0) 6 (15.0) 14 (35.0) 

  Pyrexia 18 (45.0) 7 (17.5) 11 (27.5) 

  Face oedema 4 (10.0) 4 (10.0) 0 

  Fatigue 4 (10.0) 1 (2.5 ) 3 (7.5 ) 

  Chills 1 (2.5 ) 0 1 (2.5 ) 

Immune system disorders    

  -Total 28 (70.0) 9 (22.5) 19 (47.5) 

  Cytokine release syndrome 24 (60.0) 10 (25.0) 14 (35.0) 

  Hypogammaglobulinaemia 9 (22.5) 2 (5.0 ) 7 (17.5) 

  Allergy to immunoglobulin therapy 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 

Infections and infestations    

  -Total 13 (32.5) 8 (20.0) 5 (12.5) 

  Nasopharyngitis 6 (15.0) 5 (12.5) 1 (2.5 ) 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Rhinitis 4 (10.0) 3 (7.5 ) 1 (2.5 ) 

  Upper respiratory tract infection 3 (7.5 ) 1 (2.5 ) 2 (5.0 ) 

  Herpes zoster 1 (2.5 ) 0 1 (2.5 ) 

Investigations    

  -Total 4 (10.0) 0 4 (10.0) 

  White blood cell count decreased 3 (7.5 ) 0 3 (7.5 ) 

  Platelet count decreased 2 (5.0 ) 0 2 (5.0 ) 

  Alanine aminotransferase increased 1 (2.5 ) 0 1 (2.5 ) 

  Aspartate aminotransferase 
increased 

1 (2.5 ) 1 (2.5 ) 0 

Metabolism and nutrition disorders    

  -Total 15 (37.5) 5 (12.5) 10 (25.0) 

  Hypokalaemia 9 (22.5) 5 (12.5) 4 (10.0) 

  Hypophosphataemia 8 (20.0) 5 (12.5) 3 (7.5 ) 

  Hypoalbuminaemia 5 (12.5) 2 (5.0 ) 3 (7.5 ) 

  Hypocalcaemia 5 (12.5) 1 (2.5 ) 4 (10.0) 

  Hypomagnesaemia 5 (12.5) 4 (10.0) 1 (2.5 ) 

  Decreased appetite 4 (10.0) 3 (7.5 ) 1 (2.5 ) 

  Hyperglycaemia 1 (2.5 ) 1 (2.5 ) 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 9 (22.5) 3 (7.5 ) 6 (15.0) 

  Arthralgia 4 (10.0) 1 (2.5 ) 3 (7.5 ) 

  Back pain 4 (10.0) 2 (5.0 ) 2 (5.0 ) 

  Pain in extremity 4 (10.0) 2 (5.0 ) 2 (5.0 ) 

  Myalgia 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 

Nervous system disorders    

  -Total 10 (25.0) 5 (12.5) 5 (12.5) 

  Headache 9 (22.5) 5 (12.5) 4 (10.0) 

  Neuralgia 1 (2.5 ) 0 1 (2.5 ) 

Psychiatric disorders    

  -Total 4 (10.0) 4 (10.0) 0 

  Anxiety 2 (5.0 ) 2 (5.0 ) 0 

  Insomnia 2 (5.0 ) 2 (5.0 ) 0 

Renal and urinary disorders    

  -Total 4 (10.0) 4 (10.0) 0 

  Haematuria 4 (10.0) 4 (10.0) 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 13 (32.5) 7 (17.5) 6 (15.0) 

  Cough 10 (25.0) 7 (17.5) 3 (7.5 ) 

  Epistaxis 5 (12.5) 4 (10.0) 1 (2.5 ) 

  Hypoxia 4 (10.0) 1 (2.5 ) 3 (7.5 ) 

  Nasal congestion 4 (10.0) 4 (10.0) 0 

  Oropharyngeal pain 2 (5.0 ) 1 (2.5 ) 1 (2.5 ) 

  Pleural effusion 1 (2.5 ) 1 (2.5 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 15 (37.5) 13 (32.5) 2 (5.0 ) 

  Pruritus 6 (15.0) 5 (12.5) 1 (2.5 ) 

  Petechiae 5 (12.5) 4 (10.0) 1 (2.5 ) 

  Rash 5 (12.5) 5 (12.5) 0 

  Erythema 3 (7.5 ) 3 (7.5 ) 0 

Vascular disorders    

  -Total 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 

  Hypertension 3 (7.5 ) 2 (5.0 ) 1 (2.5 ) 
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- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189f 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Safety Set 

 

Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

3 (100) 1 (33.3) 2 (66.7) 

Blood and lymphatic system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Anaemia 1 (33.3) 0 1 (33.3) 

  Febrile neutropenia 1 (33.3) 1 (33.3) 0 

Gastrointestinal disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Abdominal pain upper 1 (33.3) 1 (33.3) 0 

  Constipation 1 (33.3) 0 1 (33.3) 

  Gingival bleeding 1 (33.3) 1 (33.3) 0 

  Vomiting 1 (33.3) 1 (33.3) 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 3 (100) 2 (66.7) 1 (33.3) 

  Pyrexia 2 (66.7) 1 (33.3) 1 (33.3) 

  Face oedema 1 (33.3) 1 (33.3) 0 

Immune system disorders    

  -Total 2 (66.7) 0 2 (66.7) 

  Cytokine release syndrome 2 (66.7) 1 (33.3) 1 (33.3) 

  Allergy to immunoglobulin therapy 1 (33.3) 0 1 (33.3) 

Infections and infestations    

  -Total 3 (100) 2 (66.7) 1 (33.3) 

  Cystitis 1 (33.3) 0 1 (33.3) 

  Escherichia urinary tract infection 1 (33.3) 0 1 (33.3) 

  Molluscum contagiosum 1 (33.3) 1 (33.3) 0 

  Nasopharyngitis 1 (33.3) 1 (33.3) 0 

  Pseudomembranous colitis 1 (33.3) 0 1 (33.3) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (33.3) 1 (33.3) 0 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Splinter 1 (33.3) 1 (33.3) 0 

Investigations    

  -Total 1 (33.3) 0 1 (33.3) 

  Clostridium test positive 1 (33.3) 0 1 (33.3) 

Metabolism and nutrition disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Hyperglycaemia 1 (33.3) 1 (33.3) 0 

  Hypokalaemia 1 (33.3) 0 1 (33.3) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (33.3) 0 1 (33.3) 

  Arthralgia 1 (33.3) 1 (33.3) 0 

  Osteoporosis 1 (33.3) 0 1 (33.3) 

Nervous system disorders    

  -Total 2 (66.7) 0 2 (66.7) 

  Headache 1 (33.3) 0 1 (33.3) 

  Neuralgia 1 (33.3) 0 1 (33.3) 

Psychiatric disorders    

  -Total 1 (33.3) 0 1 (33.3) 
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Timing: Any time post CTL019 infusion, Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Anxiety 1 (33.3) 0 1 (33.3) 

  Insomnia 1 (33.3) 0 1 (33.3) 

  Restlessness 1 (33.3) 0 1 (33.3) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (66.7) 0 2 (66.7) 

  Epistaxis 1 (33.3) 0 1 (33.3) 

  Pleural effusion 1 (33.3) 0 1 (33.3) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (33.3) 0 1 (33.3) 

  Decubitus ulcer 1 (33.3) 0 1 (33.3) 

  Rash 1 (33.3) 0 1 (33.3) 

Vascular disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Hypertension 1 (33.3) 0 1 (33.3) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 189g => N on-severe adverse events ( AE CTCAE Grade 1/2) post CTL019 i nfusion that occurred i n at l east 10% of the patients OR  (in at least 10 patients  AND i n at least 1% of the patients),  regar dless of s tudy drug r elationshi p, by pri mary sys tem organ cl ass, pr eferred term, maxi mum CTC grade and N umber of previ ous r elapses (Safety Set ) 
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Table 189g 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

6 (100) 0 6 (100) 

Cardiac disorders    

  -Total 2 (33.3) 1 (16.7) 1 (16.7) 

  Sinus bradycardia 1 (16.7) 1 (16.7) 0 

  Sinus tachycardia 1 (16.7) 1 (16.7) 0 

  Tachycardia 1 (16.7) 0 1 (16.7) 

Congenital, familial and genetic 
disorders 

   

  -Total 1 (16.7) 1 (16.7) 0 

  Talipes 1 (16.7) 1 (16.7) 0 

Endocrine disorders    

  -Total 1 (16.7) 1 (16.7) 0 



  

  

7595 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Precocious puberty 1 (16.7) 1 (16.7) 0 

Eye disorders    

  -Total 1 (16.7) 0 1 (16.7) 

  Optic atrophy 1 (16.7) 0 1 (16.7) 

  Vitreous opacities 1 (16.7) 1 (16.7) 0 

Gastrointestinal disorders    

  -Total 5 (83.3) 2 (33.3) 3 (50.0) 

  Abdominal pain 2 (33.3) 1 (16.7) 1 (16.7) 

  Diarrhoea 2 (33.3) 2 (33.3) 0 

  Nausea 2 (33.3) 0 2 (33.3) 

  Vomiting 2 (33.3) 1 (16.7) 1 (16.7) 

  Dyspepsia 1 (16.7) 1 (16.7) 0 

  Gingival swelling 1 (16.7) 0 1 (16.7) 

General disorders and administration 
site conditions 

   

  -Total 3 (50.0) 1 (16.7) 2 (33.3) 

  Pyrexia 2 (33.3) 1 (16.7) 1 (16.7) 

  Face oedema 1 (16.7) 1 (16.7) 0 

  Oedema 1 (16.7) 0 1 (16.7) 



  

  

7596 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Pain 1 (16.7) 0 1 (16.7) 

Hepatobiliary disorders    

  -Total 1 (16.7) 1 (16.7) 0 

  Hepatic steatosis 1 (16.7) 1 (16.7) 0 

Immune system disorders    

  -Total 4 (66.7) 1 (16.7) 3 (50.0) 

  Cytokine release syndrome 3 (50.0) 1 (16.7) 2 (33.3) 

  Haemophagocytic 
lymphohistiocytosis 

1 (16.7) 0 1 (16.7) 

Infections and infestations    

  -Total 2 (33.3) 0 2 (33.3) 

  Paronychia 1 (16.7) 0 1 (16.7) 

  Rash pustular 1 (16.7) 1 (16.7) 0 

  Viral upper respiratory tract infection 1 (16.7) 0 1 (16.7) 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (33.3) 1 (16.7) 1 (16.7) 

  Femoral neck fracture 1 (16.7) 0 1 (16.7) 

  Transfusion reaction 1 (16.7) 1 (16.7) 0 



  

  

7597 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Investigations    

  -Total 2 (33.3) 0 2 (33.3) 

  Blood potassium decreased 1 (16.7) 0 1 (16.7) 

  Blood uric acid increased 1 (16.7) 0 1 (16.7) 

  Electrocardiogram repolarisation 
abnormality 

1 (16.7) 1 (16.7) 0 

  Immunoglobulins decreased 1 (16.7) 0 1 (16.7) 

  Protein total decreased 1 (16.7) 0 1 (16.7) 

Metabolism and nutrition disorders    

  -Total 2 (33.3) 0 2 (33.3) 

  Hypokalaemia 2 (33.3) 1 (16.7) 1 (16.7) 

  Decreased appetite 1 (16.7) 0 1 (16.7) 

  Hyponatraemia 1 (16.7) 0 1 (16.7) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 4 (66.7) 1 (16.7) 3 (50.0) 

  Pain in extremity 2 (33.3) 0 2 (33.3) 

  Myalgia 1 (16.7) 0 1 (16.7) 

  Osteonecrosis 1 (16.7) 1 (16.7) 0 



  

  

7598 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Osteopenia 1 (16.7) 1 (16.7) 0 

Nervous system disorders    

  -Total 3 (50.0) 1 (16.7) 2 (33.3) 

  Cerebral atrophy 1 (16.7) 1 (16.7) 0 

  Headache 1 (16.7) 1 (16.7) 0 

  Neurological decompensation 1 (16.7) 0 1 (16.7) 

  Tremor 1 (16.7) 0 1 (16.7) 

Psychiatric disorders    

  -Total 1 (16.7) 0 1 (16.7) 

  Agitation 1 (16.7) 0 1 (16.7) 

Renal and urinary disorders    

  -Total 1 (16.7) 0 1 (16.7) 

  Urinary tract disorder 1 (16.7) 0 1 (16.7) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (33.3) 1 (16.7) 1 (16.7) 

  Epistaxis 1 (16.7) 1 (16.7) 0 

  Hypoxia 1 (16.7) 0 1 (16.7) 

  Oropharyngeal pain 1 (16.7) 1 (16.7) 0 



  

  

7599 

Timing: within 8 weeks post infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Tachypnoea 1 (16.7) 1 (16.7) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 5 (83.3) 4 (66.7) 1 (16.7) 

  Rash 3 (50.0) 3 (50.0) 0 

  Dermatitis acneiform 1 (16.7) 1 (16.7) 0 

  Erythema 1 (16.7) 1 (16.7) 0 

  Pruritus 1 (16.7) 0 1 (16.7) 

Vascular disorders    

  -Total 2 (33.3) 2 (33.3) 0 

  Hot flush 1 (16.7) 1 (16.7) 0 

  Vascular occlusion 1 (16.7) 1 (16.7) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189g 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

29 (96.7) 9 (30.0) 20 (66.7) 

Blood and lymphatic system disorders    

  -Total 3 (10.0) 1 (3.3 ) 2 (6.7 ) 

  Anaemia 3 (10.0) 1 (3.3 ) 2 (6.7 ) 

Cardiac disorders    

  -Total 4 (13.3) 4 (13.3) 0 

  Tachycardia 3 (10.0) 3 (10.0) 0 

  Sinus bradycardia 2 (6.7 ) 2 (6.7 ) 0 

  Sinus tachycardia 1 (3.3 ) 1 (3.3 ) 0 

Gastrointestinal disorders    

  -Total 13 (43.3) 7 (23.3) 6 (20.0) 

  Diarrhoea 8 (26.7) 6 (20.0) 2 (6.7 ) 



  

  

7603 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Vomiting 5 (16.7) 4 (13.3) 1 (3.3 ) 

  Nausea 4 (13.3) 1 (3.3 ) 3 (10.0) 

  Abdominal pain 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Constipation 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

General disorders and administration 
site conditions 

   

  -Total 14 (46.7) 8 (26.7) 6 (20.0) 

  Pyrexia 11 (36.7) 8 (26.7) 3 (10.0) 

  Fatigue 3 (10.0) 0 3 (10.0) 

  Face oedema 2 (6.7 ) 2 (6.7 ) 0 

Immune system disorders    

  -Total 17 (56.7) 5 (16.7) 12 (40.0) 

  Cytokine release syndrome 14 (46.7) 5 (16.7) 9 (30.0) 

  Hypogammaglobulinaemia 5 (16.7) 2 (6.7 ) 3 (10.0) 

Infections and infestations    

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Nasopharyngitis 1 (3.3 ) 1 (3.3 ) 0 

Injury, poisoning and procedural 
complications 

   



  

  

7604 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Contusion 1 (3.3 ) 1 (3.3 ) 0 

Investigations    

  -Total 3 (10.0) 2 (6.7 ) 1 (3.3 ) 

  Alanine aminotransferase increased 2 (6.7 ) 2 (6.7 ) 0 

  Aspartate aminotransferase 
increased 

2 (6.7 ) 2 (6.7 ) 0 

  Platelet count decreased 1 (3.3 ) 0 1 (3.3 ) 

Metabolism and nutrition disorders    

  -Total 9 (30.0) 6 (20.0) 3 (10.0) 

  Hypokalaemia 7 (23.3) 5 (16.7) 2 (6.7 ) 

  Hypophosphataemia 4 (13.3) 4 (13.3) 0 

  Decreased appetite 1 (3.3 ) 1 (3.3 ) 0 

  Hyperkalaemia 1 (3.3 ) 0 1 (3.3 ) 

  Hypocalcaemia 1 (3.3 ) 1 (3.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Pain in extremity 1 (3.3 ) 1 (3.3 ) 0 



  

  

7605 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Nervous system disorders    

  -Total 6 (20.0) 2 (6.7 ) 4 (13.3) 

  Headache 4 (13.3) 1 (3.3 ) 3 (10.0) 

  Tremor 2 (6.7 ) 2 (6.7 ) 0 

  Seizure 1 (3.3 ) 0 1 (3.3 ) 

Psychiatric disorders    

  -Total 2 (6.7 ) 0 2 (6.7 ) 

  Agitation 1 (3.3 ) 0 1 (3.3 ) 

  Insomnia 1 (3.3 ) 0 1 (3.3 ) 

Renal and urinary disorders    

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Haematuria 1 (3.3 ) 1 (3.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 5 (16.7) 3 (10.0) 2 (6.7 ) 

  Cough 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Epistaxis 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Hypoxia 1 (3.3 ) 1 (3.3 ) 0 

  Rhinorrhoea 1 (3.3 ) 1 (3.3 ) 0 



  

  

7606 

Timing: within 8 weeks post infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 6 (20.0) 5 (16.7) 1 (3.3 ) 

  Erythema 2 (6.7 ) 2 (6.7 ) 0 

  Petechiae 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Rash 2 (6.7 ) 2 (6.7 ) 0 

Vascular disorders    

  -Total 5 (16.7) 4 (13.3) 1 (3.3 ) 

  Hypotension 3 (10.0) 2 (6.7 ) 1 (3.3 ) 

  Hypertension 2 (6.7 ) 2 (6.7 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189g 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

21 (100) 3 (14.3) 18 (85.7) 

Blood and lymphatic system disorders    

  -Total 3 (14.3) 0 3 (14.3) 

  Anaemia 3 (14.3) 0 3 (14.3) 

Cardiac disorders    

  -Total 4 (19.0) 3 (14.3) 1 (4.8 ) 

  Tachycardia 3 (14.3) 2 (9.5 ) 1 (4.8 ) 

  Sinus tachycardia 1 (4.8 ) 1 (4.8 ) 0 

Gastrointestinal disorders    

  -Total 7 (33.3) 4 (19.0) 3 (14.3) 

  Abdominal pain 2 (9.5 ) 2 (9.5 ) 0 



  

  

7608 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Diarrhoea 2 (9.5 ) 2 (9.5 ) 0 

  Nausea 2 (9.5 ) 0 2 (9.5 ) 

  Vomiting 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

  Abdominal distension 1 (4.8 ) 1 (4.8 ) 0 

  Proctalgia 1 (4.8 ) 1 (4.8 ) 0 

  Stomatitis 1 (4.8 ) 0 1 (4.8 ) 

General disorders and administration 
site conditions 

   

  -Total 6 (28.6) 1 (4.8 ) 5 (23.8) 

  Pyrexia 5 (23.8) 1 (4.8 ) 4 (19.0) 

  Fatigue 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

  Pain 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

  Face oedema 1 (4.8 ) 1 (4.8 ) 0 

  Localised oedema 1 (4.8 ) 1 (4.8 ) 0 

  Non-cardiac chest pain 1 (4.8 ) 1 (4.8 ) 0 

Immune system disorders    

  -Total 15 (71.4) 8 (38.1) 7 (33.3) 

  Cytokine release syndrome 13 (61.9) 8 (38.1) 5 (23.8) 

  Hypogammaglobulinaemia 4 (19.0) 2 (9.5 ) 2 (9.5 ) 



  

  

7609 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Drug hypersensitivity 1 (4.8 ) 0 1 (4.8 ) 

Infections and infestations    

  -Total 1 (4.8 ) 0 1 (4.8 ) 

  Upper respiratory tract infection 1 (4.8 ) 0 1 (4.8 ) 

Investigations    

  -Total 3 (14.3) 0 3 (14.3) 

  Aspartate aminotransferase 
increased 

1 (4.8 ) 0 1 (4.8 ) 

  Immunoglobulins decreased 1 (4.8 ) 0 1 (4.8 ) 

  White blood cell count decreased 1 (4.8 ) 0 1 (4.8 ) 

Metabolism and nutrition disorders    

  -Total 7 (33.3) 2 (9.5 ) 5 (23.8) 

  Hypokalaemia 4 (19.0) 2 (9.5 ) 2 (9.5 ) 

  Hypoalbuminaemia 3 (14.3) 0 3 (14.3) 

  Hypomagnesaemia 3 (14.3) 3 (14.3) 0 

  Hypophosphataemia 3 (14.3) 1 (4.8 ) 2 (9.5 ) 

  Hypocalcaemia 1 (4.8 ) 0 1 (4.8 ) 

  Hyponatraemia 1 (4.8 ) 1 (4.8 ) 0 



  

  

7610 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 7 (33.3) 4 (19.0) 3 (14.3) 

  Myalgia 4 (19.0) 4 (19.0) 0 

  Arthralgia 2 (9.5 ) 0 2 (9.5 ) 

  Muscular weakness 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

  Back pain 1 (4.8 ) 1 (4.8 ) 0 

  Pain in extremity 1 (4.8 ) 1 (4.8 ) 0 

Nervous system disorders    

  -Total 7 (33.3) 2 (9.5 ) 5 (23.8) 

  Headache 4 (19.0) 2 (9.5 ) 2 (9.5 ) 

  Seizure 3 (14.3) 1 (4.8 ) 2 (9.5 ) 

  Lethargy 1 (4.8 ) 0 1 (4.8 ) 

  Tremor 1 (4.8 ) 1 (4.8 ) 0 

Psychiatric disorders    

  -Total 2 (9.5 ) 2 (9.5 ) 0 

  Agitation 1 (4.8 ) 1 (4.8 ) 0 

  Insomnia 1 (4.8 ) 1 (4.8 ) 0 

Renal and urinary disorders    



  

  

7611 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 1 (4.8 ) 1 (4.8 ) 0 

  Haematuria 1 (4.8 ) 1 (4.8 ) 0 

  Proteinuria 1 (4.8 ) 1 (4.8 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 6 (28.6) 4 (19.0) 2 (9.5 ) 

  Cough 4 (19.0) 3 (14.3) 1 (4.8 ) 

  Hypoxia 2 (9.5 ) 0 2 (9.5 ) 

  Oropharyngeal pain 1 (4.8 ) 1 (4.8 ) 0 

  Tachypnoea 1 (4.8 ) 1 (4.8 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 4 (19.0) 4 (19.0) 0 

  Pruritus 3 (14.3) 3 (14.3) 0 

  Rash 2 (9.5 ) 2 (9.5 ) 0 

  Petechiae 1 (4.8 ) 1 (4.8 ) 0 

Vascular disorders    

  -Total 4 (19.0) 2 (9.5 ) 2 (9.5 ) 

  Hypertension 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 



  

  

7612 

Timing: within 8 weeks post infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypotension 1 (4.8 ) 1 (4.8 ) 0 

  Pallor 1 (4.8 ) 0 1 (4.8 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189g 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

12 (100) 1 (8.3 ) 11 (91.7) 

Blood and lymphatic system disorders    

  -Total 5 (41.7) 4 (33.3) 1 (8.3 ) 

  Anaemia 4 (33.3) 4 (33.3) 0 

  Thrombocytopenia 1 (8.3 ) 0 1 (8.3 ) 

Cardiac disorders    

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Tachycardia 1 (8.3 ) 1 (8.3 ) 0 

Gastrointestinal disorders    

  -Total 4 (33.3) 2 (16.7) 2 (16.7) 

  Diarrhoea 2 (16.7) 2 (16.7) 0 



  

  

7614 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Nausea 2 (16.7) 0 2 (16.7) 

  Constipation 1 (8.3 ) 1 (8.3 ) 0 

  Vomiting 1 (8.3 ) 1 (8.3 ) 0 

General disorders and administration 
site conditions 

   

  -Total 7 (58.3) 5 (41.7) 2 (16.7) 

  Pyrexia 5 (41.7) 3 (25.0) 2 (16.7) 

  Asthenia 2 (16.7) 2 (16.7) 0 

  Fatigue 2 (16.7) 2 (16.7) 0 

Immune system disorders    

  -Total 10 (83.3) 1 (8.3 ) 9 (75.0) 

  Cytokine release syndrome 9 (75.0) 1 (8.3 ) 8 (66.7) 

  Hypogammaglobulinaemia 6 (50.0) 0 6 (50.0) 

Infections and infestations    

  -Total 1 (8.3 ) 0 1 (8.3 ) 

  Upper respiratory tract infection 1 (8.3 ) 0 1 (8.3 ) 

Investigations    

  -Total 4 (33.3) 1 (8.3 ) 3 (25.0) 

  Platelet count decreased 3 (25.0) 1 (8.3 ) 2 (16.7) 



  

  

7615 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  White blood cell count decreased 2 (16.7) 0 2 (16.7) 

  Aspartate aminotransferase 
increased 

1 (8.3 ) 1 (8.3 ) 0 

  Neutrophil count decreased 1 (8.3 ) 1 (8.3 ) 0 

Metabolism and nutrition disorders    

  -Total 5 (41.7) 3 (25.0) 2 (16.7) 

  Decreased appetite 3 (25.0) 3 (25.0) 0 

  Hypoalbuminaemia 3 (25.0) 2 (16.7) 1 (8.3 ) 

  Hypocalcaemia 2 (16.7) 0 2 (16.7) 

  Hypophosphataemia 1 (8.3 ) 1 (8.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (16.7) 2 (16.7) 0 

  Arthralgia 1 (8.3 ) 1 (8.3 ) 0 

  Myalgia 1 (8.3 ) 1 (8.3 ) 0 

Nervous system disorders    

  -Total 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  Headache 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

Psychiatric disorders    



  

  

7616 

Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 2 (16.7) 0 2 (16.7) 

  Insomnia 2 (16.7) 0 2 (16.7) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (16.7) 0 2 (16.7) 

  Dyspnoea 1 (8.3 ) 1 (8.3 ) 0 

  Hypoxia 1 (8.3 ) 0 1 (8.3 ) 

  Oropharyngeal pain 1 (8.3 ) 0 1 (8.3 ) 

  Rhinorrhoea 1 (8.3 ) 1 (8.3 ) 0 

  Tachypnoea 1 (8.3 ) 1 (8.3 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 5 (41.7) 3 (25.0) 2 (16.7) 

  Erythema 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  Pruritus 2 (16.7) 2 (16.7) 0 

  Hangnail 1 (8.3 ) 1 (8.3 ) 0 

  Ingrowing nail 1 (8.3 ) 1 (8.3 ) 0 

  Petechiae 1 (8.3 ) 1 (8.3 ) 0 

  Rash 1 (8.3 ) 0 1 (8.3 ) 
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Timing: within 8 weeks post infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Vascular disorders    

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Hypotension 1 (8.3 ) 1 (8.3 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189g 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

3 (60.0) 2 (40.0) 1 (20.0) 

Blood and lymphatic system disorders    

  -Total 1 (20.0) 0 1 (20.0) 

  Anaemia 1 (20.0) 0 1 (20.0) 

  Leukocytosis 1 (20.0) 0 1 (20.0) 

Cardiac disorders    

  -Total 1 (20.0) 1 (20.0) 0 

  Sinus bradycardia 1 (20.0) 1 (20.0) 0 

  Sinus tachycardia 1 (20.0) 1 (20.0) 0 

  Tachycardia 1 (20.0) 1 (20.0) 0 

Ear and labyrinth disorders    
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 1 (20.0) 1 (20.0) 0 

  Ear pain 1 (20.0) 1 (20.0) 0 

Endocrine disorders    

  -Total 1 (20.0) 1 (20.0) 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (20.0) 1 (20.0) 0 

Eye disorders    

  -Total 1 (20.0) 1 (20.0) 0 

  Eye pain 1 (20.0) 1 (20.0) 0 

  Ocular hyperaemia 1 (20.0) 1 (20.0) 0 

  Visual impairment 1 (20.0) 1 (20.0) 0 

Gastrointestinal disorders    

  -Total 2 (40.0) 1 (20.0) 1 (20.0) 

  Abdominal pain 2 (40.0) 1 (20.0) 1 (20.0) 

  Abdominal distension 1 (20.0) 0 1 (20.0) 

  Constipation 1 (20.0) 1 (20.0) 0 

  Dental caries 1 (20.0) 1 (20.0) 0 

  Diarrhoea 1 (20.0) 0 1 (20.0) 

  Nausea 1 (20.0) 0 1 (20.0) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Oral pain 1 (20.0) 0 1 (20.0) 

  Periodontal disease 1 (20.0) 1 (20.0) 0 

  Proctalgia 1 (20.0) 0 1 (20.0) 

  Stomatitis 1 (20.0) 0 1 (20.0) 

  Vomiting 1 (20.0) 0 1 (20.0) 

General disorders and administration 
site conditions 

   

  -Total 1 (20.0) 0 1 (20.0) 

  Facial pain 1 (20.0) 0 1 (20.0) 

  Generalised oedema 1 (20.0) 0 1 (20.0) 

  Localised oedema 1 (20.0) 1 (20.0) 0 

  Malaise 1 (20.0) 0 1 (20.0) 

  Non-cardiac chest pain 1 (20.0) 0 1 (20.0) 

  Pyrexia 1 (20.0) 0 1 (20.0) 

Immune system disorders    

  -Total 1 (20.0) 0 1 (20.0) 

  Drug hypersensitivity 1 (20.0) 0 1 (20.0) 

Infections and infestations    

  -Total 2 (40.0) 1 (20.0) 1 (20.0) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Catheter site infection 1 (20.0) 0 1 (20.0) 

  Enterovirus infection 1 (20.0) 0 1 (20.0) 

  Mucosal infection 1 (20.0) 0 1 (20.0) 

  Nasopharyngitis 1 (20.0) 1 (20.0) 0 

  Rash pustular 1 (20.0) 1 (20.0) 0 

  Rhinovirus infection 1 (20.0) 0 1 (20.0) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (20.0) 0 1 (20.0) 

  Contusion 1 (20.0) 1 (20.0) 0 

  Skin abrasion 1 (20.0) 0 1 (20.0) 

Investigations    

  -Total 1 (20.0) 0 1 (20.0) 

  Neutrophil count decreased 1 (20.0) 0 1 (20.0) 

Metabolism and nutrition disorders    

  -Total 1 (20.0) 0 1 (20.0) 

  Hyperkalaemia 1 (20.0) 1 (20.0) 0 

  Hypokalaemia 1 (20.0) 0 1 (20.0) 

  Hypomagnesaemia 1 (20.0) 1 (20.0) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (40.0) 1 (20.0) 1 (20.0) 

  Back pain 2 (40.0) 1 (20.0) 1 (20.0) 

  Arthralgia 1 (20.0) 0 1 (20.0) 

  Muscular weakness 1 (20.0) 1 (20.0) 0 

  Neck pain 1 (20.0) 1 (20.0) 0 

  Pain in extremity 1 (20.0) 0 1 (20.0) 

Nervous system disorders    

  -Total 2 (40.0) 1 (20.0) 1 (20.0) 

  Headache 2 (40.0) 2 (40.0) 0 

  Dysarthria 1 (20.0) 0 1 (20.0) 

  Facial paralysis 1 (20.0) 0 1 (20.0) 

  Lethargy 1 (20.0) 1 (20.0) 0 

  Neuropathy peripheral 1 (20.0) 0 1 (20.0) 

Psychiatric disorders    

  -Total 1 (20.0) 0 1 (20.0) 

  Agitation 1 (20.0) 0 1 (20.0) 

Renal and urinary disorders    
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 1 (20.0) 0 1 (20.0) 

  Haematuria 1 (20.0) 1 (20.0) 0 

  Proteinuria 1 (20.0) 0 1 (20.0) 

Reproductive system and breast 
disorders 

   

  -Total 1 (20.0) 0 1 (20.0) 

  Perineal pain 1 (20.0) 1 (20.0) 0 

  Vulvovaginal pain 1 (20.0) 0 1 (20.0) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (20.0) 0 1 (20.0) 

  Cough 1 (20.0) 1 (20.0) 0 

  Dyspnoea 1 (20.0) 0 1 (20.0) 

  Epistaxis 1 (20.0) 1 (20.0) 0 

  Nasal congestion 1 (20.0) 1 (20.0) 0 

  Nasal septum perforation 1 (20.0) 0 1 (20.0) 

  Oropharyngeal pain 1 (20.0) 0 1 (20.0) 

  Productive cough 1 (20.0) 1 (20.0) 0 

  Rhinalgia 1 (20.0) 1 (20.0) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Rhinorrhoea 1 (20.0) 0 1 (20.0) 

  Sinus pain 1 (20.0) 1 (20.0) 0 

  Tachypnoea 1 (20.0) 0 1 (20.0) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (20.0) 1 (20.0) 0 

  Dermatitis bullous 1 (20.0) 1 (20.0) 0 

  Petechiae 1 (20.0) 1 (20.0) 0 

  Pruritus 1 (20.0) 1 (20.0) 0 

  Rash 1 (20.0) 1 (20.0) 0 

  Skin ulcer 1 (20.0) 1 (20.0) 0 

Vascular disorders    

  -Total 1 (20.0) 0 1 (20.0) 

  Embolism 1 (20.0) 0 1 (20.0) 

  Flushing 1 (20.0) 1 (20.0) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 
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grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189g 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

15 (62.5) 4 (16.7) 11 (45.8) 

Blood and lymphatic system disorders    

  -Total 4 (16.7) 1 (4.2 ) 3 (12.5) 

  Thrombocytopenia 3 (12.5) 1 (4.2 ) 2 (8.3 ) 

  Anaemia 1 (4.2 ) 0 1 (4.2 ) 

Cardiac disorders    

  -Total 1 (4.2 ) 1 (4.2 ) 0 

  Tachycardia 1 (4.2 ) 1 (4.2 ) 0 

Eye disorders    

  -Total 1 (4.2 ) 0 1 (4.2 ) 

  Eye pain 1 (4.2 ) 0 1 (4.2 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Gastrointestinal disorders    

  -Total 6 (25.0) 4 (16.7) 2 (8.3 ) 

  Constipation 3 (12.5) 2 (8.3 ) 1 (4.2 ) 

  Abdominal pain 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 

  Diarrhoea 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 

  Vomiting 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 

  Nausea 1 (4.2 ) 1 (4.2 ) 0 

General disorders and administration 
site conditions 

   

  -Total 6 (25.0) 1 (4.2 ) 5 (20.8) 

  Pyrexia 5 (20.8) 0 5 (20.8) 

  Fatigue 1 (4.2 ) 1 (4.2 ) 0 

  Pain 1 (4.2 ) 1 (4.2 ) 0 

Immune system disorders    

  -Total 4 (16.7) 1 (4.2 ) 3 (12.5) 

  Hypogammaglobulinaemia 3 (12.5) 1 (4.2 ) 2 (8.3 ) 

  Cytokine release syndrome 1 (4.2 ) 0 1 (4.2 ) 

Infections and infestations    

  -Total 7 (29.2) 4 (16.7) 3 (12.5) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Nasopharyngitis 3 (12.5) 3 (12.5) 0 

  Rhinitis 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 

  Enterovirus infection 1 (4.2 ) 1 (4.2 ) 0 

  Rash pustular 1 (4.2 ) 1 (4.2 ) 0 

  Upper respiratory tract infection 1 (4.2 ) 0 1 (4.2 ) 

  Viral upper respiratory tract infection 1 (4.2 ) 0 1 (4.2 ) 

Investigations    

  -Total 4 (16.7) 1 (4.2 ) 3 (12.5) 

  Alanine aminotransferase increased 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 

  Aspartate aminotransferase 
increased 

2 (8.3 ) 2 (8.3 ) 0 

  Platelet count decreased 2 (8.3 ) 0 2 (8.3 ) 

  White blood cell count decreased 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 

  Neutrophil count decreased 1 (4.2 ) 0 1 (4.2 ) 

Metabolism and nutrition disorders    

  -Total 5 (20.8) 3 (12.5) 2 (8.3 ) 

  Decreased appetite 2 (8.3 ) 2 (8.3 ) 0 

  Hypomagnesaemia 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 

  Hypophosphataemia 2 (8.3 ) 1 (4.2 ) 1 (4.2 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hyperkalaemia 1 (4.2 ) 1 (4.2 ) 0 

  Hypoalbuminaemia 1 (4.2 ) 1 (4.2 ) 0 

  Hypocalcaemia 1 (4.2 ) 0 1 (4.2 ) 

  Hypokalaemia 1 (4.2 ) 1 (4.2 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 5 (20.8) 2 (8.3 ) 3 (12.5) 

  Pain in extremity 3 (12.5) 1 (4.2 ) 2 (8.3 ) 

  Arthralgia 2 (8.3 ) 0 2 (8.3 ) 

  Back pain 2 (8.3 ) 2 (8.3 ) 0 

Nervous system disorders    

  -Total 1 (4.2 ) 0 1 (4.2 ) 

  Headache 1 (4.2 ) 0 1 (4.2 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 4 (16.7) 3 (12.5) 1 (4.2 ) 

  Cough 4 (16.7) 3 (12.5) 1 (4.2 ) 

  Epistaxis 1 (4.2 ) 1 (4.2 ) 0 

  Nasal congestion 1 (4.2 ) 1 (4.2 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=24 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Oropharyngeal pain 1 (4.2 ) 1 (4.2 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 3 (12.5) 1 (4.2 ) 2 (8.3 ) 

  Erythema 1 (4.2 ) 1 (4.2 ) 0 

  Ingrowing nail 1 (4.2 ) 0 1 (4.2 ) 

  Rash 1 (4.2 ) 0 1 (4.2 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189g 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

14 (73.7) 5 (26.3) 9 (47.4) 

Blood and lymphatic system disorders    

  -Total 1 (5.3 ) 0 1 (5.3 ) 

  Anaemia 1 (5.3 ) 0 1 (5.3 ) 

Cardiac disorders    

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Sinus tachycardia 1 (5.3 ) 1 (5.3 ) 0 

Gastrointestinal disorders    

  -Total 6 (31.6) 3 (15.8) 3 (15.8) 

  Constipation 2 (10.5) 1 (5.3 ) 1 (5.3 ) 

  Vomiting 2 (10.5) 2 (10.5) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Abdominal distension 1 (5.3 ) 1 (5.3 ) 0 

  Abdominal pain 1 (5.3 ) 1 (5.3 ) 0 

  Nausea 1 (5.3 ) 0 1 (5.3 ) 

  Stomatitis 1 (5.3 ) 0 1 (5.3 ) 

General disorders and administration 
site conditions 

   

  -Total 7 (36.8) 5 (26.3) 2 (10.5) 

  Pyrexia 6 (31.6) 4 (21.1) 2 (10.5) 

  Face oedema 1 (5.3 ) 1 (5.3 ) 0 

Immune system disorders    

  -Total 2 (10.5) 2 (10.5) 0 

  Drug hypersensitivity 1 (5.3 ) 1 (5.3 ) 0 

  Hypogammaglobulinaemia 1 (5.3 ) 1 (5.3 ) 0 

Infections and infestations    

  -Total 7 (36.8) 4 (21.1) 3 (15.8) 

  Nasopharyngitis 3 (15.8) 2 (10.5) 1 (5.3 ) 

  Rhinitis 3 (15.8) 3 (15.8) 0 

  Upper respiratory tract infection 3 (15.8) 1 (5.3 ) 2 (10.5) 

  Paronychia 1 (5.3 ) 0 1 (5.3 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Rash pustular 1 (5.3 ) 1 (5.3 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Contusion 1 (5.3 ) 1 (5.3 ) 0 

Investigations    

  -Total 2 (10.5) 1 (5.3 ) 1 (5.3 ) 

  Platelet count decreased 2 (10.5) 1 (5.3 ) 1 (5.3 ) 

  Neutrophil count decreased 1 (5.3 ) 0 1 (5.3 ) 

  White blood cell count decreased 1 (5.3 ) 1 (5.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (10.5) 1 (5.3 ) 1 (5.3 ) 

  Arthralgia 2 (10.5) 1 (5.3 ) 1 (5.3 ) 

  Osteopenia 1 (5.3 ) 1 (5.3 ) 0 

Nervous system disorders    

  -Total 2 (10.5) 2 (10.5) 0 

  Headache 2 (10.5) 2 (10.5) 0 

Psychiatric disorders    
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Insomnia 1 (5.3 ) 1 (5.3 ) 0 

Renal and urinary disorders    

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Haematuria 1 (5.3 ) 1 (5.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 7 (36.8) 5 (26.3) 2 (10.5) 

  Cough 4 (21.1) 3 (15.8) 1 (5.3 ) 

  Epistaxis 3 (15.8) 2 (10.5) 1 (5.3 ) 

  Nasal congestion 2 (10.5) 2 (10.5) 0 

  Oropharyngeal pain 1 (5.3 ) 0 1 (5.3 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 2 (10.5) 2 (10.5) 0 

  Petechiae 1 (5.3 ) 1 (5.3 ) 0 

  Pruritus 1 (5.3 ) 1 (5.3 ) 0 

Vascular disorders    

  -Total 3 (15.8) 2 (10.5) 1 (5.3 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Pallor 2 (10.5) 2 (10.5) 0 

  Hypertension 1 (5.3 ) 0 1 (5.3 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189g 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

9 (75.0) 3 (25.0) 6 (50.0) 

Blood and lymphatic system disorders    

  -Total 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  Anaemia 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

Gastrointestinal disorders    

  -Total 3 (25.0) 1 (8.3 ) 2 (16.7) 

  Nausea 3 (25.0) 2 (16.7) 1 (8.3 ) 

  Diarrhoea 1 (8.3 ) 0 1 (8.3 ) 

General disorders and administration 
site conditions 

   

  -Total 1 (8.3 ) 0 1 (8.3 ) 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Pyrexia 1 (8.3 ) 0 1 (8.3 ) 

Infections and infestations    

  -Total 4 (33.3) 3 (25.0) 1 (8.3 ) 

  Bronchitis 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  Nasopharyngitis 1 (8.3 ) 1 (8.3 ) 0 

  Upper respiratory tract infection 1 (8.3 ) 1 (8.3 ) 0 

Investigations    

  -Total 3 (25.0) 3 (25.0) 0 

  Alanine aminotransferase increased 2 (16.7) 2 (16.7) 0 

  Aspartate aminotransferase 
increased 

2 (16.7) 2 (16.7) 0 

  Platelet count decreased 2 (16.7) 2 (16.7) 0 

Metabolism and nutrition disorders    

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Hypomagnesaemia 1 (8.3 ) 1 (8.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 1 (8.3 ) 0 1 (8.3 ) 

  Arthralgia 1 (8.3 ) 1 (8.3 ) 0 
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Timing: >8 weeks to 1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Back pain 1 (8.3 ) 0 1 (8.3 ) 

  Neck pain 1 (8.3 ) 0 1 (8.3 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  Cough 1 (8.3 ) 1 (8.3 ) 0 

  Dyspnoea 1 (8.3 ) 0 1 (8.3 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  Hangnail 1 (8.3 ) 1 (8.3 ) 0 

  Ingrowing nail 1 (8.3 ) 0 1 (8.3 ) 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189g 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=2 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189g 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=8 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189g 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post-CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

1 (20.0) 1 (20.0) 0 

Infections and infestations    

  -Total 1 (20.0) 1 (20.0) 0 

  Rhinitis 1 (20.0) 1 (20.0) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189g 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: >1 year post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=5 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

No records met the criteria    

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189g 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

6 (100) 0 6 (100) 

Blood and lymphatic system disorders    

  -Total 1 (16.7) 0 1 (16.7) 

  Anaemia 1 (16.7) 0 1 (16.7) 

  Leukocytosis 1 (16.7) 0 1 (16.7) 

Cardiac disorders    

  -Total 2 (33.3) 1 (16.7) 1 (16.7) 

  Tachycardia 2 (33.3) 1 (16.7) 1 (16.7) 

  Sinus bradycardia 1 (16.7) 1 (16.7) 0 

  Sinus tachycardia 1 (16.7) 1 (16.7) 0 



  

  

7646 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Congenital, familial and genetic 
disorders 

   

  -Total 1 (16.7) 1 (16.7) 0 

  Talipes 1 (16.7) 1 (16.7) 0 

Ear and labyrinth disorders    

  -Total 1 (16.7) 1 (16.7) 0 

  Ear pain 1 (16.7) 1 (16.7) 0 

Endocrine disorders    

  -Total 1 (16.7) 1 (16.7) 0 

  Inappropriate antidiuretic hormone 
secretion 

1 (16.7) 1 (16.7) 0 

  Precocious puberty 1 (16.7) 1 (16.7) 0 

Eye disorders    

  -Total 2 (33.3) 1 (16.7) 1 (16.7) 

  Eye pain 1 (16.7) 1 (16.7) 0 

  Ocular hyperaemia 1 (16.7) 1 (16.7) 0 

  Optic atrophy 1 (16.7) 0 1 (16.7) 

  Visual impairment 1 (16.7) 1 (16.7) 0 

  Vitreous opacities 1 (16.7) 1 (16.7) 0 



  

  

7647 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Gastrointestinal disorders    

  -Total 5 (83.3) 1 (16.7) 4 (66.7) 

  Nausea 3 (50.0) 0 3 (50.0) 

  Vomiting 3 (50.0) 1 (16.7) 2 (33.3) 

  Abdominal pain 2 (33.3) 0 2 (33.3) 

  Diarrhoea 2 (33.3) 1 (16.7) 1 (16.7) 

  Abdominal distension 1 (16.7) 0 1 (16.7) 

  Constipation 1 (16.7) 1 (16.7) 0 

  Dental caries 1 (16.7) 1 (16.7) 0 

  Dyspepsia 1 (16.7) 1 (16.7) 0 

  Gingival swelling 1 (16.7) 0 1 (16.7) 

  Oral pain 1 (16.7) 0 1 (16.7) 

  Periodontal disease 1 (16.7) 1 (16.7) 0 

  Proctalgia 1 (16.7) 0 1 (16.7) 

  Stomatitis 1 (16.7) 0 1 (16.7) 

General disorders and administration 
site conditions 

   

  -Total 3 (50.0) 0 3 (50.0) 

  Pyrexia 2 (33.3) 0 2 (33.3) 



  

  

7648 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Face oedema 1 (16.7) 1 (16.7) 0 

  Facial pain 1 (16.7) 0 1 (16.7) 

  Generalised oedema 1 (16.7) 0 1 (16.7) 

  Localised oedema 1 (16.7) 1 (16.7) 0 

  Malaise 1 (16.7) 0 1 (16.7) 

  Non-cardiac chest pain 1 (16.7) 0 1 (16.7) 

  Oedema 1 (16.7) 0 1 (16.7) 

  Pain 1 (16.7) 0 1 (16.7) 

Hepatobiliary disorders    

  -Total 1 (16.7) 1 (16.7) 0 

  Hepatic steatosis 1 (16.7) 1 (16.7) 0 

Immune system disorders    

  -Total 4 (66.7) 0 4 (66.7) 

  Cytokine release syndrome 3 (50.0) 1 (16.7) 2 (33.3) 

  Drug hypersensitivity 1 (16.7) 0 1 (16.7) 

  Haemophagocytic 
lymphohistiocytosis 

1 (16.7) 0 1 (16.7) 

Infections and infestations    

  -Total 3 (50.0) 1 (16.7) 2 (33.3) 



  

  

7649 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Catheter site infection 1 (16.7) 0 1 (16.7) 

  Enterovirus infection 1 (16.7) 0 1 (16.7) 

  Mucosal infection 1 (16.7) 0 1 (16.7) 

  Nasopharyngitis 1 (16.7) 1 (16.7) 0 

  Paronychia 1 (16.7) 0 1 (16.7) 

  Rash pustular 1 (16.7) 1 (16.7) 0 

  Rhinovirus infection 1 (16.7) 0 1 (16.7) 

  Viral upper respiratory tract infection 1 (16.7) 0 1 (16.7) 

Injury, poisoning and procedural 
complications 

   

  -Total 3 (50.0) 1 (16.7) 2 (33.3) 

  Contusion 1 (16.7) 1 (16.7) 0 

  Femoral neck fracture 1 (16.7) 0 1 (16.7) 

  Skin abrasion 1 (16.7) 0 1 (16.7) 

  Transfusion reaction 1 (16.7) 1 (16.7) 0 

Investigations    

  -Total 3 (50.0) 0 3 (50.0) 

  Blood potassium decreased 1 (16.7) 0 1 (16.7) 

  Blood uric acid increased 1 (16.7) 0 1 (16.7) 



  

  

7650 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Electrocardiogram repolarisation 
abnormality 

1 (16.7) 1 (16.7) 0 

  Immunoglobulins decreased 1 (16.7) 0 1 (16.7) 

  Neutrophil count decreased 1 (16.7) 0 1 (16.7) 

  Protein total decreased 1 (16.7) 0 1 (16.7) 

Metabolism and nutrition disorders    

  -Total 2 (33.3) 0 2 (33.3) 

  Hypokalaemia 2 (33.3) 0 2 (33.3) 

  Decreased appetite 1 (16.7) 0 1 (16.7) 

  Hyperkalaemia 1 (16.7) 1 (16.7) 0 

  Hypomagnesaemia 1 (16.7) 1 (16.7) 0 

  Hyponatraemia 1 (16.7) 0 1 (16.7) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 4 (66.7) 1 (16.7) 3 (50.0) 

  Back pain 2 (33.3) 1 (16.7) 1 (16.7) 

  Pain in extremity 2 (33.3) 0 2 (33.3) 

  Arthralgia 1 (16.7) 0 1 (16.7) 

  Muscular weakness 1 (16.7) 1 (16.7) 0 



  

  

7651 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Myalgia 1 (16.7) 0 1 (16.7) 

  Neck pain 1 (16.7) 1 (16.7) 0 

  Osteonecrosis 1 (16.7) 1 (16.7) 0 

  Osteopenia 1 (16.7) 1 (16.7) 0 

Nervous system disorders    

  -Total 4 (66.7) 1 (16.7) 3 (50.0) 

  Headache 2 (33.3) 2 (33.3) 0 

  Cerebral atrophy 1 (16.7) 1 (16.7) 0 

  Dysarthria 1 (16.7) 0 1 (16.7) 

  Facial paralysis 1 (16.7) 0 1 (16.7) 

  Lethargy 1 (16.7) 1 (16.7) 0 

  Neurological decompensation 1 (16.7) 0 1 (16.7) 

  Neuropathy peripheral 1 (16.7) 0 1 (16.7) 

  Tremor 1 (16.7) 0 1 (16.7) 

Psychiatric disorders    

  -Total 1 (16.7) 0 1 (16.7) 

  Agitation 1 (16.7) 0 1 (16.7) 

Renal and urinary disorders    

  -Total 2 (33.3) 0 2 (33.3) 



  

  

7652 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Haematuria 1 (16.7) 1 (16.7) 0 

  Proteinuria 1 (16.7) 0 1 (16.7) 

  Urinary tract disorder 1 (16.7) 0 1 (16.7) 

Reproductive system and breast 
disorders 

   

  -Total 1 (16.7) 0 1 (16.7) 

  Perineal pain 1 (16.7) 1 (16.7) 0 

  Vulvovaginal pain 1 (16.7) 0 1 (16.7) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (33.3) 1 (16.7) 1 (16.7) 

  Epistaxis 2 (33.3) 2 (33.3) 0 

  Oropharyngeal pain 2 (33.3) 1 (16.7) 1 (16.7) 

  Cough 1 (16.7) 1 (16.7) 0 

  Dyspnoea 1 (16.7) 0 1 (16.7) 

  Hypoxia 1 (16.7) 0 1 (16.7) 

  Nasal congestion 1 (16.7) 1 (16.7) 0 

  Nasal septum perforation 1 (16.7) 0 1 (16.7) 

  Productive cough 1 (16.7) 1 (16.7) 0 



  

  

7653 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Rhinalgia 1 (16.7) 1 (16.7) 0 

  Rhinorrhoea 1 (16.7) 0 1 (16.7) 

  Sinus pain 1 (16.7) 1 (16.7) 0 

  Tachypnoea 1 (16.7) 0 1 (16.7) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 5 (83.3) 4 (66.7) 1 (16.7) 

  Rash 3 (50.0) 3 (50.0) 0 

  Pruritus 2 (33.3) 1 (16.7) 1 (16.7) 

  Dermatitis acneiform 1 (16.7) 1 (16.7) 0 

  Dermatitis bullous 1 (16.7) 1 (16.7) 0 

  Erythema 1 (16.7) 1 (16.7) 0 

  Petechiae 1 (16.7) 1 (16.7) 0 

  Skin ulcer 1 (16.7) 1 (16.7) 0 

Vascular disorders    

  -Total 3 (50.0) 2 (33.3) 1 (16.7) 

  Embolism 1 (16.7) 0 1 (16.7) 

  Flushing 1 (16.7) 1 (16.7) 0 

  Hot flush 1 (16.7) 1 (16.7) 0 



  

  

7654 

Timing: Any time post CTL019 infusion, Number of previous relapses: 0 

 
All patients 

N=6 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Vascular occlusion 1 (16.7) 1 (16.7) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 189g 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

29 (96.7) 7 (23.3) 22 (73.3) 

Blood and lymphatic system disorders    

  -Total 6 (20.0) 2 (6.7 ) 4 (13.3) 

  Anaemia 3 (10.0) 1 (3.3 ) 2 (6.7 ) 

  Thrombocytopenia 3 (10.0) 1 (3.3 ) 2 (6.7 ) 

Cardiac disorders    

  -Total 4 (13.3) 4 (13.3) 0 

  Tachycardia 3 (10.0) 3 (10.0) 0 

  Sinus bradycardia 2 (6.7 ) 2 (6.7 ) 0 

  Sinus tachycardia 1 (3.3 ) 1 (3.3 ) 0 

Eye disorders    



  

  

7656 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 1 (3.3 ) 0 1 (3.3 ) 

  Eye pain 1 (3.3 ) 0 1 (3.3 ) 

Gastrointestinal disorders    

  -Total 15 (50.0) 9 (30.0) 6 (20.0) 

  Diarrhoea 9 (30.0) 6 (20.0) 3 (10.0) 

  Vomiting 6 (20.0) 4 (13.3) 2 (6.7 ) 

  Nausea 5 (16.7) 2 (6.7 ) 3 (10.0) 

  Abdominal pain 3 (10.0) 1 (3.3 ) 2 (6.7 ) 

  Constipation 3 (10.0) 2 (6.7 ) 1 (3.3 ) 

General disorders and administration 
site conditions 

   

  -Total 17 (56.7) 7 (23.3) 10 (33.3) 

  Pyrexia 14 (46.7) 7 (23.3) 7 (23.3) 

  Fatigue 3 (10.0) 0 3 (10.0) 

  Face oedema 2 (6.7 ) 2 (6.7 ) 0 

  Pain 1 (3.3 ) 1 (3.3 ) 0 

Immune system disorders    

  -Total 19 (63.3) 4 (13.3) 15 (50.0) 

  Cytokine release syndrome 15 (50.0) 5 (16.7) 10 (33.3) 



  

  

7657 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypogammaglobulinaemia 8 (26.7) 3 (10.0) 5 (16.7) 

Infections and infestations    

  -Total 8 (26.7) 5 (16.7) 3 (10.0) 

  Nasopharyngitis 4 (13.3) 4 (13.3) 0 

  Rhinitis 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Enterovirus infection 1 (3.3 ) 1 (3.3 ) 0 

  Rash pustular 1 (3.3 ) 1 (3.3 ) 0 

  Upper respiratory tract infection 1 (3.3 ) 0 1 (3.3 ) 

  Viral upper respiratory tract infection 1 (3.3 ) 0 1 (3.3 ) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Contusion 1 (3.3 ) 1 (3.3 ) 0 

Investigations    

  -Total 4 (13.3) 1 (3.3 ) 3 (10.0) 

  Alanine aminotransferase increased 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Aspartate aminotransferase 
increased 

2 (6.7 ) 2 (6.7 ) 0 

  Platelet count decreased 2 (6.7 ) 0 2 (6.7 ) 



  

  

7658 

Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  White blood cell count decreased 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Neutrophil count decreased 1 (3.3 ) 0 1 (3.3 ) 

Metabolism and nutrition disorders    

  -Total 11 (36.7) 6 (20.0) 5 (16.7) 

  Hypokalaemia 7 (23.3) 5 (16.7) 2 (6.7 ) 

  Hypophosphataemia 5 (16.7) 4 (13.3) 1 (3.3 ) 

  Decreased appetite 3 (10.0) 3 (10.0) 0 

  Hyperkalaemia 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Hypocalcaemia 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Hypomagnesaemia 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Hypoalbuminaemia 1 (3.3 ) 1 (3.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 5 (16.7) 2 (6.7 ) 3 (10.0) 

  Pain in extremity 4 (13.3) 2 (6.7 ) 2 (6.7 ) 

  Arthralgia 2 (6.7 ) 0 2 (6.7 ) 

  Back pain 2 (6.7 ) 2 (6.7 ) 0 

Nervous system disorders    

  -Total 7 (23.3) 2 (6.7 ) 5 (16.7) 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Headache 5 (16.7) 1 (3.3 ) 4 (13.3) 

  Tremor 2 (6.7 ) 2 (6.7 ) 0 

  Seizure 1 (3.3 ) 0 1 (3.3 ) 

Psychiatric disorders    

  -Total 2 (6.7 ) 0 2 (6.7 ) 

  Agitation 1 (3.3 ) 0 1 (3.3 ) 

  Insomnia 1 (3.3 ) 0 1 (3.3 ) 

Renal and urinary disorders    

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Haematuria 1 (3.3 ) 1 (3.3 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 8 (26.7) 5 (16.7) 3 (10.0) 

  Cough 6 (20.0) 4 (13.3) 2 (6.7 ) 

  Epistaxis 3 (10.0) 2 (6.7 ) 1 (3.3 ) 

  Hypoxia 1 (3.3 ) 1 (3.3 ) 0 

  Nasal congestion 1 (3.3 ) 1 (3.3 ) 0 

  Oropharyngeal pain 1 (3.3 ) 1 (3.3 ) 0 

  Rhinorrhoea 1 (3.3 ) 1 (3.3 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 1 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 9 (30.0) 6 (20.0) 3 (10.0) 

  Erythema 3 (10.0) 3 (10.0) 0 

  Rash 3 (10.0) 2 (6.7 ) 1 (3.3 ) 

  Petechiae 2 (6.7 ) 1 (3.3 ) 1 (3.3 ) 

  Ingrowing nail 1 (3.3 ) 0 1 (3.3 ) 

Vascular disorders    

  -Total 5 (16.7) 4 (13.3) 1 (3.3 ) 

  Hypotension 3 (10.0) 2 (6.7 ) 1 (3.3 ) 

  Hypertension 2 (6.7 ) 2 (6.7 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189g 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

21 (100) 2 (9.5 ) 19 (90.5) 

Blood and lymphatic system disorders    

  -Total 4 (19.0) 0 4 (19.0) 

  Anaemia 4 (19.0) 0 4 (19.0) 

Cardiac disorders    

  -Total 4 (19.0) 3 (14.3) 1 (4.8 ) 

  Tachycardia 3 (14.3) 2 (9.5 ) 1 (4.8 ) 

  Sinus tachycardia 2 (9.5 ) 2 (9.5 ) 0 

Gastrointestinal disorders    

  -Total 11 (52.4) 5 (23.8) 6 (28.6) 

  Abdominal pain 3 (14.3) 3 (14.3) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Nausea 3 (14.3) 0 3 (14.3) 

  Vomiting 3 (14.3) 2 (9.5 ) 1 (4.8 ) 

  Abdominal distension 2 (9.5 ) 2 (9.5 ) 0 

  Constipation 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

  Diarrhoea 2 (9.5 ) 2 (9.5 ) 0 

  Stomatitis 2 (9.5 ) 0 2 (9.5 ) 

  Proctalgia 1 (4.8 ) 1 (4.8 ) 0 

General disorders and administration 
site conditions 

   

  -Total 12 (57.1) 5 (23.8) 7 (33.3) 

  Pyrexia 11 (52.4) 5 (23.8) 6 (28.6) 

  Face oedema 2 (9.5 ) 2 (9.5 ) 0 

  Fatigue 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

  Pain 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

  Localised oedema 1 (4.8 ) 1 (4.8 ) 0 

  Non-cardiac chest pain 1 (4.8 ) 1 (4.8 ) 0 

Immune system disorders    

  -Total 15 (71.4) 8 (38.1) 7 (33.3) 

  Cytokine release syndrome 13 (61.9) 8 (38.1) 5 (23.8) 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypogammaglobulinaemia 5 (23.8) 3 (14.3) 2 (9.5 ) 

  Drug hypersensitivity 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

Infections and infestations    

  -Total 8 (38.1) 4 (19.0) 4 (19.0) 

  Upper respiratory tract infection 4 (19.0) 1 (4.8 ) 3 (14.3) 

  Nasopharyngitis 3 (14.3) 2 (9.5 ) 1 (4.8 ) 

  Rhinitis 3 (14.3) 3 (14.3) 0 

  Paronychia 1 (4.8 ) 0 1 (4.8 ) 

  Rash pustular 1 (4.8 ) 1 (4.8 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (4.8 ) 1 (4.8 ) 0 

  Contusion 1 (4.8 ) 1 (4.8 ) 0 

Investigations    

  -Total 4 (19.0) 0 4 (19.0) 

  Platelet count decreased 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

  White blood cell count decreased 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

  Aspartate aminotransferase 
increased 

1 (4.8 ) 0 1 (4.8 ) 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Immunoglobulins decreased 1 (4.8 ) 0 1 (4.8 ) 

  Neutrophil count decreased 1 (4.8 ) 0 1 (4.8 ) 

Metabolism and nutrition disorders    

  -Total 7 (33.3) 2 (9.5 ) 5 (23.8) 

  Hypokalaemia 4 (19.0) 2 (9.5 ) 2 (9.5 ) 

  Hypoalbuminaemia 3 (14.3) 0 3 (14.3) 

  Hypomagnesaemia 3 (14.3) 3 (14.3) 0 

  Hypophosphataemia 3 (14.3) 1 (4.8 ) 2 (9.5 ) 

  Hypocalcaemia 1 (4.8 ) 0 1 (4.8 ) 

  Hyponatraemia 1 (4.8 ) 1 (4.8 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 7 (33.3) 4 (19.0) 3 (14.3) 

  Myalgia 4 (19.0) 4 (19.0) 0 

  Arthralgia 3 (14.3) 0 3 (14.3) 

  Muscular weakness 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

  Back pain 1 (4.8 ) 1 (4.8 ) 0 

  Osteopenia 1 (4.8 ) 1 (4.8 ) 0 

  Pain in extremity 1 (4.8 ) 1 (4.8 ) 0 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Nervous system disorders    

  -Total 9 (42.9) 4 (19.0) 5 (23.8) 

  Headache 6 (28.6) 4 (19.0) 2 (9.5 ) 

  Seizure 3 (14.3) 1 (4.8 ) 2 (9.5 ) 

  Lethargy 1 (4.8 ) 0 1 (4.8 ) 

  Tremor 1 (4.8 ) 1 (4.8 ) 0 

Psychiatric disorders    

  -Total 3 (14.3) 3 (14.3) 0 

  Insomnia 2 (9.5 ) 2 (9.5 ) 0 

  Agitation 1 (4.8 ) 1 (4.8 ) 0 

Renal and urinary disorders    

  -Total 2 (9.5 ) 2 (9.5 ) 0 

  Haematuria 2 (9.5 ) 2 (9.5 ) 0 

  Proteinuria 1 (4.8 ) 1 (4.8 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 10 (47.6) 6 (28.6) 4 (19.0) 

  Cough 6 (28.6) 4 (19.0) 2 (9.5 ) 

  Epistaxis 3 (14.3) 2 (9.5 ) 1 (4.8 ) 
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Timing: Any time post CTL019 infusion, Number of previous relapses: 2 

 
All patients 

N=21 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypoxia 2 (9.5 ) 0 2 (9.5 ) 

  Nasal congestion 2 (9.5 ) 2 (9.5 ) 0 

  Oropharyngeal pain 2 (9.5 ) 1 (4.8 ) 1 (4.8 ) 

  Tachypnoea 1 (4.8 ) 1 (4.8 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 6 (28.6) 6 (28.6) 0 

  Pruritus 4 (19.0) 4 (19.0) 0 

  Petechiae 2 (9.5 ) 2 (9.5 ) 0 

  Rash 2 (9.5 ) 2 (9.5 ) 0 

Vascular disorders    

  -Total 6 (28.6) 3 (14.3) 3 (14.3) 

  Hypertension 3 (14.3) 1 (4.8 ) 2 (9.5 ) 

  Pallor 3 (14.3) 2 (9.5 ) 1 (4.8 ) 

  Hypotension 1 (4.8 ) 1 (4.8 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 
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grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 189g 

Non-severe adverse events (AE CTCAE Grade 1/2) post CTL019 infusion that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), regardless of study drug relationship, by primary system 

organ class, preferred term, maximum CTC grade and Number of previous relapses 

Safety Set 

 

Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

12 (100) 0 12 (100) 

Blood and lymphatic system disorders    

  -Total 5 (41.7) 3 (25.0) 2 (16.7) 

  Anaemia 4 (33.3) 3 (25.0) 1 (8.3 ) 

  Thrombocytopenia 1 (8.3 ) 0 1 (8.3 ) 

Cardiac disorders    

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Tachycardia 1 (8.3 ) 1 (8.3 ) 0 

Gastrointestinal disorders    

  -Total 6 (50.0) 3 (25.0) 3 (25.0) 

  Nausea 4 (33.3) 2 (16.7) 2 (16.7) 
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Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Diarrhoea 3 (25.0) 2 (16.7) 1 (8.3 ) 

  Constipation 1 (8.3 ) 1 (8.3 ) 0 

  Vomiting 1 (8.3 ) 1 (8.3 ) 0 

General disorders and administration 
site conditions 

   

  -Total 7 (58.3) 5 (41.7) 2 (16.7) 

  Pyrexia 5 (41.7) 3 (25.0) 2 (16.7) 

  Asthenia 2 (16.7) 2 (16.7) 0 

  Fatigue 2 (16.7) 2 (16.7) 0 

Immune system disorders    

  -Total 10 (83.3) 1 (8.3 ) 9 (75.0) 

  Cytokine release syndrome 9 (75.0) 1 (8.3 ) 8 (66.7) 

  Hypogammaglobulinaemia 6 (50.0) 0 6 (50.0) 

Infections and infestations    

  -Total 5 (41.7) 3 (25.0) 2 (16.7) 

  Bronchitis 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  Upper respiratory tract infection 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  Nasopharyngitis 1 (8.3 ) 1 (8.3 ) 0 

Investigations    
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Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 4 (33.3) 1 (8.3 ) 3 (25.0) 

  Platelet count decreased 3 (25.0) 1 (8.3 ) 2 (16.7) 

  Alanine aminotransferase increased 2 (16.7) 2 (16.7) 0 

  Aspartate aminotransferase 
increased 

2 (16.7) 2 (16.7) 0 

  White blood cell count decreased 2 (16.7) 0 2 (16.7) 

  Neutrophil count decreased 1 (8.3 ) 1 (8.3 ) 0 

Metabolism and nutrition disorders    

  -Total 5 (41.7) 3 (25.0) 2 (16.7) 

  Decreased appetite 3 (25.0) 3 (25.0) 0 

  Hypoalbuminaemia 3 (25.0) 2 (16.7) 1 (8.3 ) 

  Hypocalcaemia 2 (16.7) 0 2 (16.7) 

  Hypomagnesaemia 1 (8.3 ) 1 (8.3 ) 0 

  Hypophosphataemia 1 (8.3 ) 1 (8.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 3 (25.0) 2 (16.7) 1 (8.3 ) 

  Arthralgia 2 (16.7) 2 (16.7) 0 

  Back pain 1 (8.3 ) 0 1 (8.3 ) 
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Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Myalgia 1 (8.3 ) 1 (8.3 ) 0 

  Neck pain 1 (8.3 ) 0 1 (8.3 ) 

Nervous system disorders    

  -Total 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  Headache 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

Psychiatric disorders    

  -Total 2 (16.7) 0 2 (16.7) 

  Insomnia 2 (16.7) 0 2 (16.7) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (25.0) 1 (8.3 ) 2 (16.7) 

  Dyspnoea 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  Cough 1 (8.3 ) 1 (8.3 ) 0 

  Hypoxia 1 (8.3 ) 0 1 (8.3 ) 

  Oropharyngeal pain 1 (8.3 ) 0 1 (8.3 ) 

  Rhinorrhoea 1 (8.3 ) 1 (8.3 ) 0 

  Tachypnoea 1 (8.3 ) 1 (8.3 ) 0 

Skin and subcutaneous tissue 
disorders 
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Timing: Any time post CTL019 infusion, Number of previous relapses: >=3 

 
All patients 

N=12 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 6 (50.0) 3 (25.0) 3 (25.0) 

  Erythema 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  Hangnail 2 (16.7) 2 (16.7) 0 

  Ingrowing nail 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  Pruritus 2 (16.7) 2 (16.7) 0 

  Petechiae 1 (8.3 ) 1 (8.3 ) 0 

  Rash 1 (8.3 ) 0 1 (8.3 ) 

Vascular disorders    

  -Total 1 (8.3 ) 1 (8.3 ) 0 

  Hypotension 1 (8.3 ) 1 (8.3 ) 0 

 

 
- A patient with multiple adverse events within a primary system organ class is 

counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 190a 

Non-severe adverse events (AE CTCAE Grade 1/2) before study treatment that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

Number of patients with at least one 
AE 

26 (70.3) 9 (24.3) 17 (45.9) 

Blood and lymphatic system disorders    

  -Total 4 (10.8) 1 (2.7 ) 3 (8.1 ) 

  Anaemia 4 (10.8) 1 (2.7 ) 3 (8.1 ) 

Cardiac disorders    

  -Total 1 (2.7 ) 1 (2.7 ) 0 

  Sinus bradycardia 1 (2.7 ) 1 (2.7 ) 0 

Gastrointestinal disorders    

  -Total 11 (29.7) 5 (13.5) 6 (16.2) 

  Constipation 5 (13.5) 3 (8.1 ) 2 (5.4 ) 

  Stomatitis 5 (13.5) 4 (10.8) 1 (2.7 ) 



  

  

7675 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

  Vomiting 5 (13.5) 4 (10.8) 1 (2.7 ) 

  Nausea 4 (10.8) 1 (2.7 ) 3 (8.1 ) 

General disorders and administration 
site conditions 

   

  -Total 15 (40.5) 6 (16.2) 9 (24.3) 

  Pyrexia 13 (35.1) 4 (10.8) 9 (24.3) 

  Fatigue 4 (10.8) 3 (8.1 ) 1 (2.7 ) 

  Catheter site pain 2 (5.4 ) 2 (5.4 ) 0 

  Oedema peripheral 1 (2.7 ) 1 (2.7 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 4 (10.8) 4 (10.8) 0 

  Contusion 4 (10.8) 4 (10.8) 0 

Investigations    

  -Total 4 (10.8) 2 (5.4 ) 2 (5.4 ) 

  White blood cell count decreased 2 (5.4 ) 1 (2.7 ) 1 (2.7 ) 

  C-reactive protein increased 1 (2.7 ) 1 (2.7 ) 0 

  Serum ferritin increased 1 (2.7 ) 0 1 (2.7 ) 

Metabolism and nutrition disorders    
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

  -Total 7 (18.9) 3 (8.1 ) 4 (10.8) 

  Hypokalaemia 4 (10.8) 1 (2.7 ) 3 (8.1 ) 

  Hypocalcaemia 3 (8.1 ) 2 (5.4 ) 1 (2.7 ) 

  Hyperkalaemia 2 (5.4 ) 2 (5.4 ) 0 

  Hyperuricaemia 2 (5.4 ) 2 (5.4 ) 0 

  Hypomagnesaemia 1 (2.7 ) 1 (2.7 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 4 (10.8) 0 4 (10.8) 

  Pain in extremity 4 (10.8) 0 4 (10.8) 

  Arthralgia 3 (8.1 ) 0 3 (8.1 ) 

  Back pain 1 (2.7 ) 1 (2.7 ) 0 

Nervous system disorders    

  -Total 6 (16.2) 2 (5.4 ) 4 (10.8) 

  Headache 6 (16.2) 2 (5.4 ) 4 (10.8) 

  Somnolence 1 (2.7 ) 1 (2.7 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 4 (10.8) 2 (5.4 ) 2 (5.4 ) 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

  Epistaxis 4 (10.8) 2 (5.4 ) 2 (5.4 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 2 (5.4 ) 2 (5.4 ) 0 

  Rash 2 (5.4 ) 2 (5.4 ) 0 

  Dry skin 1 (2.7 ) 1 (2.7 ) 0 

Vascular disorders    

  -Total 7 (18.9) 2 (5.4 ) 5 (13.5) 

  Hypertension 7 (18.9) 2 (5.4 ) 5 (13.5) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t190_gd_b2001x.sas@@/main/2 25JUN21:18:32                                        Final 

 



  

  

7678 

  



  

  

7679 

 



  

  

7680 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 190a 

Non-severe adverse events (AE CTCAE Grade 1/2) before study treatment that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

11 (57.9) 3 (15.8) 8 (42.1) 

Blood and lymphatic system disorders    

  -Total 2 (10.5) 2 (10.5) 0 

  Anaemia 2 (10.5) 2 (10.5) 0 

Cardiac disorders    

  -Total 2 (10.5) 2 (10.5) 0 

  Sinus bradycardia 2 (10.5) 2 (10.5) 0 

Gastrointestinal disorders    

  -Total 5 (26.3) 1 (5.3 ) 4 (21.1) 

  Stomatitis 3 (15.8) 0 3 (15.8) 

  Constipation 2 (10.5) 0 2 (10.5) 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Nausea 2 (10.5) 2 (10.5) 0 

  Vomiting 1 (5.3 ) 1 (5.3 ) 0 

General disorders and administration 
site conditions 

   

  -Total 6 (31.6) 3 (15.8) 3 (15.8) 

  Fatigue 3 (15.8) 3 (15.8) 0 

  Pyrexia 3 (15.8) 1 (5.3 ) 2 (10.5) 

  Catheter site pain 2 (10.5) 1 (5.3 ) 1 (5.3 ) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (5.3 ) 1 (5.3 ) 0 

  Contusion 1 (5.3 ) 1 (5.3 ) 0 

Investigations    

  -Total 2 (10.5) 0 2 (10.5) 

  C-reactive protein increased 2 (10.5) 0 2 (10.5) 

Metabolism and nutrition disorders    

  -Total 4 (21.1) 3 (15.8) 1 (5.3 ) 

  Decreased appetite 2 (10.5) 2 (10.5) 0 

  Hypokalaemia 2 (10.5) 1 (5.3 ) 1 (5.3 ) 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hyperuricaemia 1 (5.3 ) 1 (5.3 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 4 (21.1) 1 (5.3 ) 3 (15.8) 

  Back pain 3 (15.8) 0 3 (15.8) 

  Pain in extremity 2 (10.5) 2 (10.5) 0 

  Arthralgia 1 (5.3 ) 1 (5.3 ) 0 

Nervous system disorders    

  -Total 2 (10.5) 1 (5.3 ) 1 (5.3 ) 

  Headache 2 (10.5) 1 (5.3 ) 1 (5.3 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (10.5) 0 2 (10.5) 

  Epistaxis 2 (10.5) 0 2 (10.5) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 2 (10.5) 2 (10.5) 0 

  Erythema 2 (10.5) 2 (10.5) 0 

  Rash 1 (5.3 ) 1 (5.3 ) 0 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 190a 

Non-severe adverse events (AE CTCAE Grade 1/2) before study treatment that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

Number of patients with at least one 
AE 

13 (72.2) 2 (11.1) 11 (61.1) 

Blood and lymphatic system disorders    

  -Total 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Anaemia 3 (16.7) 1 (5.6 ) 2 (11.1) 

Cardiac disorders    

  -Total 2 (11.1) 0 2 (11.1) 

  Bradycardia 2 (11.1) 0 2 (11.1) 

Gastrointestinal disorders    

  -Total 6 (33.3) 4 (22.2) 2 (11.1) 

  Constipation 3 (16.7) 2 (11.1) 1 (5.6 ) 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

  Nausea 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Stomatitis 1 (5.6 ) 1 (5.6 ) 0 

  Vomiting 1 (5.6 ) 1 (5.6 ) 0 

General disorders and administration 
site conditions 

   

  -Total 6 (33.3) 3 (16.7) 3 (16.7) 

  Pyrexia 4 (22.2) 1 (5.6 ) 3 (16.7) 

  Fatigue 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Oedema peripheral 2 (11.1) 2 (11.1) 0 

Infections and infestations    

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Oral herpes 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

Investigations    

  -Total 4 (22.2) 2 (11.1) 2 (11.1) 

  White blood cell count decreased 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Activated partial thromboplastin time 
prolonged 

2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Gamma-glutamyltransferase 
increased 

2 (11.1) 1 (5.6 ) 1 (5.6 ) 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

  Serum ferritin increased 2 (11.1) 2 (11.1) 0 

  C-reactive protein increased 1 (5.6 ) 1 (5.6 ) 0 

Metabolism and nutrition disorders    

  -Total 6 (33.3) 4 (22.2) 2 (11.1) 

  Hypokalaemia 3 (16.7) 3 (16.7) 0 

  Hypomagnesaemia 3 (16.7) 3 (16.7) 0 

  Decreased appetite 2 (11.1) 2 (11.1) 0 

  Fluid overload 2 (11.1) 0 2 (11.1) 

  Hyperglycaemia 2 (11.1) 2 (11.1) 0 

  Hyperkalaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Hypertriglyceridaemia 2 (11.1) 2 (11.1) 0 

  Hyperuricaemia 2 (11.1) 2 (11.1) 0 

  Hypocalcaemia 2 (11.1) 2 (11.1) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 6 (33.3) 1 (5.6 ) 5 (27.8) 

  Pain in extremity 4 (22.2) 1 (5.6 ) 3 (16.7) 

  Arthralgia 2 (11.1) 0 2 (11.1) 
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

  Back pain 1 (5.6 ) 0 1 (5.6 ) 

Nervous system disorders    

  -Total 4 (22.2) 2 (11.1) 2 (11.1) 

  Headache 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Somnolence 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

Psychiatric disorders    

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Insomnia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (5.6 ) 1 (5.6 ) 0 

  Epistaxis 1 (5.6 ) 1 (5.6 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 6 (33.3) 2 (11.1) 4 (22.2) 

  Dry skin 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Rash 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Toxic skin eruption 2 (11.1) 0 2 (11.1) 

Vascular disorders    
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Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

  -Total 1 (5.6 ) 0 1 (5.6 ) 

  Hypertension 1 (5.6 ) 0 1 (5.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 190b 

Non-severe adverse events (AE CTCAE Grade 1/2) before study treatment that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

Number of patients with at least one 
AE 

28 (63.6) 6 (13.6) 22 (50.0) 

Blood and lymphatic system disorders    

  -Total 8 (18.2) 3 (6.8 ) 5 (11.4) 

  Anaemia 8 (18.2) 3 (6.8 ) 5 (11.4) 

Gastrointestinal disorders    

  -Total 13 (29.5) 5 (11.4) 8 (18.2) 

  Constipation 7 (15.9) 3 (6.8 ) 4 (9.1 ) 

  Nausea 6 (13.6) 3 (6.8 ) 3 (6.8 ) 

  Stomatitis 6 (13.6) 3 (6.8 ) 3 (6.8 ) 

  Vomiting 3 (6.8 ) 3 (6.8 ) 0 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

General disorders and administration 
site conditions 

   

  -Total 15 (34.1) 7 (15.9) 8 (18.2) 

  Pyrexia 12 (27.3) 4 (9.1 ) 8 (18.2) 

  Fatigue 7 (15.9) 5 (11.4) 2 (4.5 ) 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (4.5 ) 2 (4.5 ) 0 

  Contusion 2 (4.5 ) 2 (4.5 ) 0 

Investigations    

  -Total 5 (11.4) 3 (6.8 ) 2 (4.5 ) 

  White blood cell count decreased 5 (11.4) 3 (6.8 ) 2 (4.5 ) 

Metabolism and nutrition disorders    

  -Total 11 (25.0) 8 (18.2) 3 (6.8 ) 

  Hypokalaemia 8 (18.2) 5 (11.4) 3 (6.8 ) 

  Hyperuricaemia 5 (11.4) 5 (11.4) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 8 (18.2) 3 (6.8 ) 5 (11.4) 
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Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

  Pain in extremity 7 (15.9) 3 (6.8 ) 4 (9.1 ) 

  Arthralgia 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 

Nervous system disorders    

  -Total 7 (15.9) 3 (6.8 ) 4 (9.1 ) 

  Headache 7 (15.9) 3 (6.8 ) 4 (9.1 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 6 (13.6) 2 (4.5 ) 4 (9.1 ) 

  Epistaxis 5 (11.4) 1 (2.3 ) 4 (9.1 ) 

  Cough 2 (4.5 ) 2 (4.5 ) 0 

Vascular disorders    

  -Total 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 

  Hypertension 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 190b 

Non-severe adverse events (AE CTCAE Grade 1/2) before study treatment that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

Number of patients with at least one 
AE 

16 (53.3) 5 (16.7) 11 (36.7) 

Blood and lymphatic system disorders    

  -Total 1 (3.3 ) 1 (3.3 ) 0 

  Anaemia 1 (3.3 ) 1 (3.3 ) 0 

Gastrointestinal disorders    

  -Total 9 (30.0) 5 (16.7) 4 (13.3) 

  Vomiting 4 (13.3) 3 (10.0) 1 (3.3 ) 

  Constipation 3 (10.0) 2 (6.7 ) 1 (3.3 ) 

  Nausea 3 (10.0) 2 (6.7 ) 1 (3.3 ) 

  Stomatitis 3 (10.0) 2 (6.7 ) 1 (3.3 ) 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

General disorders and administration 
site conditions 

   

  -Total 9 (30.0) 3 (10.0) 6 (20.0) 

  Pyrexia 8 (26.7) 2 (6.7 ) 6 (20.0) 

  Fatigue 2 (6.7 ) 2 (6.7 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 3 (10.0) 3 (10.0) 0 

  Contusion 3 (10.0) 3 (10.0) 0 

Metabolism and nutrition disorders    

  -Total 1 (3.3 ) 0 1 (3.3 ) 

  Hypokalaemia 1 (3.3 ) 0 1 (3.3 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 4 (13.3) 0 4 (13.3) 

  Arthralgia 3 (10.0) 0 3 (10.0) 

  Pain in extremity 3 (10.0) 0 3 (10.0) 

Nervous system disorders    

  -Total 3 (10.0) 1 (3.3 ) 2 (6.7 ) 
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Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

  Headache 3 (10.0) 1 (3.3 ) 2 (6.7 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 5 (16.7) 4 (13.3) 1 (3.3 ) 

  Cough 3 (10.0) 2 (6.7 ) 1 (3.3 ) 

  Epistaxis 2 (6.7 ) 2 (6.7 ) 0 

Vascular disorders    

  -Total 5 (16.7) 0 5 (16.7) 

  Hypertension 5 (16.7) 0 5 (16.7) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 190c 

Non-severe adverse events (AE CTCAE Grade 1/2) before study treatment that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 1 (100) 

Gastrointestinal disorders    

  -Total 1 (100) 0 1 (100) 

  Abdominal pain upper 1 (100) 0 1 (100) 

  Constipation 1 (100) 0 1 (100) 

  Flatulence 1 (100) 0 1 (100) 

  Gingival pruritus 1 (100) 1 (100) 0 

  Stomatitis 1 (100) 0 1 (100) 

General disorders and administration 
site conditions 

   

  -Total 1 (100) 0 1 (100) 

  General physical health deterioration 1 (100) 0 1 (100) 
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Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Puncture site pain 1 (100) 1 (100) 0 

  Pyrexia 1 (100) 0 1 (100) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (100) 1 (100) 0 

  Fall 1 (100) 1 (100) 0 

Investigations    

  -Total 1 (100) 0 1 (100) 

  Activated partial thromboplastin time 
shortened 

1 (100) 0 1 (100) 

  Antithrombin iii decreased 1 (100) 0 1 (100) 

  C-reactive protein increased 1 (100) 0 1 (100) 

  Immunoglobulins decreased 1 (100) 0 1 (100) 

  Protein total decreased 1 (100) 0 1 (100) 

  Urine output decreased 1 (100) 0 1 (100) 

Metabolism and nutrition disorders    

  -Total 1 (100) 0 1 (100) 

  Hypokalaemia 1 (100) 0 1 (100) 

Musculoskeletal and connective tissue 
disorders 
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Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 1 (100) 0 1 (100) 

  Arthralgia 1 (100) 1 (100) 0 

  Back pain 1 (100) 0 1 (100) 

  Pain in extremity 1 (100) 1 (100) 0 

  Temporomandibular joint syndrome 1 (100) 1 (100) 0 

Nervous system disorders    

  -Total 1 (100) 1 (100) 0 

  Leukoencephalopathy 1 (100) 1 (100) 0 

Reproductive system and breast 
disorders 

   

  -Total 1 (100) 1 (100) 0 

  Penile erythema 1 (100) 1 (100) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (100) 0 1 (100) 

  Cough 1 (100) 1 (100) 0 

  Dyspnoea 1 (100) 0 1 (100) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (100) 1 (100) 0 
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Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Erythema 1 (100) 1 (100) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 190c 

Non-severe adverse events (AE CTCAE Grade 1/2) before study treatment that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

44 (60.3) 11 (15.1) 33 (45.2) 

Blood and lymphatic system disorders    

  -Total 9 (12.3) 4 (5.5 ) 5 (6.8 ) 

  Anaemia 9 (12.3) 4 (5.5 ) 5 (6.8 ) 

Gastrointestinal disorders    

  -Total 20 (27.4) 10 (13.7) 10 (13.7) 

  Constipation 9 (12.3) 5 (6.8 ) 4 (5.5 ) 

  Nausea 9 (12.3) 5 (6.8 ) 4 (5.5 ) 

  Stomatitis 8 (11.0) 5 (6.8 ) 3 (4.1 ) 

General disorders and administration 
site conditions 

   

  -Total 23 (31.5) 10 (13.7) 13 (17.8) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Pyrexia 19 (26.0) 6 (8.2 ) 13 (17.8) 

  Fatigue 9 (12.3) 7 (9.6 ) 2 (2.7 ) 

  General physical health deterioration 1 (1.4 ) 0 1 (1.4 ) 

Investigations    

  -Total 4 (5.5 ) 2 (2.7 ) 2 (2.7 ) 

  C-reactive protein increased 3 (4.1 ) 2 (2.7 ) 1 (1.4 ) 

  Antithrombin iii decreased 1 (1.4 ) 0 1 (1.4 ) 

  Urine output decreased 1 (1.4 ) 0 1 (1.4 ) 

Metabolism and nutrition disorders    

  -Total 8 (11.0) 5 (6.8 ) 3 (4.1 ) 

  Hypokalaemia 8 (11.0) 5 (6.8 ) 3 (4.1 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 13 (17.8) 2 (2.7 ) 11 (15.1) 

  Pain in extremity 9 (12.3) 2 (2.7 ) 7 (9.6 ) 

  Arthralgia 5 (6.8 ) 0 5 (6.8 ) 

  Back pain 4 (5.5 ) 1 (1.4 ) 3 (4.1 ) 

Nervous system disorders    

  -Total 10 (13.7) 4 (5.5 ) 6 (8.2 ) 
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Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Headache 10 (13.7) 4 (5.5 ) 6 (8.2 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 5 (6.8 ) 3 (4.1 ) 2 (2.7 ) 

  Cough 4 (5.5 ) 3 (4.1 ) 1 (1.4 ) 

  Dyspnoea 1 (1.4 ) 0 1 (1.4 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (1.4 ) 1 (1.4 ) 0 

  Erythema 1 (1.4 ) 1 (1.4 ) 0 

Vascular disorders    

  -Total 8 (11.0) 2 (2.7 ) 6 (8.2 ) 

  Hypertension 8 (11.0) 2 (2.7 ) 6 (8.2 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 
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grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 190d 

Non-severe adverse events (AE CTCAE Grade 1/2) before study treatment that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

34 (64.2) 13 (24.5) 21 (39.6) 

Blood and lymphatic system disorders    

  -Total 5 (9.4 ) 2 (3.8 ) 3 (5.7 ) 

  Anaemia 4 (7.5 ) 2 (3.8 ) 2 (3.8 ) 

  Thrombocytopenia 1 (1.9 ) 0 1 (1.9 ) 

Cardiac disorders    

  -Total 1 (1.9 ) 1 (1.9 ) 0 

  Sinus bradycardia 1 (1.9 ) 1 (1.9 ) 0 

Gastrointestinal disorders    

  -Total 10 (18.9) 5 (9.4 ) 5 (9.4 ) 

  Constipation 4 (7.5 ) 1 (1.9 ) 3 (5.7 ) 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Stomatitis 4 (7.5 ) 2 (3.8 ) 2 (3.8 ) 

  Nausea 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 

  Vomiting 1 (1.9 ) 1 (1.9 ) 0 

General disorders and administration 
site conditions 

   

  -Total 14 (26.4) 6 (11.3) 8 (15.1) 

  Pyrexia 11 (20.8) 3 (5.7 ) 8 (15.1) 

  Catheter site pain 2 (3.8 ) 2 (3.8 ) 0 

  Fatigue 1 (1.9 ) 1 (1.9 ) 0 

Immune system disorders    

  -Total 1 (1.9 ) 0 1 (1.9 ) 

  Hypogammaglobulinaemia 1 (1.9 ) 0 1 (1.9 ) 

Infections and infestations    

  -Total 1 (1.9 ) 0 1 (1.9 ) 

  Pneumonia 1 (1.9 ) 0 1 (1.9 ) 

Investigations    

  -Total 6 (11.3) 2 (3.8 ) 4 (7.5 ) 

  White blood cell count decreased 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  C-reactive protein increased 2 (3.8 ) 0 2 (3.8 ) 

  Antithrombin iii decreased 1 (1.9 ) 0 1 (1.9 ) 

  Aspartate aminotransferase 
increased 

1 (1.9 ) 1 (1.9 ) 0 

  Urine output decreased 1 (1.9 ) 0 1 (1.9 ) 

Metabolism and nutrition disorders    

  -Total 4 (7.5 ) 2 (3.8 ) 2 (3.8 ) 

  Hyperuricaemia 1 (1.9 ) 1 (1.9 ) 0 

  Hypocalcaemia 1 (1.9 ) 0 1 (1.9 ) 

  Hypokalaemia 1 (1.9 ) 0 1 (1.9 ) 

  Hypomagnesaemia 1 (1.9 ) 1 (1.9 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 5 (9.4 ) 0 5 (9.4 ) 

  Arthralgia 3 (5.7 ) 1 (1.9 ) 2 (3.8 ) 

  Back pain 3 (5.7 ) 0 3 (5.7 ) 

  Pain in extremity 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 

  Bone pain 1 (1.9 ) 0 1 (1.9 ) 

Nervous system disorders    
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Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 

  Headache 2 (3.8 ) 1 (1.9 ) 1 (1.9 ) 

Renal and urinary disorders    

  -Total 1 (1.9 ) 1 (1.9 ) 0 

  Haematuria 1 (1.9 ) 1 (1.9 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (1.9 ) 1 (1.9 ) 0 

  Cough 1 (1.9 ) 1 (1.9 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 

  Rash 3 (5.7 ) 2 (3.8 ) 1 (1.9 ) 

  Dry skin 1 (1.9 ) 1 (1.9 ) 0 

Vascular disorders    

  -Total 3 (5.7 ) 0 3 (5.7 ) 

  Hypertension 3 (5.7 ) 0 3 (5.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 
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apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 190d 

Non-severe adverse events (AE CTCAE Grade 1/2) before study treatment that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

Number of patients with at least one 
AE 

18 (100) 2 (11.1) 16 (88.9) 

Blood and lymphatic system disorders    

  -Total 7 (38.9) 3 (16.7) 4 (22.2) 

  Anaemia 5 (27.8) 2 (11.1) 3 (16.7) 

  Thrombocytopenia 3 (16.7) 1 (5.6 ) 2 (11.1) 

Cardiac disorders    

  -Total 8 (44.4) 5 (27.8) 3 (16.7) 

  Tachycardia 4 (22.2) 2 (11.1) 2 (11.1) 

  Sinus tachycardia 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Bradycardia 2 (11.1) 0 2 (11.1) 

  Sinus bradycardia 2 (11.1) 2 (11.1) 0 



  

  

7713 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

Ear and labyrinth disorders    

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Ear pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

Endocrine disorders    

  -Total 2 (11.1) 2 (11.1) 0 

  Cushingoid 2 (11.1) 2 (11.1) 0 

Gastrointestinal disorders    

  -Total 15 (83.3) 6 (33.3) 9 (50.0) 

  Constipation 6 (33.3) 4 (22.2) 2 (11.1) 

  Nausea 6 (33.3) 3 (16.7) 3 (16.7) 

  Vomiting 6 (33.3) 5 (27.8) 1 (5.6 ) 

  Stomatitis 5 (27.8) 3 (16.7) 2 (11.1) 

  Abdominal distension 4 (22.2) 2 (11.1) 2 (11.1) 

  Abdominal pain 4 (22.2) 1 (5.6 ) 3 (16.7) 

  Diarrhoea 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Gingival bleeding 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Oral pain 3 (16.7) 2 (11.1) 1 (5.6 ) 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

General disorders and administration 
site conditions 

   

  -Total 14 (77.8) 7 (38.9) 7 (38.9) 

  Pyrexia 9 (50.0) 3 (16.7) 6 (33.3) 

  Fatigue 8 (44.4) 6 (33.3) 2 (11.1) 

  Malaise 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Oedema peripheral 3 (16.7) 3 (16.7) 0 

  Pain 3 (16.7) 1 (5.6 ) 2 (11.1) 

  Asthenia 2 (11.1) 2 (11.1) 0 

  Catheter site pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

Infections and infestations    

  -Total 5 (27.8) 2 (11.1) 3 (16.7) 

  Bacterial infection 2 (11.1) 0 2 (11.1) 

  Pneumonia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Rhinovirus infection 2 (11.1) 2 (11.1) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 5 (27.8) 5 (27.8) 0 

  Contusion 5 (27.8) 5 (27.8) 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

Investigations    

  -Total 8 (44.4) 3 (16.7) 5 (27.8) 

  Aspartate aminotransferase 
increased 

4 (22.2) 1 (5.6 ) 3 (16.7) 

  Weight decreased 4 (22.2) 2 (11.1) 2 (11.1) 

  Blood bilirubin increased 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Serum ferritin increased 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Activated partial thromboplastin time 
prolonged 

2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  C-reactive protein increased 2 (11.1) 2 (11.1) 0 

  Gamma-glutamyltransferase 
increased 

2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  White blood cell count decreased 2 (11.1) 2 (11.1) 0 

Metabolism and nutrition disorders    

  -Total 14 (77.8) 8 (44.4) 6 (33.3) 

  Hypokalaemia 8 (44.4) 5 (27.8) 3 (16.7) 

  Decreased appetite 4 (22.2) 4 (22.2) 0 

  Hyperkalaemia 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Hyperuricaemia 4 (22.2) 4 (22.2) 0 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

  Hypocalcaemia 4 (22.2) 4 (22.2) 0 

  Hypomagnesaemia 3 (16.7) 3 (16.7) 0 

  Hypophosphataemia 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Dehydration 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Fluid overload 2 (11.1) 0 2 (11.1) 

  Hyperglycaemia 2 (11.1) 2 (11.1) 0 

  Hypertriglyceridaemia 2 (11.1) 2 (11.1) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 10 (55.6) 3 (16.7) 7 (38.9) 

  Pain in extremity 8 (44.4) 2 (11.1) 6 (33.3) 

  Arthralgia 3 (16.7) 0 3 (16.7) 

  Myalgia 3 (16.7) 3 (16.7) 0 

  Back pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Bone pain 2 (11.1) 0 2 (11.1) 

Nervous system disorders    

  -Total 11 (61.1) 5 (27.8) 6 (33.3) 

  Headache 8 (44.4) 3 (16.7) 5 (27.8) 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

  Somnolence 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Dyskinesia 2 (11.1) 2 (11.1) 0 

Psychiatric disorders    

  -Total 7 (38.9) 1 (5.6 ) 6 (33.3) 

  Anxiety 4 (22.2) 0 4 (22.2) 

  Agitation 2 (11.1) 0 2 (11.1) 

  Insomnia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

Renal and urinary disorders    

  -Total 6 (33.3) 4 (22.2) 2 (11.1) 

  Haematuria 3 (16.7) 3 (16.7) 0 

  Dysuria 2 (11.1) 2 (11.1) 0 

  Urinary retention 2 (11.1) 0 2 (11.1) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 13 (72.2) 6 (33.3) 7 (38.9) 

  Epistaxis 7 (38.9) 3 (16.7) 4 (22.2) 

  Cough 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Tachypnoea 4 (22.2) 2 (11.1) 2 (11.1) 
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Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

  Oropharyngeal pain 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Pleural effusion 2 (11.1) 0 2 (11.1) 

  Rhinorrhoea 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 7 (38.9) 5 (27.8) 2 (11.1) 

  Dry skin 3 (16.7) 2 (11.1) 1 (5.6 ) 

  Rash 3 (16.7) 3 (16.7) 0 

  Alopecia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Ingrowing nail 2 (11.1) 2 (11.1) 0 

Vascular disorders    

  -Total 6 (33.3) 3 (16.7) 3 (16.7) 

  Hypertension 5 (27.8) 2 (11.1) 3 (16.7) 

  Hypotension 2 (11.1) 2 (11.1) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 
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- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 190d 

Non-severe adverse events (AE CTCAE Grade 1/2) before study treatment that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Number of patients with at least one 
AE 

2 (66.7) 0 2 (66.7) 

Immune system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Hypogammaglobulinaemia 1 (33.3) 0 1 (33.3) 

Investigations    

  -Total 1 (33.3) 0 1 (33.3) 

  Antithrombin iii decreased 1 (33.3) 0 1 (33.3) 

  Urine output decreased 1 (33.3) 0 1 (33.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 190e => N on-severe adverse events ( AE CTCAE Grade 1/2) befor e s tudy treatment that occurred in at leas t 10% of the patients  OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents), by pri mar y system organ class, preferr ed ter m, maxi mum CTC  grade and Prior SCT therapy (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                 
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 190e 

Non-severe adverse events (AE CTCAE Grade 1/2) before study treatment that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

Number of patients with at least one 
AE 

28 (62.2) 8 (17.8) 20 (44.4) 

Blood and lymphatic system disorders    

  -Total 6 (13.3) 3 (6.7 ) 3 (6.7 ) 

  Anaemia 6 (13.3) 3 (6.7 ) 3 (6.7 ) 

Gastrointestinal disorders    

  -Total 14 (31.1) 7 (15.6) 7 (15.6) 

  Nausea 7 (15.6) 4 (8.9 ) 3 (6.7 ) 

  Constipation 5 (11.1) 4 (8.9 ) 1 (2.2 ) 

  Stomatitis 5 (11.1) 2 (4.4 ) 3 (6.7 ) 

  Vomiting 5 (11.1) 5 (11.1) 0 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

General disorders and administration 
site conditions 

   

  -Total 14 (31.1) 8 (17.8) 6 (13.3) 

  Pyrexia 12 (26.7) 6 (13.3) 6 (13.3) 

  Fatigue 6 (13.3) 5 (11.1) 1 (2.2 ) 

Metabolism and nutrition disorders    

  -Total 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 

  Hypokalaemia 4 (8.9 ) 3 (6.7 ) 1 (2.2 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 7 (15.6) 2 (4.4 ) 5 (11.1) 

  Pain in extremity 5 (11.1) 2 (4.4 ) 3 (6.7 ) 

  Arthralgia 2 (4.4 ) 0 2 (4.4 ) 

  Back pain 2 (4.4 ) 1 (2.2 ) 1 (2.2 ) 

Nervous system disorders    

  -Total 7 (15.6) 3 (6.7 ) 4 (8.9 ) 

  Headache 7 (15.6) 3 (6.7 ) 4 (8.9 ) 

Psychiatric disorders    

  -Total 1 (2.2 ) 0 1 (2.2 ) 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

  Anxiety 1 (2.2 ) 0 1 (2.2 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 4 (8.9 ) 1 (2.2 ) 3 (6.7 ) 

  Epistaxis 4 (8.9 ) 1 (2.2 ) 3 (6.7 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 5 (11.1) 4 (8.9 ) 1 (2.2 ) 

  Rash 5 (11.1) 4 (8.9 ) 1 (2.2 ) 

Vascular disorders    

  -Total 6 (13.3) 1 (2.2 ) 5 (11.1) 

  Hypertension 6 (13.3) 1 (2.2 ) 5 (11.1) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 190e 

Non-severe adverse events (AE CTCAE Grade 1/2) before study treatment that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

Number of patients with at least one 
AE 

16 (55.2) 2 (6.9 ) 14 (48.3) 

Blood and lymphatic system disorders    

  -Total 3 (10.3) 1 (3.4 ) 2 (6.9 ) 

  Anaemia 3 (10.3) 1 (3.4 ) 2 (6.9 ) 

Gastrointestinal disorders    

  -Total 8 (27.6) 3 (10.3) 5 (17.2) 

  Constipation 5 (17.2) 1 (3.4 ) 4 (13.8) 

  Stomatitis 4 (13.8) 3 (10.3) 1 (3.4 ) 

  Nausea 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 

  Vomiting 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

General disorders and administration 
site conditions 

   

  -Total 10 (34.5) 2 (6.9 ) 8 (27.6) 

  Pyrexia 8 (27.6) 0 8 (27.6) 

  Fatigue 3 (10.3) 2 (6.9 ) 1 (3.4 ) 

Metabolism and nutrition disorders    

  -Total 5 (17.2) 2 (6.9 ) 3 (10.3) 

  Hypokalaemia 5 (17.2) 2 (6.9 ) 3 (10.3) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 7 (24.1) 0 7 (24.1) 

  Pain in extremity 5 (17.2) 1 (3.4 ) 4 (13.8) 

  Arthralgia 4 (13.8) 1 (3.4 ) 3 (10.3) 

  Back pain 3 (10.3) 0 3 (10.3) 

Nervous system disorders    

  -Total 3 (10.3) 1 (3.4 ) 2 (6.9 ) 

  Headache 3 (10.3) 1 (3.4 ) 2 (6.9 ) 

Psychiatric disorders    

  -Total 3 (10.3) 0 3 (10.3) 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 
Grade 2 

n (%) 

  Anxiety 3 (10.3) 0 3 (10.3) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (10.3) 2 (6.9 ) 1 (3.4 ) 

  Epistaxis 3 (10.3) 2 (6.9 ) 1 (3.4 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (3.4 ) 1 (3.4 ) 0 

  Rash 1 (3.4 ) 1 (3.4 ) 0 

Vascular disorders    

  -Total 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 

  Hypertension 2 (6.9 ) 1 (3.4 ) 1 (3.4 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 190f => Non-sever e adverse events (AE CTC AE Gr ade 1/2) befor e study tr eatment that occurr ed in at least 10% of the pati ents OR (in at least 10 patients AND  in at least 1% of the patients) , by primar y system org an class , preferred ter m, maxi mum CTC grade and Baseli ne bone marrow tumor bur den ( Enr olled set ) 
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Table 190f 

Non-severe adverse events (AE CTCAE Grade 1/2) before study treatment that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

16 (59.3) 6 (22.2) 10 (37.0) 

Blood and lymphatic system disorders    

  -Total 4 (14.8) 2 (7.4 ) 2 (7.4 ) 

  Anaemia 3 (11.1) 2 (7.4 ) 1 (3.7 ) 

  Thrombocytopenia 1 (3.7 ) 0 1 (3.7 ) 

Gastrointestinal disorders    

  -Total 9 (33.3) 4 (14.8) 5 (18.5) 

  Nausea 5 (18.5) 3 (11.1) 2 (7.4 ) 

  Vomiting 3 (11.1) 2 (7.4 ) 1 (3.7 ) 

  Constipation 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

  Stomatitis 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

  Abdominal distension 1 (3.7 ) 1 (3.7 ) 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

General disorders and administration 
site conditions 

   

  -Total 6 (22.2) 3 (11.1) 3 (11.1) 

  Pyrexia 5 (18.5) 2 (7.4 ) 3 (11.1) 

  Fatigue 2 (7.4 ) 2 (7.4 ) 0 

  Asthenia 1 (3.7 ) 1 (3.7 ) 0 

Infections and infestations    

  -Total 1 (3.7 ) 0 1 (3.7 ) 

  Pneumonia 1 (3.7 ) 0 1 (3.7 ) 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (7.4 ) 2 (7.4 ) 0 

  Contusion 2 (7.4 ) 2 (7.4 ) 0 

Investigations    

  -Total 3 (11.1) 2 (7.4 ) 1 (3.7 ) 

  White blood cell count decreased 3 (11.1) 2 (7.4 ) 1 (3.7 ) 

Metabolism and nutrition disorders    

  -Total 2 (7.4 ) 2 (7.4 ) 0 

  Hypokalaemia 2 (7.4 ) 2 (7.4 ) 0 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 3 (11.1) 0 3 (11.1) 

  Arthralgia 2 (7.4 ) 0 2 (7.4 ) 

  Pain in extremity 2 (7.4 ) 0 2 (7.4 ) 

Nervous system disorders    

  -Total 4 (14.8) 3 (11.1) 1 (3.7 ) 

  Headache 4 (14.8) 3 (11.1) 1 (3.7 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (11.1) 2 (7.4 ) 1 (3.7 ) 

  Epistaxis 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

  Cough 1 (3.7 ) 1 (3.7 ) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 2 (7.4 ) 2 (7.4 ) 0 

  Ingrowing nail 1 (3.7 ) 1 (3.7 ) 0 

  Rash 1 (3.7 ) 1 (3.7 ) 0 

Vascular disorders    

  -Total 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypertension 2 (7.4 ) 1 (3.7 ) 1 (3.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 190f 

Non-severe adverse events (AE CTCAE Grade 1/2) before study treatment that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

28 (63.6) 6 (13.6) 22 (50.0) 

Blood and lymphatic system disorders    

  -Total 7 (15.9) 3 (6.8 ) 4 (9.1 ) 

  Anaemia 6 (13.6) 2 (4.5 ) 4 (9.1 ) 

  Thrombocytopenia 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 

Cardiac disorders    

  -Total 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 

  Tachycardia 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 

Gastrointestinal disorders    

  -Total 12 (27.3) 6 (13.6) 6 (13.6) 

  Constipation 8 (18.2) 4 (9.1 ) 4 (9.1 ) 

  Stomatitis 7 (15.9) 4 (9.1 ) 3 (6.8 ) 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Nausea 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 

  Vomiting 3 (6.8 ) 3 (6.8 ) 0 

  Abdominal distension 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 

General disorders and administration 
site conditions 

   

  -Total 18 (40.9) 6 (13.6) 12 (27.3) 

  Pyrexia 13 (29.5) 2 (4.5 ) 11 (25.0) 

  Fatigue 6 (13.6) 4 (9.1 ) 2 (4.5 ) 

  Catheter site pain 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 

Infections and infestations    

  -Total 1 (2.3 ) 0 1 (2.3 ) 

  Pneumonia 1 (2.3 ) 0 1 (2.3 ) 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (4.5 ) 2 (4.5 ) 0 

  Contusion 2 (4.5 ) 2 (4.5 ) 0 

Investigations    

  -Total 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 

  White blood cell count decreased 2 (4.5 ) 1 (2.3 ) 1 (2.3 ) 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Metabolism and nutrition disorders    

  -Total 9 (20.5) 6 (13.6) 3 (6.8 ) 

  Hypokalaemia 6 (13.6) 3 (6.8 ) 3 (6.8 ) 

  Hyperuricaemia 5 (11.4) 5 (11.4) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 8 (18.2) 3 (6.8 ) 5 (11.4) 

  Pain in extremity 8 (18.2) 3 (6.8 ) 5 (11.4) 

  Arthralgia 3 (6.8 ) 1 (2.3 ) 2 (4.5 ) 

  Myalgia 2 (4.5 ) 2 (4.5 ) 0 

Nervous system disorders    

  -Total 6 (13.6) 1 (2.3 ) 5 (11.4) 

  Headache 6 (13.6) 1 (2.3 ) 5 (11.4) 

Renal and urinary disorders    

  -Total 3 (6.8 ) 3 (6.8 ) 0 

  Haematuria 3 (6.8 ) 3 (6.8 ) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 7 (15.9) 3 (6.8 ) 4 (9.1 ) 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Epistaxis 5 (11.4) 2 (4.5 ) 3 (6.8 ) 

  Cough 3 (6.8 ) 2 (4.5 ) 1 (2.3 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 5 (11.4) 4 (9.1 ) 1 (2.3 ) 

  Rash 5 (11.4) 4 (9.1 ) 1 (2.3 ) 

Vascular disorders    

  -Total 5 (11.4) 1 (2.3 ) 4 (9.1 ) 

  Hypertension 5 (11.4) 1 (2.3 ) 4 (9.1 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 190f 

Non-severe adverse events (AE CTCAE Grade 1/2) before study treatment that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

3 (100) 1 (33.3) 2 (66.7) 

Blood and lymphatic system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Thrombocytopenia 1 (33.3) 0 1 (33.3) 

Cardiac disorders    

  -Total 1 (33.3) 1 (33.3) 0 

  Tachycardia 1 (33.3) 1 (33.3) 0 

Gastrointestinal disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Abdominal distension 1 (33.3) 0 1 (33.3) 

  Nausea 1 (33.3) 0 1 (33.3) 
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Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Vomiting 1 (33.3) 1 (33.3) 0 

General disorders and administration 
site conditions 

   

  -Total 3 (100) 2 (66.7) 1 (33.3) 

  Pyrexia 2 (66.7) 2 (66.7) 0 

  Asthenia 1 (33.3) 1 (33.3) 0 

  Catheter site pain 1 (33.3) 1 (33.3) 0 

  Device related thrombosis 1 (33.3) 0 1 (33.3) 

  Fatigue 1 (33.3) 1 (33.3) 0 

Infections and infestations    

  -Total 1 (33.3) 0 1 (33.3) 

  Oral candidiasis 1 (33.3) 0 1 (33.3) 

  Pneumonia 1 (33.3) 1 (33.3) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Contusion 1 (33.3) 1 (33.3) 0 

Investigations    

  -Total 1 (33.3) 0 1 (33.3) 
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Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Blood creatinine increased 1 (33.3) 0 1 (33.3) 

Metabolism and nutrition disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Hypokalaemia 1 (33.3) 0 1 (33.3) 

  Iron overload 1 (33.3) 0 1 (33.3) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 

  Arthralgia 1 (33.3) 0 1 (33.3) 

  Myalgia 1 (33.3) 1 (33.3) 0 

Renal and urinary disorders    

  -Total 1 (33.3) 1 (33.3) 0 

  Haematuria 1 (33.3) 1 (33.3) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (33.3) 0 1 (33.3) 

  Cough 1 (33.3) 1 (33.3) 0 

  Haemoptysis 1 (33.3) 0 1 (33.3) 

  Pneumothorax 1 (33.3) 1 (33.3) 0 
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Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Ingrowing nail 1 (33.3) 1 (33.3) 0 

Vascular disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Hypertension 1 (33.3) 0 1 (33.3) 

  Pallor 1 (33.3) 1 (33.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 190g 

Non-severe adverse events (AE CTCAE Grade 1/2) before study treatment that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

7 (100) 0 7 (100) 

Blood and lymphatic system disorders    

  -Total 2 (28.6) 0 2 (28.6) 

  Bone marrow failure 1 (14.3) 0 1 (14.3) 

  Thrombocytopenia 1 (14.3) 0 1 (14.3) 

Cardiac disorders    

  -Total 2 (28.6) 2 (28.6) 0 

  Atrioventricular block 1 (14.3) 1 (14.3) 0 

  Sinus tachycardia 1 (14.3) 1 (14.3) 0 

Endocrine disorders    

  -Total 1 (14.3) 1 (14.3) 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Cushingoid 1 (14.3) 1 (14.3) 0 

Gastrointestinal disorders    

  -Total 3 (42.9) 1 (14.3) 2 (28.6) 

  Constipation 2 (28.6) 1 (14.3) 1 (14.3) 

  Abdominal distension 1 (14.3) 1 (14.3) 0 

  Abdominal pain upper 1 (14.3) 0 1 (14.3) 

  Flatulence 1 (14.3) 0 1 (14.3) 

  Gingival pruritus 1 (14.3) 1 (14.3) 0 

  Nausea 1 (14.3) 0 1 (14.3) 

  Stomatitis 1 (14.3) 0 1 (14.3) 

General disorders and administration 
site conditions 

   

  -Total 7 (100) 1 (14.3) 6 (85.7) 

  Pyrexia 4 (57.1) 0 4 (57.1) 

  Fatigue 1 (14.3) 1 (14.3) 0 

  General physical health deterioration 1 (14.3) 0 1 (14.3) 

  Mucosal inflammation 1 (14.3) 0 1 (14.3) 

  Puncture site pain 1 (14.3) 1 (14.3) 0 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Vessel puncture site erythema 1 (14.3) 0 1 (14.3) 

  Vessel puncture site haematoma 1 (14.3) 1 (14.3) 0 

Hepatobiliary disorders    

  -Total 1 (14.3) 1 (14.3) 0 

  Hepatomegaly 1 (14.3) 1 (14.3) 0 

Infections and infestations    

  -Total 1 (14.3) 0 1 (14.3) 

  Upper respiratory tract infection 1 (14.3) 0 1 (14.3) 

Injury, poisoning and procedural 
complications 

   

  -Total 2 (28.6) 2 (28.6) 0 

  Contusion 1 (14.3) 1 (14.3) 0 

  Fall 1 (14.3) 1 (14.3) 0 

Investigations    

  -Total 3 (42.9) 1 (14.3) 2 (28.6) 

  C-reactive protein increased 2 (28.6) 0 2 (28.6) 

  Activated partial thromboplastin time 
shortened 

1 (14.3) 0 1 (14.3) 

  Antithrombin iii decreased 1 (14.3) 0 1 (14.3) 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Ejection fraction decreased 1 (14.3) 1 (14.3) 0 

  Immunoglobulins decreased 1 (14.3) 0 1 (14.3) 

  Protein total decreased 1 (14.3) 0 1 (14.3) 

  Urine output decreased 1 (14.3) 0 1 (14.3) 

Metabolism and nutrition disorders    

  -Total 2 (28.6) 1 (14.3) 1 (14.3) 

  Hyperkalaemia 1 (14.3) 1 (14.3) 0 

  Hypokalaemia 1 (14.3) 0 1 (14.3) 

  Obesity 1 (14.3) 1 (14.3) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 2 (28.6) 0 2 (28.6) 

  Pain in extremity 2 (28.6) 1 (14.3) 1 (14.3) 

  Arthralgia 1 (14.3) 1 (14.3) 0 

  Back pain 1 (14.3) 0 1 (14.3) 

  Temporomandibular joint syndrome 1 (14.3) 1 (14.3) 0 

Nervous system disorders    

  -Total 5 (71.4) 2 (28.6) 3 (42.9) 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Seizure 2 (28.6) 1 (14.3) 1 (14.3) 

  Cerebral haemorrhage 1 (14.3) 1 (14.3) 0 

  Cerebral venous sinus thrombosis 1 (14.3) 0 1 (14.3) 

  Headache 1 (14.3) 0 1 (14.3) 

  Leukoencephalopathy 1 (14.3) 1 (14.3) 0 

Renal and urinary disorders    

  -Total 3 (42.9) 1 (14.3) 2 (28.6) 

  Nephropathy 1 (14.3) 1 (14.3) 0 

  Urinary retention 1 (14.3) 0 1 (14.3) 

  Urinary tract disorder 1 (14.3) 0 1 (14.3) 

Reproductive system and breast 
disorders 

   

  -Total 1 (14.3) 1 (14.3) 0 

  Penile erythema 1 (14.3) 1 (14.3) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (28.6) 1 (14.3) 1 (14.3) 

  Cough 1 (14.3) 1 (14.3) 0 

  Dyspnoea 1 (14.3) 0 1 (14.3) 
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Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Epistaxis 1 (14.3) 1 (14.3) 0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (14.3) 1 (14.3) 0 

  Erythema 1 (14.3) 1 (14.3) 0 

Vascular disorders    

  -Total 2 (28.6) 0 2 (28.6) 

  Hypertension 2 (28.6) 0 2 (28.6) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 190g 

Non-severe adverse events (AE CTCAE Grade 1/2) before study treatment that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

20 (62.5) 8 (25.0) 12 (37.5) 

Blood and lymphatic system disorders    

  -Total 4 (12.5) 2 (6.3 ) 2 (6.3 ) 

  Anaemia 4 (12.5) 2 (6.3 ) 2 (6.3 ) 

  Thrombocytopenia 1 (3.1 ) 0 1 (3.1 ) 

Cardiac disorders    

  -Total 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 

  Sinus tachycardia 1 (3.1 ) 1 (3.1 ) 0 

  Tachycardia 1 (3.1 ) 0 1 (3.1 ) 

Gastrointestinal disorders    

  -Total 10 (31.3) 5 (15.6) 5 (15.6) 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Stomatitis 6 (18.8) 4 (12.5) 2 (6.3 ) 

  Nausea 5 (15.6) 4 (12.5) 1 (3.1 ) 

  Vomiting 5 (15.6) 4 (12.5) 1 (3.1 ) 

  Constipation 3 (9.4 ) 1 (3.1 ) 2 (6.3 ) 

  Abdominal distension 1 (3.1 ) 0 1 (3.1 ) 

General disorders and administration 
site conditions 

   

  -Total 9 (28.1) 4 (12.5) 5 (15.6) 

  Pyrexia 9 (28.1) 4 (12.5) 5 (15.6) 

  Fatigue 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 

  General physical health deterioration 1 (3.1 ) 0 1 (3.1 ) 

Hepatobiliary disorders    

  -Total 1 (3.1 ) 1 (3.1 ) 0 

  Hepatomegaly 1 (3.1 ) 1 (3.1 ) 0 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (3.1 ) 1 (3.1 ) 0 

  Contusion 1 (3.1 ) 1 (3.1 ) 0 

Investigations    
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 4 (12.5) 2 (6.3 ) 2 (6.3 ) 

  Weight decreased 4 (12.5) 2 (6.3 ) 2 (6.3 ) 

  Blood bilirubin increased 1 (3.1 ) 1 (3.1 ) 0 

  C-reactive protein increased 1 (3.1 ) 1 (3.1 ) 0 

  White blood cell count decreased 1 (3.1 ) 1 (3.1 ) 0 

Metabolism and nutrition disorders    

  -Total 4 (12.5) 3 (9.4 ) 1 (3.1 ) 

  Hypokalaemia 4 (12.5) 3 (9.4 ) 1 (3.1 ) 

  Hyperkalaemia 1 (3.1 ) 1 (3.1 ) 0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 4 (12.5) 1 (3.1 ) 3 (9.4 ) 

  Pain in extremity 4 (12.5) 1 (3.1 ) 3 (9.4 ) 

  Arthralgia 2 (6.3 ) 0 2 (6.3 ) 

Nervous system disorders    

  -Total 6 (18.8) 2 (6.3 ) 4 (12.5) 

  Headache 5 (15.6) 2 (6.3 ) 3 (9.4 ) 

  Seizure 1 (3.1 ) 0 1 (3.1 ) 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Renal and urinary disorders    

  -Total 1 (3.1 ) 0 1 (3.1 ) 

  Urinary retention 1 (3.1 ) 0 1 (3.1 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 3 (9.4 ) 2 (6.3 ) 1 (3.1 ) 

  Epistaxis 2 (6.3 ) 1 (3.1 ) 1 (3.1 ) 

  Cough 1 (3.1 ) 1 (3.1 ) 0 

  Dyspnoea 1 (3.1 ) 0 1 (3.1 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 2 (6.3 ) 2 (6.3 ) 0 

  Rash 2 (6.3 ) 2 (6.3 ) 0 

  Erythema 1 (3.1 ) 1 (3.1 ) 0 

Vascular disorders    

  -Total 4 (12.5) 2 (6.3 ) 2 (6.3 ) 

  Hypertension 4 (12.5) 2 (6.3 ) 2 (6.3 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 



  

  

7755 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 190g 

Non-severe adverse events (AE CTCAE Grade 1/2) before study treatment that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

15 (68.2) 3 (13.6) 12 (54.5) 

Blood and lymphatic system disorders    

  -Total 3 (13.6) 1 (4.5 ) 2 (9.1 ) 

  Anaemia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Thrombocytopenia 1 (4.5 ) 0 1 (4.5 ) 

Cardiac disorders    

  -Total 3 (13.6) 2 (9.1 ) 1 (4.5 ) 

  Tachycardia 3 (13.6) 2 (9.1 ) 1 (4.5 ) 

  Sinus tachycardia 1 (4.5 ) 0 1 (4.5 ) 

Endocrine disorders    
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 1 (4.5 ) 1 (4.5 ) 0 

  Cushingoid 1 (4.5 ) 1 (4.5 ) 0 

Gastrointestinal disorders    

  -Total 7 (31.8) 4 (18.2) 3 (13.6) 

  Constipation 4 (18.2) 3 (13.6) 1 (4.5 ) 

  Abdominal distension 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Nausea 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Stomatitis 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Vomiting 2 (9.1 ) 2 (9.1 ) 0 

General disorders and administration 
site conditions 

   

  -Total 7 (31.8) 4 (18.2) 3 (13.6) 

  Pyrexia 5 (22.7) 2 (9.1 ) 3 (13.6) 

  Fatigue 4 (18.2) 3 (13.6) 1 (4.5 ) 

Infections and infestations    

  -Total 3 (13.6) 1 (4.5 ) 2 (9.1 ) 

  Pneumonia 3 (13.6) 1 (4.5 ) 2 (9.1 ) 

Injury, poisoning and procedural 
complications 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 3 (13.6) 3 (13.6) 0 

  Contusion 3 (13.6) 3 (13.6) 0 

Investigations    

  -Total 3 (13.6) 2 (9.1 ) 1 (4.5 ) 

  Antithrombin iii decreased 1 (4.5 ) 0 1 (4.5 ) 

  Neutrophil count decreased 1 (4.5 ) 1 (4.5 ) 0 

  Urine output decreased 1 (4.5 ) 0 1 (4.5 ) 

  White blood cell count decreased 1 (4.5 ) 1 (4.5 ) 0 

Metabolism and nutrition disorders    

  -Total 4 (18.2) 1 (4.5 ) 3 (13.6) 

  Hypokalaemia 3 (13.6) 1 (4.5 ) 2 (9.1 ) 

  Hyperkalaemia 1 (4.5 ) 0 1 (4.5 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 5 (22.7) 1 (4.5 ) 4 (18.2) 

  Back pain 3 (13.6) 1 (4.5 ) 2 (9.1 ) 

  Pain in extremity 3 (13.6) 1 (4.5 ) 2 (9.1 ) 

  Arthralgia 2 (9.1 ) 0 2 (9.1 ) 



  

  

7759 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Nervous system disorders    

  -Total 3 (13.6) 2 (9.1 ) 1 (4.5 ) 

  Headache 3 (13.6) 2 (9.1 ) 1 (4.5 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 5 (22.7) 2 (9.1 ) 3 (13.6) 

  Cough 3 (13.6) 2 (9.1 ) 1 (4.5 ) 

  Epistaxis 3 (13.6) 1 (4.5 ) 2 (9.1 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 4 (18.2) 3 (13.6) 1 (4.5 ) 

  Rash 4 (18.2) 3 (13.6) 1 (4.5 ) 

  Dry skin 3 (13.6) 3 (13.6) 0 

Vascular disorders    

  -Total 2 (9.1 ) 0 2 (9.1 ) 

  Hypertension 2 (9.1 ) 0 2 (9.1 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 
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- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 

are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 190g 

Non-severe adverse events (AE CTCAE Grade 1/2) before study treatment that occurred in at least 10% of the patients OR 

(in at least 10 patients AND in at least 1% of the patients), by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

9 (69.2) 1 (7.7 ) 8 (61.5) 

Blood and lymphatic system disorders    

  -Total 4 (30.8) 2 (15.4) 2 (15.4) 

  Anaemia 3 (23.1) 1 (7.7 ) 2 (15.4) 

  Thrombocytopenia 1 (7.7 ) 1 (7.7 ) 0 

Gastrointestinal disorders    

  -Total 2 (15.4) 0 2 (15.4) 

  Constipation 1 (7.7 ) 0 1 (7.7 ) 

  Nausea 1 (7.7 ) 0 1 (7.7 ) 

General disorders and administration 
site conditions 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 3 (23.1) 1 (7.7 ) 2 (15.4) 

  Pyrexia 2 (15.4) 0 2 (15.4) 

  Fatigue 1 (7.7 ) 1 (7.7 ) 0 

Hepatobiliary disorders    

  -Total 1 (7.7 ) 0 1 (7.7 ) 

  Hepatomegaly 1 (7.7 ) 0 1 (7.7 ) 

Investigations    

  -Total 5 (38.5) 2 (15.4) 3 (23.1) 

  White blood cell count decreased 3 (23.1) 1 (7.7 ) 2 (15.4) 

  Blood bilirubin increased 2 (15.4) 1 (7.7 ) 1 (7.7 ) 

  Neutrophil count decreased 2 (15.4) 2 (15.4) 0 

  C-reactive protein increased 1 (7.7 ) 1 (7.7 ) 0 

Metabolism and nutrition disorders    

  -Total 1 (7.7 ) 1 (7.7 ) 0 

  Hyperkalaemia 1 (7.7 ) 1 (7.7 ) 0 

  Hypokalaemia 1 (7.7 ) 1 (7.7 ) 0 

Musculoskeletal and connective tissue 
disorders 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 3 (23.1) 0 3 (23.1) 

  Arthralgia 1 (7.7 ) 0 1 (7.7 ) 

  Back pain 1 (7.7 ) 0 1 (7.7 ) 

  Pain in extremity 1 (7.7 ) 0 1 (7.7 ) 

Nervous system disorders    

  -Total 1 (7.7 ) 0 1 (7.7 ) 

  Headache 1 (7.7 ) 0 1 (7.7 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (7.7 ) 0 1 (7.7 ) 

  Epistaxis 1 (7.7 ) 0 1 (7.7 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 1 (7.7 ) 0 1 (7.7 ) 

  Dry skin 1 (7.7 ) 0 1 (7.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- Only AEs started prior to any study treatment, i.e. prior to lymphodepleting chemotherapy and CTL019 infusion, 
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are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 191a => N on-severe adverse events ( AE CTCAE Grade 1/2) duri ng l ymphodepl eti ng period that occurred i n at l east 10% of the patients  OR  (in at l east 10 patients AND i n at l east 1% of the pati ents), r egar dless  of rel ati onshi p to l ymphodepleting chemotherapy, by pri mar y system organ class , preferred ter m, maxi mum CTC grade and Age ( Enr olled set - Patients who r ecei ved l ymphodepl eting chemotherapy ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                       
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 191a 

Non-severe adverse events (AE CTCAE Grade 1/2) during lymphodepleting period that occurred in at least 10% of the 

patients OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: <10 years 

 
All patients 

N=33 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Number of patients with at least one 
AE 

13 (39.4) 8 (24.2) 5 (15.2) 

Gastrointestinal disorders    

  -Total 8 (24.2) 5 (15.2) 3 (9.1 ) 

  Diarrhoea 5 (15.2) 3 (9.1 ) 2 (6.1 ) 

  Nausea 5 (15.2) 3 (9.1 ) 2 (6.1 ) 

General disorders and administration 
site conditions 

   

  -Total 8 (24.2) 6 (18.2) 2 (6.1 ) 

  Pyrexia 8 (24.2) 6 (18.2) 2 (6.1 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 
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accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 191a 

Non-severe adverse events (AE CTCAE Grade 1/2) during lymphodepleting period that occurred in at least 10% of the 

patients OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=10 years to <18 years 

 
All patients 

N=16 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

4 (25.0) 2 (12.5) 2 (12.5) 

Gastrointestinal disorders    

  -Total 3 (18.8) 2 (12.5) 1 (6.3 ) 

  Nausea 3 (18.8) 2 (12.5) 1 (6.3 ) 

Nervous system disorders    

  -Total 3 (18.8) 2 (12.5) 1 (6.3 ) 

  Headache 3 (18.8) 2 (12.5) 1 (6.3 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t191_gd_b2001x.sas@@/main/4 25JUN21:18:34                                        Final 

 
  



  

  

7770 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 191a 

Non-severe adverse events (AE CTCAE Grade 1/2) during lymphodepleting period that occurred in at least 10% of the 

patients OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Age 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Age: >=18 years 

 
All patients 

N=14 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Number of patients with at least one 
AE 

3 (21.4) 2 (14.3) 1 (7.1 ) 

Gastrointestinal disorders    

  -Total 3 (21.4) 2 (14.3) 1 (7.1 ) 

  Nausea 3 (21.4) 2 (14.3) 1 (7.1 ) 

General disorders and administration 
site conditions 

   

  -Total 1 (7.1 ) 0 1 (7.1 ) 

  Pyrexia 1 (7.1 ) 0 1 (7.1 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 
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- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 191b => N on-severe adverse events ( AE CTCAE Grade 1/2) duri ng l ymphodepl eti ng period that occurred i n at l east 10% of the patients  OR  (in at l east 10 patients AND i n at l east 1% of the pati ents), r egar dless  of rel ati onshi p to l ymphodepleting chemotherapy, by pri mar y system organ class , preferred ter m, maxi mum CTC grade and Gender ( Enr olled set - Patients who r ecei ved l ymphodepl eting chemotherapy ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                    
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 191b 

Non-severe adverse events (AE CTCAE Grade 1/2) during lymphodepleting period that occurred in at least 10% of the 

patients OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Male 

 
All patients 

N=36 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 
2 

n (%) 

Number of patients with at least one 
AE 

14 (38.9) 10 (27.8) 4 (11.1) 

Gastrointestinal disorders    

  -Total 9 (25.0) 7 (19.4) 2 (5.6 ) 

  Nausea 9 (25.0) 7 (19.4) 2 (5.6 ) 

General disorders and administration 
site conditions 

   

  -Total 4 (11.1) 3 (8.3 ) 1 (2.8 ) 

  Pyrexia 4 (11.1) 3 (8.3 ) 1 (2.8 ) 

Renal and urinary disorders    

  -Total 4 (11.1) 3 (8.3 ) 1 (2.8 ) 

  Haematuria 4 (11.1) 3 (8.3 ) 1 (2.8 ) 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t191_gd_b2001x.sas@@/main/4 25JUN21:18:34                                        Final 

 
  



  

  

7774 

 



  

  

7775 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 191b 

Non-severe adverse events (AE CTCAE Grade 1/2) during lymphodepleting period that occurred in at least 10% of the 

patients OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Gender 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Gender: Female 

 
All patients 

N=27 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Number of patients with at least one 
AE 

5 (18.5) 2 (7.4 ) 3 (11.1) 

Gastrointestinal disorders    

  -Total 2 (7.4 ) 0 2 (7.4 ) 

  Nausea 2 (7.4 ) 0 2 (7.4 ) 

General disorders and administration 
site conditions 

   

  -Total 5 (18.5) 3 (11.1) 2 (7.4 ) 

  Pyrexia 5 (18.5) 3 (11.1) 2 (7.4 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion are summarized. 
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- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 191c  => Non-sever e adverse events (AE CTC AE Grade 1/2) during l ymphodepleting period that occurred in at least 10% of the pati ents OR (in  at leas t 10 pati ents AND in at leas t 1% of the pati ents), reg ardl ess of relationship to l ymphodepl eti ng chemother apy, by primar y system organ class , preferred ter m, maxi mum CTC grade and R esponse status  at study entr y (Enroll ed set - Patients who recei ved l ymphodepleti ng chemother apy ) 
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Table 191c 

Non-severe adverse events (AE CTCAE Grade 1/2) during lymphodepleting period that occurred in at least 10% of the 

patients OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Primary refractory 

 
All patients 

N=0 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 191c 

Non-severe adverse events (AE CTCAE Grade 1/2) during lymphodepleting period that occurred in at least 10% of the 

patients OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Response status at study entry 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=63 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

17 (27.0) 11 (17.5) 6 (9.5 ) 

Gastrointestinal disorders    

  -Total 11 (17.5) 7 (11.1) 4 (6.3 ) 

  Nausea 11 (17.5) 7 (11.1) 4 (6.3 ) 

General disorders and administration 
site conditions 

   

  -Total 9 (14.3) 6 (9.5 ) 3 (4.8 ) 

  Pyrexia 9 (14.3) 6 (9.5 ) 3 (4.8 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 
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- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 191d => N on-severe adverse events ( AE CTCAE Grade 1/2) duri ng l ymphodepl eti ng period that occurred i n at l east 10% of the patients  OR  (in at l east 10 patients AND i n at l east 1% of the pati ents), r egar dless  of rel ati onshi p to l ymphodepleting chemotherapy, by pri mar y system organ class , preferred ter m, maxi mum CTC grade and R egion (Enroll ed set - Patients who recei ved l ymphodepleti ng chemother apy ) 
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Table 191d 

Non-severe adverse events (AE CTCAE Grade 1/2) during lymphodepleting period that occurred in at least 10% of the 

patients OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Europe 

 
All patients 

N=42 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Number of patients with at least one 
AE 

12 (28.6) 7 (16.7) 5 (11.9) 

Blood and lymphatic system disorders    

  -Total 1 (2.4 ) 0 1 (2.4 ) 

  Anaemia 1 (2.4 ) 0 1 (2.4 ) 

Gastrointestinal disorders    

  -Total 7 (16.7) 5 (11.9) 2 (4.8 ) 

  Nausea 5 (11.9) 3 (7.1 ) 2 (4.8 ) 

  Constipation 2 (4.8 ) 2 (4.8 ) 0 

  Diarrhoea 1 (2.4 ) 1 (2.4 ) 0 

General disorders and administration 
site conditions 
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Region: Europe 

 
All patients 

N=42 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

  -Total 6 (14.3) 3 (7.1 ) 3 (7.1 ) 

  Pyrexia 6 (14.3) 3 (7.1 ) 3 (7.1 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 191d 

Non-severe adverse events (AE CTCAE Grade 1/2) during lymphodepleting period that occurred in at least 10% of the 

patients OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Number of patients with at least one 
AE 

12 (66.7) 7 (38.9) 5 (27.8) 

Blood and lymphatic system disorders    

  -Total 2 (11.1) 0 2 (11.1) 

  Anaemia 2 (11.1) 0 2 (11.1) 

Gastrointestinal disorders    

  -Total 7 (38.9) 5 (27.8) 2 (11.1) 

  Nausea 5 (27.8) 4 (22.2) 1 (5.6 ) 

  Diarrhoea 4 (22.2) 2 (11.1) 2 (11.1) 

  Constipation 1 (5.6 ) 1 (5.6 ) 0 

General disorders and administration 
site conditions 
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Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

  -Total 3 (16.7) 3 (16.7) 0 

  Pyrexia 3 (16.7) 3 (16.7) 0 

Investigations    

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Blood bilirubin increased 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

Metabolism and nutrition disorders    

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Hypomagnesaemia 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

Renal and urinary disorders    

  -Total 4 (22.2) 3 (16.7) 1 (5.6 ) 

  Haematuria 4 (22.2) 3 (16.7) 1 (5.6 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Tachypnoea 2 (11.1) 1 (5.6 ) 1 (5.6 ) 

  Hypoxia 1 (5.6 ) 1 (5.6 ) 0 

Vascular disorders    

  -Total 2 (11.1) 2 (11.1) 0 
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Region: US 

 
All patients 

N=18 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

  Hypotension 2 (11.1) 2 (11.1) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 191d 

Non-severe adverse events (AE CTCAE Grade 1/2) during lymphodepleting period that occurred in at least 10% of the 

patients OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Region 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Region: Rest of World 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Number of patients with at least one 
AE 

3 (100) 2 (66.7) 1 (33.3) 

Gastrointestinal disorders    

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 

  Constipation 1 (33.3) 1 (33.3) 0 

  Nausea 1 (33.3) 0 1 (33.3) 

Investigations    

  -Total 1 (33.3) 0 1 (33.3) 

  Urine output decreased 1 (33.3) 0 1 (33.3) 

Metabolism and nutrition disorders    

  -Total 2 (66.7) 2 (66.7) 0 
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Region: Rest of World 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

  Hyperuricaemia 2 (66.7) 2 (66.7) 0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 1 (33.3) 0 1 (33.3) 

  Hypoxia 1 (33.3) 0 1 (33.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 191e => N on-severe adverse events ( AE CTCAE Grade 1/2) duri ng l ymphodepl eti ng period that occurred i n at l east 10% of the patients  OR  (in at l east 10 patients AND i n at l east 1% of the pati ents), r egar dless  of rel ati onshi p to l ymphodepleting chemotherapy, by pri mar y system organ class , preferred ter m, maxi mum CTC grade and Prior SCT therapy (Enr olled set - Patients  who r ecei ved l ymphodepleting chemotherapy ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                         
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 191e 

Non-severe adverse events (AE CTCAE Grade 1/2) during lymphodepleting period that occurred in at least 10% of the 

patients OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: Yes 

 
All patients 

N=39 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Number of patients with at least one 
AE 

6 (15.4) 4 (10.3) 2 (5.1 ) 

Gastrointestinal disorders    

  -Total 5 (12.8) 4 (10.3) 1 (2.6 ) 

  Nausea 5 (12.8) 4 (10.3) 1 (2.6 ) 

General disorders and administration 
site conditions 

   

  -Total 2 (5.1 ) 0 2 (5.1 ) 

  Pyrexia 2 (5.1 ) 0 2 (5.1 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion are summarized. 
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- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 191e 

Non-severe adverse events (AE CTCAE Grade 1/2) during lymphodepleting period that occurred in at least 10% of the 

patients OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Prior SCT therapy: No 

 
All patients 

N=24 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Number of patients with at least one 
AE 

11 (45.8) 7 (29.2) 4 (16.7) 

Gastrointestinal disorders    

  -Total 6 (25.0) 3 (12.5) 3 (12.5) 

  Nausea 6 (25.0) 3 (12.5) 3 (12.5) 

General disorders and administration 
site conditions 

   

  -Total 7 (29.2) 6 (25.0) 1 (4.2 ) 

  Pyrexia 7 (29.2) 6 (25.0) 1 (4.2 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion are summarized. 
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- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 191f => Non-sever e adverse events (AE CTC AE Gr ade 1/2) during l ymphodepl eting period that occurred in at least 10% of the patients OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents), r egardl ess of rel ationship to l ymphodepleti ng chemother apy, by pri mar y system organ class , pref erred ter m, maxi mum CTC grade and Baseline bone marrow tumor bur den ( Enr olled set - Patients who r ecei ved l ymphodepl eting chemotherapy ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                         
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 191f 

Non-severe adverse events (AE CTCAE Grade 1/2) during lymphodepleting period that occurred in at least 10% of the 

patients OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=22 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

3 (13.6) 2 (9.1 ) 1 (4.5 ) 

Gastrointestinal disorders    

  -Total 2 (9.1 ) 2 (9.1 ) 0 

  Diarrhoea 1 (4.5 ) 1 (4.5 ) 0 

  Nausea 1 (4.5 ) 1 (4.5 ) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

  Pyrexia 2 (9.1 ) 1 (4.5 ) 1 (4.5 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 
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- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 191f 

Non-severe adverse events (AE CTCAE Grade 1/2) during lymphodepleting period that occurred in at least 10% of the 

patients OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=38 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

16 (42.1) 10 (26.3) 6 (15.8) 

Gastrointestinal disorders    

  -Total 11 (28.9) 7 (18.4) 4 (10.5) 

  Nausea 9 (23.7) 6 (15.8) 3 (7.9 ) 

  Diarrhoea 4 (10.5) 2 (5.3 ) 2 (5.3 ) 

General disorders and administration 
site conditions 

   

  -Total 6 (15.8) 5 (13.2) 1 (2.6 ) 

  Pyrexia 6 (15.8) 5 (13.2) 1 (2.6 ) 

Renal and urinary disorders    

  -Total 4 (10.5) 3 (7.9 ) 1 (2.6 ) 

  Haematuria 4 (10.5) 3 (7.9 ) 1 (2.6 ) 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t191_gd_b2001x.sas@@/main/4 25JUN21:18:35                                        Final 

 
  



  

  

7799 
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Table 191f 

Non-severe adverse events (AE CTCAE Grade 1/2) during lymphodepleting period that occurred in at least 10% of the 

patients OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

1 (33.3) 0 1 (33.3) 

Gastrointestinal disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Nausea 1 (33.3) 0 1 (33.3) 

General disorders and administration 
site conditions 

   

  -Total 1 (33.3) 0 1 (33.3) 

  Pyrexia 1 (33.3) 0 1 (33.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion are summarized. 
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- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 191g => N on-severe adverse events ( AE CTCAE Grade 1/2) duri ng l ymphodepl eti ng period that occurred i n at l east 10% of the patients  OR  (in at l east 10 patients AND i n at l east 1% of the pati ents), r egar dless  of rel ati onshi p to l ymphodepleting chemotherapy, by pri mar y system organ class , preferred ter m, maxi mum CTC grade and N umber of previ ous r elapses (Enroll ed set - Patients  who r ecei ved l ymphodepleting chemotherapy ) 
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Table 191g 

Non-severe adverse events (AE CTCAE Grade 1/2) during lymphodepleting period that occurred in at least 10% of the 

patients OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 0 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

3 (100) 0 3 (100) 

Endocrine disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Adrenal insufficiency 1 (33.3) 0 1 (33.3) 

Gastrointestinal disorders    

  -Total 2 (66.7) 0 2 (66.7) 

  Nausea 2 (66.7) 0 2 (66.7) 

  Diarrhoea 1 (33.3) 0 1 (33.3) 

General disorders and administration 
site conditions 

   

  -Total 2 (66.7) 1 (33.3) 1 (33.3) 
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Number of previous relapses: 0 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Pyrexia 2 (66.7) 1 (33.3) 1 (33.3) 

Infections and infestations    

  -Total 1 (33.3) 0 1 (33.3) 

  Cytomegalovirus infection 1 (33.3) 0 1 (33.3) 

Injury, poisoning and procedural 
complications 

   

  -Total 1 (33.3) 1 (33.3) 0 

  Gastrostomy tube site complication 1 (33.3) 1 (33.3) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 191g 

Non-severe adverse events (AE CTCAE Grade 1/2) during lymphodepleting period that occurred in at least 10% of the 

patients OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 1 

 
All patients 

N=28 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

9 (32.1) 8 (28.6) 1 (3.6 ) 

Gastrointestinal disorders    

  -Total 5 (17.9) 5 (17.9) 0 

  Nausea 3 (10.7) 3 (10.7) 0 

  Diarrhoea 2 (7.1 ) 2 (7.1 ) 0 

General disorders and administration 
site conditions 

   

  -Total 4 (14.3) 4 (14.3) 0 

  Pyrexia 4 (14.3) 4 (14.3) 0 

Renal and urinary disorders    

  -Total 3 (10.7) 2 (7.1 ) 1 (3.6 ) 
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Number of previous relapses: 1 

 
All patients 

N=28 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Haematuria 3 (10.7) 2 (7.1 ) 1 (3.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 191g 

Non-severe adverse events (AE CTCAE Grade 1/2) during lymphodepleting period that occurred in at least 10% of the 

patients OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: 2 

 
All patients 

N=20 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

9 (45.0) 6 (30.0) 3 (15.0) 

Gastrointestinal disorders    

  -Total 7 (35.0) 5 (25.0) 2 (10.0) 

  Nausea 5 (25.0) 4 (20.0) 1 (5.0 ) 

  Constipation 3 (15.0) 3 (15.0) 0 

  Diarrhoea 2 (10.0) 1 (5.0 ) 1 (5.0 ) 

  Vomiting 2 (10.0) 2 (10.0) 0 

General disorders and administration 
site conditions 

   

  -Total 2 (10.0) 1 (5.0 ) 1 (5.0 ) 

  Pyrexia 2 (10.0) 1 (5.0 ) 1 (5.0 ) 
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Number of previous relapses: 2 

 
All patients 

N=20 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Metabolism and nutrition disorders    

  -Total 2 (10.0) 2 (10.0) 0 

  Hyperuricaemia 2 (10.0) 2 (10.0) 0 

Renal and urinary disorders    

  -Total 1 (5.0 ) 1 (5.0 ) 0 

  Haematuria 1 (5.0 ) 1 (5.0 ) 0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 191g 

Non-severe adverse events (AE CTCAE Grade 1/2) during lymphodepleting period that occurred in at least 10% of the 

patients OR (in at least 10 patients AND in at least 1% of the patients), regardless of relationship to lymphodepleting 

chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses 

Enrolled set - Patients who received lymphodepleting chemotherapy 

 

Number of previous relapses: >=3 

 
All patients 

N=12 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

4 (33.3) 2 (16.7) 2 (16.7) 

Gastrointestinal disorders    

  -Total 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

  Constipation 1 (8.3 ) 1 (8.3 ) 0 

  Nausea 1 (8.3 ) 0 1 (8.3 ) 

General disorders and administration 
site conditions 

   

  -Total 1 (8.3 ) 0 1 (8.3 ) 

  Pyrexia 1 (8.3 ) 0 1 (8.3 ) 

Investigations    

  -Total 2 (16.7) 1 (8.3 ) 1 (8.3 ) 
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Number of previous relapses: >=3 

 
All patients 

N=12 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Blood bilirubin increased 2 (16.7) 1 (8.3 ) 1 (8.3 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs started between the first day of lymphodepleting chemotherapy and CTL019 infusion are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 192a => N on-severe adverse events ( AE CTCAE Grade 1/2) that occurred i n at l east 10% of the patients OR  (in at l east 10 patients AND i n at l east 1% of the patients) by pri mar y system organ class, preferr ed ter m, maxi mum CTC  grade and Age (Enrolled set – non – infused pati ents ) 
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Table 192a 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade 

and Age 

Enrolled set – non – infused patients 

 

Age: <10 years 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Number of patients with at least one 
AE 

2 (66.7) 0 2 (66.7) 

General disorders and administration 
site conditions 

   

  -Total 1 (33.3) 0 1 (33.3) 

  Pyrexia 1 (33.3) 0 1 (33.3) 

Nervous system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Seizure 1 (33.3) 0 1 (33.3) 

  Status epilepticus 1 (33.3) 0 1 (33.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 
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accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 192a 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade 

and Age 

Enrolled set – non – infused patients 

 

Age: >=10 years to <18 years 

 
All patients 

N=1 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 192a 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade 

and Age 

Enrolled set – non – infused patients 

 

Age: >=18 years 

 
All patients 

N=1 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Number of patients with at least one 
AE 

1 (100) 0 1 (100) 

Blood and lymphatic system disorders    

  -Total 1 (100) 0 1 (100) 

  Anaemia 1 (100) 0 1 (100) 

Investigations    

  -Total 1 (100) 0 1 (100) 

  White blood cell count decreased 1 (100) 0 1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 
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- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 192b 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade 

and Gender 

Enrolled set – non – infused patients 

 

Gender: Male 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Number of patients with at least one 
AE 

2 (66.7) 0 2 (66.7) 

Blood and lymphatic system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Anaemia 1 (33.3) 0 1 (33.3) 

Investigations    

  -Total 1 (33.3) 0 1 (33.3) 

  White blood cell count decreased 1 (33.3) 0 1 (33.3) 

Nervous system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Seizure 1 (33.3) 0 1 (33.3) 

  Status epilepticus 1 (33.3) 0 1 (33.3) 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 192b 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade 

and Gender 

Enrolled set – non – infused patients 

 

Gender: Female 

 
All patients 

N=2 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Number of patients with at least one 
AE 

1 (50.0) 0 1 (50.0) 

General disorders and administration 
site conditions 

   

  -Total 1 (50.0) 0 1 (50.0) 

  Pyrexia 1 (50.0) 0 1 (50.0) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 192c 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade 

and Response status at study entry 

Enrolled set – non – infused patients 

 

Response status at study entry: Primary refractory 

 
All patients 

N=0 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 192c 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade 

and Response status at study entry 

Enrolled set – non – infused patients 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=5 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

3 (60.0) 0 3 (60.0) 

Blood and lymphatic system disorders    

  -Total 1 (20.0) 0 1 (20.0) 

  Anaemia 1 (20.0) 0 1 (20.0) 

General disorders and administration 
site conditions 

   

  -Total 1 (20.0) 0 1 (20.0) 

  Pyrexia 1 (20.0) 0 1 (20.0) 

Investigations    

  -Total 1 (20.0) 0 1 (20.0) 

  White blood cell count decreased 1 (20.0) 0 1 (20.0) 

Nervous system disorders    
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Response status at study entry: Relapsed disease 

 
All patients 

N=5 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 1 (20.0) 0 1 (20.0) 

  Seizure 1 (20.0) 0 1 (20.0) 

  Status epilepticus 1 (20.0) 0 1 (20.0) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 192d 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade 

and Region 

Enrolled set – non – infused patients 

 

Region: Europe 

 
All patients 

N=5 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Number of patients with at least one 
AE 

3 (60.0) 0 3 (60.0) 

Blood and lymphatic system disorders    

  -Total 1 (20.0) 0 1 (20.0) 

  Anaemia 1 (20.0) 0 1 (20.0) 

General disorders and administration 
site conditions 

   

  -Total 1 (20.0) 0 1 (20.0) 

  Pyrexia 1 (20.0) 0 1 (20.0) 

Investigations    

  -Total 1 (20.0) 0 1 (20.0) 

  White blood cell count decreased 1 (20.0) 0 1 (20.0) 
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Region: Europe 

 
All patients 

N=5 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Nervous system disorders    

  -Total 1 (20.0) 0 1 (20.0) 

  Seizure 1 (20.0) 0 1 (20.0) 

  Status epilepticus 1 (20.0) 0 1 (20.0) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 192d 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade 

and Region 

Enrolled set – non – infused patients 

 

Region: US 

 
All patients 

N=0 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 192d 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade 

and Region 

Enrolled set – non – infused patients 

 

Region: Rest of World 

 
All patients 

N=0 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 192e 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade 

and Prior SCT therapy 

Enrolled set – non – infused patients 

 

Prior SCT therapy: Yes 

 
All patients 

N=3 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Number of patients with at least one 
AE 

2 (66.7) 0 2 (66.7) 

Blood and lymphatic system disorders    

  -Total 1 (33.3) 0 1 (33.3) 

  Anaemia 1 (33.3) 0 1 (33.3) 

General disorders and administration 
site conditions 

   

  -Total 1 (33.3) 0 1 (33.3) 

  Pyrexia 1 (33.3) 0 1 (33.3) 

Investigations    

  -Total 1 (33.3) 0 1 (33.3) 

  White blood cell count decreased 1 (33.3) 0 1 (33.3) 
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- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 192e 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade 

and Prior SCT therapy 

Enrolled set – non – infused patients 

 

Prior SCT therapy: No 

 
All patients 

N=2 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 
1 

n (%) 

Grade 
2 

n (%) 

Number of patients with at least one 
AE 

1 (50.0) 0 1 (50.0) 

Nervous system disorders    

  -Total 1 (50.0) 0 1 (50.0) 

  Seizure 1 (50.0) 0 1 (50.0) 

  Status epilepticus 1 (50.0) 0 1 (50.0) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 192f 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade 

and Baseline bone marrow tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=1 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 1 (100) 

Blood and lymphatic system disorders    

  -Total 1 (100) 0 1 (100) 

  Anaemia 1 (100) 0 1 (100) 

Investigations    

  -Total 1 (100) 0 1 (100) 

  White blood cell count decreased 1 (100) 0 1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 192f 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade 

and Baseline bone marrow tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=4 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

2 (50.0) 0 2 (50.0) 

General disorders and administration 
site conditions 

   

  -Total 1 (25.0) 0 1 (25.0) 

  Pyrexia 1 (25.0) 0 1 (25.0) 

Nervous system disorders    

  -Total 1 (25.0) 0 1 (25.0) 

  Seizure 1 (25.0) 0 1 (25.0) 

  Status epilepticus 1 (25.0) 0 1 (25.0) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 
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- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 192f 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade 

and Baseline bone marrow tumor burden 

Enrolled set – non – infused patients 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=0 

Group term 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 192g 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 0 

 
All patients 

N=1 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 1 (100) 

General disorders and administration 
site conditions 

   

  -Total 1 (100) 0 1 (100) 

  Pyrexia 1 (100) 0 1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 192g 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 1 

 
All patients 

N=2 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

1 (50.0) 0 1 (50.0) 

Nervous system disorders    

  -Total 1 (50.0) 0 1 (50.0) 

  Seizure 1 (50.0) 0 1 (50.0) 

  Status epilepticus 1 (50.0) 0 1 (50.0) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 
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- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 192g 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: 2 

 
All patients 

N=1 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

No records met the criteria    

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 192g 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) by primary system organ class, preferred term, maximum CTC grade 

and Number of previous relapses 

Enrolled set – non – infused patients 

 

Number of previous relapses: >=3 

 
All patients 

N=1 

Group term 
Preferred term 

All 
grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

1 (100) 0 1 (100) 

Blood and lymphatic system disorders    

  -Total 1 (100) 0 1 (100) 

  Anaemia 1 (100) 0 1 (100) 

Investigations    

  -Total 1 (100) 0 1 (100) 

  White blood cell count decreased 1 (100) 0 1 (100) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis product is received and 

accepted by the manufacturing facility 

- Only AEs occured to non-infused patients are summarized. 



  

  

7848 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all 

grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 193a 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

35 (94.6)  4 (10.8) 31 (83.8) 

Blood and lymphatic system disorders    

  -Total 11 (29.7)  2 (5.4 )  9 (24.3) 

  Anaemia  9 (24.3)  2 (5.4 )  7 (18.9) 

  Thrombocytopenia  3 (8.1 )  0  3 (8.1 ) 

  Neutropenia  1 (2.7 )  1 (2.7 )  0 

Cardiac disorders    

  -Total  8 (21.6)  6 (16.2)  2 (5.4 ) 

  Tachycardia  6 (16.2)  4 (10.8)  2 (5.4 ) 

  Sinus tachycardia  5 (13.5)  5 (13.5)  0 

  Sinus bradycardia  3 (8.1 )  3 (8.1 )  0 

Gastrointestinal disorders    
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 23 (62.2)  9 (24.3) 14 (37.8) 

  Diarrhoea 13 (35.1)  8 (21.6)  5 (13.5) 

  Vomiting 12 (32.4)  8 (21.6)  4 (10.8) 

  Nausea 11 (29.7)  3 (8.1 )  8 (21.6) 

  Constipation  9 (24.3)  6 (16.2)  3 (8.1 ) 

  Abdominal pain  8 (21.6)  3 (8.1 )  5 (13.5) 

  Stomatitis  8 (21.6)  4 (10.8)  4 (10.8) 

  Abdominal distension  5 (13.5)  2 (5.4 )  3 (8.1 ) 

  Gingival bleeding  3 (8.1 )  3 (8.1 )  0 

  Abdominal pain upper  1 (2.7 )  1 (2.7 )  0 

General disorders and administration 
site conditions 

   

  -Total 24 (64.9) 13 (35.1) 11 (29.7) 

  Pyrexia 22 (59.5) 12 (32.4) 10 (27.0) 

  Fatigue  6 (16.2)  3 (8.1 )  3 (8.1 ) 

  Face oedema  5 (13.5)  5 (13.5)  0 

  Pain  4 (10.8)  3 (8.1 )  1 (2.7 ) 

  Oedema peripheral  2 (5.4 )  2 (5.4 )  0 

  Asthenia  1 (2.7 )  1 (2.7 )  0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Chills  1 (2.7 )  0  1 (2.7 ) 

Immune system disorders    

  -Total 26 (70.3)  8 (21.6) 18 (48.6) 

  Cytokine release syndrome 22 (59.5) 10 (27.0) 12 (32.4) 

  Hypogammaglobulinaemia 13 (35.1)  4 (10.8)  9 (24.3) 

  Drug hypersensitivity  2 (5.4 )  1 (2.7 )  1 (2.7 ) 

Infections and infestations    

  -Total 12 (32.4)  4 (10.8)  8 (21.6) 

  Upper respiratory tract infection  7 (18.9)  2 (5.4 )  5 (13.5) 

  Nasopharyngitis  4 (10.8)  3 (8.1 )  1 (2.7 ) 

  Rhinitis  2 (5.4 )  2 (5.4 )  0 

  Herpes zoster  1 (2.7 )  0  1 (2.7 ) 

  Oral herpes  1 (2.7 )  0  1 (2.7 ) 

Injury, poisoning and procedural 
complications 

   

  -Total  5 (13.5)  5 (13.5)  0 

  Contusion  5 (13.5)  5 (13.5)  0 

Investigations    

  -Total 14 (37.8)  1 (2.7 ) 13 (35.1) 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  White blood cell count decreased  6 (16.2)  1 (2.7 )  5 (13.5) 

  Platelet count decreased  5 (13.5)  2 (5.4 )  3 (8.1 ) 

  Neutrophil count decreased  4 (10.8)  2 (5.4 )  2 (5.4 ) 

  Aspartate aminotransferase 
increased 

 3 (8.1 )  1 (2.7 )  2 (5.4 ) 

  Blood creatinine increased  2 (5.4 )  0  2 (5.4 ) 

  Activated partial thromboplastin time 
prolonged 

 1 (2.7 )  1 (2.7 )  0 

  Alanine aminotransferase increased  1 (2.7 )  0  1 (2.7 ) 

  C-reactive protein increased  1 (2.7 )  1 (2.7 )  0 

Metabolism and nutrition disorders    

  -Total 18 (48.6)  9 (24.3)  9 (24.3) 

  Hypokalaemia 10 (27.0)  3 (8.1 )  7 (18.9) 

  Hypophosphataemia  8 (21.6)  5 (13.5)  3 (8.1 ) 

  Decreased appetite  6 (16.2)  5 (13.5)  1 (2.7 ) 

  Hyperuricaemia  5 (13.5)  5 (13.5)  0 

  Hypoalbuminaemia  5 (13.5)  2 (5.4 )  3 (8.1 ) 

  Hypomagnesaemia  3 (8.1 )  3 (8.1 )  0 

  Hyperkalaemia  2 (5.4 )  2 (5.4 )  0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypocalcaemia  2 (5.4 )  1 (2.7 )  1 (2.7 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 11 (29.7)  4 (10.8)  7 (18.9) 

  Pain in extremity  7 (18.9)  2 (5.4 )  5 (13.5) 

  Arthralgia  6 (16.2)  0  6 (16.2) 

  Myalgia  6 (16.2)  6 (16.2)  0 

  Back pain  3 (8.1 )  2 (5.4 )  1 (2.7 ) 

  Bone pain  1 (2.7 )  0  1 (2.7 ) 

  Neck pain  1 (2.7 )  1 (2.7 )  0 

Nervous system disorders    

  -Total 14 (37.8)  6 (16.2)  8 (21.6) 

  Headache 11 (29.7)  6 (16.2)  5 (13.5) 

  Seizure  3 (8.1 )  0  3 (8.1 ) 

  Somnolence  1 (2.7 )  1 (2.7 )  0 

Psychiatric disorders    

  -Total  8 (21.6)  4 (10.8)  4 (10.8) 

  Agitation  4 (10.8)  1 (2.7 )  3 (8.1 ) 

  Anxiety  4 (10.8)  2 (5.4 )  2 (5.4 ) 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Insomnia  3 (8.1 )  2 (5.4 )  1 (2.7 ) 

Renal and urinary disorders    

  -Total  7 (18.9)  6 (16.2)  1 (2.7 ) 

  Haematuria  7 (18.9)  6 (16.2)  1 (2.7 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 18 (48.6)  9 (24.3)  9 (24.3) 

  Cough 12 (32.4)  9 (24.3)  3 (8.1 ) 

  Epistaxis  8 (21.6)  5 (13.5)  3 (8.1 ) 

  Hypoxia  6 (16.2)  3 (8.1 )  3 (8.1 ) 

  Oropharyngeal pain  5 (13.5)  3 (8.1 )  2 (5.4 ) 

  Tachypnoea  4 (10.8)  2 (5.4 )  2 (5.4 ) 

  Pleural effusion  2 (5.4 )  1 (2.7 )  1 (2.7 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 15 (40.5) 12 (32.4)  3 (8.1 ) 

  Rash  6 (16.2)  5 (13.5)  1 (2.7 ) 

  Pruritus  5 (13.5)  5 (13.5)  0 

  Dry skin  3 (8.1 )  3 (8.1 )  0 
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Age: <10 years 

 
All patients 

N=37 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Erythema  3 (8.1 )  2 (5.4 )  1 (2.7 ) 

  Ingrowing nail  3 (8.1 )  2 (5.4 )  1 (2.7 ) 

  Petechiae  2 (5.4 )  2 (5.4 )  0 

  Urticaria  1 (2.7 )  1 (2.7 )  0 

Vascular disorders    

  -Total 13 (35.1)  7 (18.9)  6 (16.2) 

  Hypertension 10 (27.0)  5 (13.5)  5 (13.5) 

  Hypotension  5 (13.5)  4 (10.8)  1 (2.7 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 193a 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

18 (94.7)  0 18 (94.7) 

Blood and lymphatic system disorders    

  -Total  5 (26.3)  2 (10.5)  3 (15.8) 

  Anaemia  2 (10.5)  0  2 (10.5) 

  Neutropenia  2 (10.5)  2 (10.5)  0 

  Thrombocytopenia  1 (5.3 )  0  1 (5.3 ) 

Cardiac disorders    

  -Total  5 (26.3)  3 (15.8)  2 (10.5) 

  Tachycardia  3 (15.8)  1 (5.3 )  2 (10.5) 

  Sinus bradycardia  2 (10.5)  2 (10.5)  0 

  Bradycardia  1 (5.3 )  1 (5.3 )  0 

Gastrointestinal disorders    
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 14 (73.7)  6 (31.6)  8 (42.1) 

  Nausea 10 (52.6)  5 (26.3)  5 (26.3) 

  Vomiting  6 (31.6)  5 (26.3)  1 (5.3 ) 

  Diarrhoea  4 (21.1)  4 (21.1)  0 

  Stomatitis  4 (21.1)  1 (5.3 )  3 (15.8) 

  Constipation  2 (10.5)  2 (10.5)  0 

  Abdominal distension  1 (5.3 )  1 (5.3 )  0 

  Abdominal pain  1 (5.3 )  1 (5.3 )  0 

  Abdominal pain upper  1 (5.3 )  1 (5.3 )  0 

General disorders and administration 
site conditions 

   

  -Total 12 (63.2)  6 (31.6)  6 (31.6) 

  Pyrexia  7 (36.8)  2 (10.5)  5 (26.3) 

  Fatigue  4 (21.1)  3 (15.8)  1 (5.3 ) 

  Asthenia  2 (10.5)  2 (10.5)  0 

  Pain  2 (10.5)  0  2 (10.5) 

  Catheter site erythema  1 (5.3 )  1 (5.3 )  0 

  Chills  1 (5.3 )  1 (5.3 )  0 

  Oedema peripheral  1 (5.3 )  1 (5.3 )  0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Immune system disorders    

  -Total 10 (52.6)  3 (15.8)  7 (36.8) 

  Cytokine release syndrome  8 (42.1)  3 (15.8)  5 (26.3) 

  Hypogammaglobulinaemia  4 (21.1)  1 (5.3 )  3 (15.8) 

Infections and infestations    

  -Total 10 (52.6)  6 (31.6)  4 (21.1) 

  Nasopharyngitis  4 (21.1)  4 (21.1)  0 

  Rhinitis  4 (21.1)  2 (10.5)  2 (10.5) 

  Herpes zoster  2 (10.5)  0  2 (10.5) 

  Upper respiratory tract infection  1 (5.3 )  0  1 (5.3 ) 

Injury, poisoning and procedural 
complications 

   

  -Total  3 (15.8)  2 (10.5)  1 (5.3 ) 

  Procedural pain  2 (10.5)  1 (5.3 )  1 (5.3 ) 

  Contusion  1 (5.3 )  1 (5.3 )  0 

Investigations    

  -Total  7 (36.8)  2 (10.5)  5 (26.3) 

  C-reactive protein increased  3 (15.8)  0  3 (15.8) 

  Neutrophil count decreased  2 (10.5)  0  2 (10.5) 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Platelet count decreased  2 (10.5)  0  2 (10.5) 

  White blood cell count decreased  2 (10.5)  1 (5.3 )  1 (5.3 ) 

  Activated partial thromboplastin time 
prolonged 

 1 (5.3 )  1 (5.3 )  0 

  Alanine aminotransferase increased  1 (5.3 )  1 (5.3 )  0 

  Aspartate aminotransferase 
increased 

 1 (5.3 )  1 (5.3 )  0 

Metabolism and nutrition disorders    

  -Total  6 (31.6)  2 (10.5)  4 (21.1) 

  Decreased appetite  4 (21.1)  4 (21.1)  0 

  Hyperkalaemia  2 (10.5)  1 (5.3 )  1 (5.3 ) 

  Hyperuricaemia  2 (10.5)  2 (10.5)  0 

  Hypoalbuminaemia  2 (10.5)  1 (5.3 )  1 (5.3 ) 

  Hypocalcaemia  2 (10.5)  0  2 (10.5) 

  Hypokalaemia  2 (10.5)  1 (5.3 )  1 (5.3 ) 

  Hypomagnesaemia  1 (5.3 )  0  1 (5.3 ) 

  Hypophosphataemia  1 (5.3 )  1 (5.3 )  0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total  6 (31.6)  3 (15.8)  3 (15.8) 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Back pain  2 (10.5)  1 (5.3 )  1 (5.3 ) 

  Neck pain  2 (10.5)  1 (5.3 )  1 (5.3 ) 

  Arthralgia  1 (5.3 )  1 (5.3 )  0 

  Bone pain  1 (5.3 )  0  1 (5.3 ) 

  Myalgia  1 (5.3 )  0  1 (5.3 ) 

  Pain in extremity  1 (5.3 )  1 (5.3 )  0 

Nervous system disorders    

  -Total  9 (47.4)  3 (15.8)  6 (31.6) 

  Headache  6 (31.6)  2 (10.5)  4 (21.1) 

  Seizure  3 (15.8)  1 (5.3 )  2 (10.5) 

  Intention tremor  2 (10.5)  1 (5.3 )  1 (5.3 ) 

Psychiatric disorders    

  -Total  3 (15.8)  0  3 (15.8) 

  Agitation  1 (5.3 )  0  1 (5.3 ) 

  Anxiety  1 (5.3 )  0  1 (5.3 ) 

  Insomnia  1 (5.3 )  0  1 (5.3 ) 

Renal and urinary disorders    

  -Total  2 (10.5)  2 (10.5)  0 

  Haematuria  2 (10.5)  2 (10.5)  0 
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Age: >=10 years to <18 years 

 
All patients 

N=19 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total  5 (26.3)  0  5 (26.3) 

  Epistaxis  3 (15.8)  1 (5.3 )  2 (10.5) 

  Oropharyngeal pain  3 (15.8)  1 (5.3 )  2 (10.5) 

  Cough  2 (10.5)  0  2 (10.5) 

Skin and subcutaneous tissue 
disorders 

   

  -Total  6 (31.6)  2 (10.5)  4 (21.1) 

  Rash  3 (15.8)  3 (15.8)  0 

  Erythema  2 (10.5)  2 (10.5)  0 

  Petechiae  2 (10.5)  1 (5.3 )  1 (5.3 ) 

  Pruritus  2 (10.5)  1 (5.3 )  1 (5.3 ) 

  Dry skin  1 (5.3 )  1 (5.3 )  0 

  Ingrowing nail  1 (5.3 )  0  1 (5.3 ) 

  Urticaria  1 (5.3 )  0  1 (5.3 ) 

Vascular disorders    

  -Total  1 (5.3 )  1 (5.3 )  0 

  Hypotension  1 (5.3 )  1 (5.3 )  0 

 



  

  

7863 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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7864 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 193a 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

16 (88.9)  1 (5.6 ) 15 (83.3) 

Blood and lymphatic system disorders    

  -Total  5 (27.8)  2 (11.1)  3 (16.7) 

  Thrombocytopenia  3 (16.7)  1 (5.6 )  2 (11.1) 

  Anaemia  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Neutropenia  1 (5.6 )  0  1 (5.6 ) 

Cardiac disorders    

  -Total  3 (16.7)  1 (5.6 )  2 (11.1) 

  Bradycardia  2 (11.1)  0  2 (11.1) 

  Tachycardia  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Sinus tachycardia  1 (5.6 )  0  1 (5.6 ) 



  

  

7865 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Gastrointestinal disorders    

  -Total 10 (55.6)  2 (11.1)  8 (44.4) 

  Nausea  7 (38.9)  4 (22.2)  3 (16.7) 

  Constipation  4 (22.2)  3 (16.7)  1 (5.6 ) 

  Abdominal pain  3 (16.7)  1 (5.6 )  2 (11.1) 

  Abdominal pain upper  3 (16.7)  0  3 (16.7) 

  Diarrhoea  3 (16.7)  1 (5.6 )  2 (11.1) 

  Gingival bleeding  2 (11.1)  0  2 (11.1) 

General disorders and administration 
site conditions 

   

  -Total 15 (83.3)  6 (33.3)  9 (50.0) 

  Pyrexia 11 (61.1)  3 (16.7)  8 (44.4) 

  Fatigue  6 (33.3)  4 (22.2)  2 (11.1) 

  Oedema peripheral  3 (16.7)  2 (11.1)  1 (5.6 ) 

  Catheter site erythema  2 (11.1)  2 (11.1)  0 

  Chills  2 (11.1)  0  2 (11.1) 

  Asthenia  1 (5.6 )  1 (5.6 )  0 

  Pain  1 (5.6 )  0  1 (5.6 ) 

Immune system disorders    



  

  

7866 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 11 (61.1)  2 (11.1)  9 (50.0) 

  Cytokine release syndrome 10 (55.6)  2 (11.1)  8 (44.4) 

  Drug hypersensitivity  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Hypogammaglobulinaemia  2 (11.1)  1 (5.6 )  1 (5.6 ) 

Infections and infestations    

  -Total  6 (33.3)  2 (11.1)  4 (22.2) 

  Oral herpes  3 (16.7)  1 (5.6 )  2 (11.1) 

  Herpes zoster  2 (11.1)  0  2 (11.1) 

  Nasopharyngitis  1 (5.6 )  1 (5.6 )  0 

Injury, poisoning and procedural 
complications 

   

  -Total  1 (5.6 )  0  1 (5.6 ) 

  Procedural pain  1 (5.6 )  0  1 (5.6 ) 

Investigations    

  -Total  4 (22.2)  1 (5.6 )  3 (16.7) 

  Alanine aminotransferase increased  3 (16.7)  2 (11.1)  1 (5.6 ) 

  White blood cell count decreased  3 (16.7)  3 (16.7)  0 

  Activated partial thromboplastin time 
prolonged 

 2 (11.1)  1 (5.6 )  1 (5.6 ) 



  

  

7867 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Aspartate aminotransferase 
increased 

 2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Blood creatinine increased  2 (11.1)  2 (11.1)  0 

  Platelet count decreased  1 (5.6 )  0  1 (5.6 ) 

Metabolism and nutrition disorders    

  -Total  7 (38.9)  4 (22.2)  3 (16.7) 

  Hypomagnesaemia  5 (27.8)  4 (22.2)  1 (5.6 ) 

  Hypokalaemia  4 (22.2)  4 (22.2)  0 

  Hypocalcaemia  3 (16.7)  2 (11.1)  1 (5.6 ) 

  Decreased appetite  2 (11.1)  2 (11.1)  0 

  Hyperkalaemia  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Hyperphosphataemia  2 (11.1)  2 (11.1)  0 

  Hypophosphataemia  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Tumour lysis syndrome  2 (11.1)  2 (11.1)  0 

  Hyperuricaemia  1 (5.6 )  1 (5.6 )  0 

  Hypoalbuminaemia  1 (5.6 )  0  1 (5.6 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total  9 (50.0)  3 (16.7)  6 (33.3) 



  

  

7868 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Pain in extremity  4 (22.2)  2 (11.1)  2 (11.1) 

  Arthralgia  3 (16.7)  0  3 (16.7) 

  Back pain  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Bone pain  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Myalgia  2 (11.1)  2 (11.1)  0 

Nervous system disorders    

  -Total  7 (38.9)  2 (11.1)  5 (27.8) 

  Neuralgia  3 (16.7)  0  3 (16.7) 

  Somnolence  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Headache  1 (5.6 )  0  1 (5.6 ) 

  Seizure  1 (5.6 )  1 (5.6 )  0 

Psychiatric disorders    

  -Total  3 (16.7)  1 (5.6 )  2 (11.1) 

  Insomnia  3 (16.7)  1 (5.6 )  2 (11.1) 

  Anxiety  1 (5.6 )  0  1 (5.6 ) 

Renal and urinary disorders    

  -Total  1 (5.6 )  1 (5.6 )  0 

  Haematuria  1 (5.6 )  1 (5.6 )  0 



  

  

7869 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total  6 (33.3)  3 (16.7)  3 (16.7) 

  Cough  3 (16.7)  3 (16.7)  0 

  Epistaxis  2 (11.1)  2 (11.1)  0 

  Hypoxia  2 (11.1)  0  2 (11.1) 

  Pleural effusion  2 (11.1)  0  2 (11.1) 

  Tachypnoea  2 (11.1)  1 (5.6 )  1 (5.6 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 11 (61.1)  6 (33.3)  5 (27.8) 

  Rash  5 (27.8)  3 (16.7)  2 (11.1) 

  Dry skin  3 (16.7)  2 (11.1)  1 (5.6 ) 

  Erythema  3 (16.7)  3 (16.7)  0 

  Petechiae  3 (16.7)  3 (16.7)  0 

  Ingrowing nail  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Toxic skin eruption  2 (11.1)  0  2 (11.1) 

  Urticaria  2 (11.1)  0  2 (11.1) 

  Pruritus  1 (5.6 )  1 (5.6 )  0 



  

  

7870 

Age: >=18 years 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Vascular disorders    

  -Total  2 (11.1)  2 (11.1)  0 

  Hypotension  2 (11.1)  2 (11.1)  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 193b 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

42 (95.5)  3 (6.8 ) 39 (88.6) 

Blood and lymphatic system disorders    

  -Total 15 (34.1)  2 (4.5 ) 13 (29.5) 

  Anaemia  9 (20.5)  1 (2.3 )  8 (18.2) 

  Thrombocytopenia  6 (13.6)  1 (2.3 )  5 (11.4) 

Cardiac disorders    

  -Total  5 (11.4)  0  5 (11.4) 

  Tachycardia  5 (11.4)  0  5 (11.4) 

Gastrointestinal disorders    

  -Total 31 (70.5) 12 (27.3) 19 (43.2) 

  Nausea 21 (47.7) 10 (22.7) 11 (25.0) 

  Diarrhoea 13 (29.5)  7 (15.9)  6 (13.6) 



  

  

7872 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Vomiting 11 (25.0)  8 (18.2)  3 (6.8 ) 

  Abdominal pain  9 (20.5)  5 (11.4)  4 (9.1 ) 

  Constipation  9 (20.5)  8 (18.2)  1 (2.3 ) 

  Stomatitis  6 (13.6)  3 (6.8 )  3 (6.8 ) 

General disorders and administration 
site conditions 

   

  -Total 28 (63.6) 12 (27.3) 16 (36.4) 

  Pyrexia 23 (52.3)  9 (20.5) 14 (31.8) 

  Fatigue 11 (25.0)  7 (15.9)  4 (9.1 ) 

  Pain  6 (13.6)  2 (4.5 )  4 (9.1 ) 

Immune system disorders    

  -Total 26 (59.1)  7 (15.9) 19 (43.2) 

  Cytokine release syndrome 25 (56.8) 10 (22.7) 15 (34.1) 

  Hypogammaglobulinaemia 10 (22.7)  2 (4.5 )  8 (18.2) 

Infections and infestations    

  -Total  9 (20.5)  8 (18.2)  1 (2.3 ) 

  Nasopharyngitis  5 (11.4)  5 (11.4)  0 

  Rhinitis  2 (4.5 )  2 (4.5 )  0 

  Upper respiratory tract infection  2 (4.5 )  1 (2.3 )  1 (2.3 ) 



  

  

7873 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Injury, poisoning and procedural 
complications 

   

  -Total  3 (6.8 )  3 (6.8 )  0 

  Contusion  3 (6.8 )  3 (6.8 )  0 

Investigations    

  -Total 12 (27.3)  4 (9.1 )  8 (18.2) 

  White blood cell count decreased  9 (20.5)  4 (9.1 )  5 (11.4) 

  Platelet count decreased  7 (15.9)  2 (4.5 )  5 (11.4) 

  Neutrophil count decreased  5 (11.4)  2 (4.5 )  3 (6.8 ) 

Metabolism and nutrition disorders    

  -Total 22 (50.0) 11 (25.0) 11 (25.0) 

  Hypokalaemia 11 (25.0)  7 (15.9)  4 (9.1 ) 

  Decreased appetite  9 (20.5)  9 (20.5)  0 

  Hyperuricaemia  7 (15.9)  7 (15.9)  0 

  Hypomagnesaemia  7 (15.9)  6 (13.6)  1 (2.3 ) 

  Hypophosphataemia  7 (15.9)  5 (11.4)  2 (4.5 ) 

  Hypoalbuminaemia  6 (13.6)  2 (4.5 )  4 (9.1 ) 

  Hypocalcaemia  6 (13.6)  3 (6.8 )  3 (6.8 ) 

  Hyperkalaemia  5 (11.4)  3 (6.8 )  2 (4.5 ) 



  

  

7874 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 14 (31.8)  4 (9.1 ) 10 (22.7) 

  Pain in extremity  8 (18.2)  5 (11.4)  3 (6.8 ) 

  Arthralgia  6 (13.6)  1 (2.3 )  5 (11.4) 

  Myalgia  5 (11.4)  4 (9.1 )  1 (2.3 ) 

  Back pain  4 (9.1 )  2 (4.5 )  2 (4.5 ) 

Nervous system disorders    

  -Total 15 (34.1)  6 (13.6)  9 (20.5) 

  Headache 10 (22.7)  4 (9.1 )  6 (13.6) 

  Seizure  5 (11.4)  2 (4.5 )  3 (6.8 ) 

Psychiatric disorders    

  -Total  6 (13.6)  3 (6.8 )  3 (6.8 ) 

  Anxiety  3 (6.8 )  1 (2.3 )  2 (4.5 ) 

  Insomnia  3 (6.8 )  2 (4.5 )  1 (2.3 ) 

Renal and urinary disorders    

  -Total  6 (13.6)  5 (11.4)  1 (2.3 ) 

  Haematuria  6 (13.6)  5 (11.4)  1 (2.3 ) 



  

  

7875 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 17 (38.6)  7 (15.9) 10 (22.7) 

  Cough 10 (22.7)  8 (18.2)  2 (4.5 ) 

  Epistaxis  8 (18.2)  4 (9.1 )  4 (9.1 ) 

  Oropharyngeal pain  5 (11.4)  3 (6.8 )  2 (4.5 ) 

  Hypoxia  4 (9.1 )  1 (2.3 )  3 (6.8 ) 

  Rhinorrhoea  1 (2.3 )  1 (2.3 )  0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 18 (40.9) 13 (29.5)  5 (11.4) 

  Rash  8 (18.2)  7 (15.9)  1 (2.3 ) 

  Dry skin  6 (13.6)  5 (11.4)  1 (2.3 ) 

  Erythema  6 (13.6)  5 (11.4)  1 (2.3 ) 

  Petechiae  6 (13.6)  5 (11.4)  1 (2.3 ) 

  Pruritus  5 (11.4)  4 (9.1 )  1 (2.3 ) 

Vascular disorders    

  -Total  9 (20.5)  6 (13.6)  3 (6.8 ) 

  Hypertension  5 (11.4)  3 (6.8 )  2 (4.5 ) 



  

  

7876 

Gender: Male 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypotension  5 (11.4)  4 (9.1 )  1 (2.3 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 193b 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

27 (90.0)  3 (10.0) 24 (80.0) 

Blood and lymphatic system disorders    

  -Total  4 (13.3)  2 (6.7 )  2 (6.7 ) 

  Anaemia  4 (13.3)  2 (6.7 )  2 (6.7 ) 

  Thrombocytopenia  1 (3.3 )  0  1 (3.3 ) 

Cardiac disorders    

  -Total  6 (20.0)  6 (20.0)  0 

  Tachycardia  6 (20.0)  6 (20.0)  0 

Gastrointestinal disorders    

  -Total 15 (50.0)  6 (20.0)  9 (30.0) 

  Diarrhoea  7 (23.3)  6 (20.0)  1 (3.3 ) 

  Nausea  7 (23.3)  2 (6.7 )  5 (16.7) 



  

  

7879 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Vomiting  7 (23.3)  5 (16.7)  2 (6.7 ) 

  Constipation  6 (20.0)  3 (10.0)  3 (10.0) 

  Stomatitis  6 (20.0)  2 (6.7 )  4 (13.3) 

  Abdominal pain  3 (10.0)  0  3 (10.0) 

General disorders and administration 
site conditions 

   

  -Total 19 (63.3)  9 (30.0) 10 (33.3) 

  Pyrexia 17 (56.7)  8 (26.7)  9 (30.0) 

  Fatigue  5 (16.7)  3 (10.0)  2 (6.7 ) 

  Pain  1 (3.3 )  1 (3.3 )  0 

Immune system disorders    

  -Total 20 (66.7)  7 (23.3) 13 (43.3) 

  Cytokine release syndrome 15 (50.0)  5 (16.7) 10 (33.3) 

  Hypogammaglobulinaemia  9 (30.0)  4 (13.3)  5 (16.7) 

Infections and infestations    

  -Total 12 (40.0)  4 (13.3)  8 (26.7) 

  Upper respiratory tract infection  6 (20.0)  1 (3.3 )  5 (16.7) 

  Nasopharyngitis  4 (13.3)  3 (10.0)  1 (3.3 ) 

  Rhinitis  4 (13.3)  2 (6.7 )  2 (6.7 ) 



  

  

7880 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Injury, poisoning and procedural 
complications 

   

  -Total  3 (10.0)  3 (10.0)  0 

  Contusion  3 (10.0)  3 (10.0)  0 

Investigations    

  -Total  4 (13.3)  1 (3.3 )  3 (10.0) 

  White blood cell count decreased  2 (6.7 )  1 (3.3 )  1 (3.3 ) 

  Neutrophil count decreased  1 (3.3 )  0  1 (3.3 ) 

  Platelet count decreased  1 (3.3 )  0  1 (3.3 ) 

Metabolism and nutrition disorders    

  -Total  8 (26.7)  3 (10.0)  5 (16.7) 

  Hypokalaemia  5 (16.7)  1 (3.3 )  4 (13.3) 

  Hypophosphataemia  4 (13.3)  2 (6.7 )  2 (6.7 ) 

  Decreased appetite  3 (10.0)  2 (6.7 )  1 (3.3 ) 

  Hypoalbuminaemia  2 (6.7 )  1 (3.3 )  1 (3.3 ) 

  Hypomagnesaemia  2 (6.7 )  1 (3.3 )  1 (3.3 ) 

  Hyperkalaemia  1 (3.3 )  1 (3.3 )  0 

  Hyperuricaemia  1 (3.3 )  1 (3.3 )  0 

  Hypocalcaemia  1 (3.3 )  0  1 (3.3 ) 



  

  

7881 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total  9 (30.0)  4 (13.3)  5 (16.7) 

  Arthralgia  4 (13.3)  0  4 (13.3) 

  Myalgia  4 (13.3)  4 (13.3)  0 

  Pain in extremity  4 (13.3)  0  4 (13.3) 

  Back pain  3 (10.0)  2 (6.7 )  1 (3.3 ) 

Nervous system disorders    

  -Total 10 (33.3)  4 (13.3)  6 (20.0) 

  Headache  8 (26.7)  4 (13.3)  4 (13.3) 

  Seizure  2 (6.7 )  0  2 (6.7 ) 

Psychiatric disorders    

  -Total  5 (16.7)  2 (6.7 )  3 (10.0) 

  Insomnia  4 (13.3)  1 (3.3 )  3 (10.0) 

  Anxiety  3 (10.0)  1 (3.3 )  2 (6.7 ) 

Renal and urinary disorders    

  -Total  4 (13.3)  4 (13.3)  0 

  Haematuria  4 (13.3)  4 (13.3)  0 



  

  

7882 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 11 (36.7)  6 (20.0)  5 (16.7) 

  Cough  7 (23.3)  4 (13.3)  3 (10.0) 

  Epistaxis  5 (16.7)  4 (13.3)  1 (3.3 ) 

  Hypoxia  4 (13.3)  2 (6.7 )  2 (6.7 ) 

  Oropharyngeal pain  3 (10.0)  1 (3.3 )  2 (6.7 ) 

  Rhinorrhoea  3 (10.0)  1 (3.3 )  2 (6.7 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 10 (33.3)  8 (26.7)  2 (6.7 ) 

  Rash  6 (20.0)  4 (13.3)  2 (6.7 ) 

  Pruritus  3 (10.0)  3 (10.0)  0 

  Erythema  2 (6.7 )  2 (6.7 )  0 

  Dry skin  1 (3.3 )  1 (3.3 )  0 

  Petechiae  1 (3.3 )  1 (3.3 )  0 

Vascular disorders    

  -Total  7 (23.3)  4 (13.3)  3 (10.0) 

  Hypertension  5 (16.7)  2 (6.7 )  3 (10.0) 



  

  

7883 

Gender: Female 

 
All patients 

N=30 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypotension  3 (10.0)  3 (10.0)  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 193c 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

 1 (100)  0  1 (100) 

Gastrointestinal disorders    

  -Total  1 (100)  0  1 (100) 

  Dyspepsia  1 (100)  1 (100)  0 

  Stomatitis  1 (100)  0  1 (100) 

  Vomiting  1 (100)  0  1 (100) 

Infections and infestations    

  -Total  1 (100)  0  1 (100) 

  Paronychia  1 (100)  0  1 (100) 

Injury, poisoning and procedural 
complications 

   

  -Total  1 (100)  1 (100)  0 



  

  

7885 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Fall  1 (100)  1 (100)  0 

Investigations    

  -Total  1 (100)  0  1 (100) 

  C-reactive protein increased  1 (100)  0  1 (100) 

  Immunoglobulins decreased  1 (100)  0  1 (100) 

  Urine output decreased  1 (100)  0  1 (100) 

Metabolism and nutrition disorders    

  -Total  1 (100)  0  1 (100) 

  Hypokalaemia  1 (100)  0  1 (100) 

  Hyponatraemia  1 (100)  0  1 (100) 

Nervous system disorders    

  -Total  1 (100)  1 (100)  0 

  Leukoencephalopathy  1 (100)  1 (100)  0 

Skin and subcutaneous tissue 
disorders 

   

  -Total  1 (100)  1 (100)  0 

  Erythema  1 (100)  1 (100)  0 

  Rash  1 (100)  1 (100)  0 

 

 



  

  

7886 

- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 193c 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

66 (90.4)  8 (11.0) 58 (79.5) 

Blood and lymphatic system disorders    

  -Total 13 (17.8)  3 (4.1 ) 10 (13.7) 

  Anaemia 13 (17.8)  3 (4.1 ) 10 (13.7) 

Cardiac disorders    

  -Total 11 (15.1)  6 (8.2 )  5 (6.8 ) 

  Tachycardia 11 (15.1)  6 (8.2 )  5 (6.8 ) 

Gastrointestinal disorders    

  -Total 45 (61.6) 18 (24.7) 27 (37.0) 

  Nausea 28 (38.4) 12 (16.4) 16 (21.9) 

  Diarrhoea 20 (27.4) 13 (17.8)  7 (9.6 ) 

  Vomiting 17 (23.3) 13 (17.8)  4 (5.5 ) 



  

  

7889 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Constipation 15 (20.5) 11 (15.1)  4 (5.5 ) 

  Abdominal pain 12 (16.4)  5 (6.8 )  7 (9.6 ) 

  Stomatitis 11 (15.1)  5 (6.8 )  6 (8.2 ) 

  Dyspepsia  1 (1.4 )  1 (1.4 )  0 

General disorders and administration 
site conditions 

   

  -Total 46 (63.0) 20 (27.4) 26 (35.6) 

  Pyrexia 40 (54.8) 17 (23.3) 23 (31.5) 

  Fatigue 16 (21.9) 10 (13.7)  6 (8.2 ) 

Immune system disorders    

  -Total 46 (63.0) 14 (19.2) 32 (43.8) 

  Cytokine release syndrome 40 (54.8) 15 (20.5) 25 (34.2) 

  Hypogammaglobulinaemia 19 (26.0)  6 (8.2 ) 13 (17.8) 

Infections and infestations    

  -Total 18 (24.7) 11 (15.1)  7 (9.6 ) 

  Nasopharyngitis  9 (12.3)  8 (11.0)  1 (1.4 ) 

  Upper respiratory tract infection  8 (11.0)  2 (2.7 )  6 (8.2 ) 

  Paronychia  2 (2.7 )  1 (1.4 )  1 (1.4 ) 



  

  

7890 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Injury, poisoning and procedural 
complications 

   

  -Total  2 (2.7 )  1 (1.4 )  1 (1.4 ) 

  Fall  2 (2.7 )  1 (1.4 )  1 (1.4 ) 

Investigations    

  -Total 19 (26.0)  6 (8.2 ) 13 (17.8) 

  White blood cell count decreased 11 (15.1)  5 (6.8 )  6 (8.2 ) 

  Platelet count decreased  8 (11.0)  2 (2.7 )  6 (8.2 ) 

  C-reactive protein increased  3 (4.1 )  1 (1.4 )  2 (2.7 ) 

  Immunoglobulins decreased  1 (1.4 )  0  1 (1.4 ) 

  Urine output decreased  1 (1.4 )  0  1 (1.4 ) 

Metabolism and nutrition disorders    

  -Total 29 (39.7) 16 (21.9) 13 (17.8) 

  Hypokalaemia 15 (20.5)  8 (11.0)  7 (9.6 ) 

  Decreased appetite 12 (16.4) 11 (15.1)  1 (1.4 ) 

  Hypophosphataemia 11 (15.1)  7 (9.6 )  4 (5.5 ) 

  Hypomagnesaemia  9 (12.3)  7 (9.6 )  2 (2.7 ) 

  Hyperuricaemia  8 (11.0)  8 (11.0)  0 

  Hypoalbuminaemia  8 (11.0)  3 (4.1 )  5 (6.8 ) 



  

  

7891 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hyponatraemia  2 (2.7 )  2 (2.7 )  0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 21 (28.8)  8 (11.0) 13 (17.8) 

  Pain in extremity 12 (16.4)  5 (6.8 )  7 (9.6 ) 

  Arthralgia 10 (13.7)  1 (1.4 )  9 (12.3) 

  Myalgia  9 (12.3)  8 (11.0)  1 (1.4 ) 

Nervous system disorders    

  -Total 18 (24.7)  8 (11.0) 10 (13.7) 

  Headache 18 (24.7)  8 (11.0) 10 (13.7) 

Renal and urinary disorders    

  -Total 10 (13.7)  9 (12.3)  1 (1.4 ) 

  Haematuria 10 (13.7)  9 (12.3)  1 (1.4 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 28 (38.4) 13 (17.8) 15 (20.5) 

  Cough 17 (23.3) 12 (16.4)  5 (6.8 ) 

  Epistaxis 13 (17.8)  8 (11.0)  5 (6.8 ) 

  Hypoxia  8 (11.0)  3 (4.1 )  5 (6.8 ) 



  

  

7892 

Response status at study entry: Relapsed disease 

 
All patients 

N=73 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Oropharyngeal pain  8 (11.0)  4 (5.5 )  4 (5.5 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 24 (32.9) 19 (26.0)  5 (6.8 ) 

  Rash 13 (17.8) 10 (13.7)  3 (4.1 ) 

  Pruritus  8 (11.0)  7 (9.6 )  1 (1.4 ) 

  Erythema  7 (9.6 )  6 (8.2 )  1 (1.4 ) 

Vascular disorders    

  -Total 16 (21.9) 10 (13.7)  6 (8.2 ) 

  Hypertension 10 (13.7)  5 (6.8 )  5 (6.8 ) 

  Hypotension  8 (11.0)  7 (9.6 )  1 (1.4 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 193d 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

48 (90.6)  6 (11.3) 42 (79.2) 

Blood and lymphatic system disorders    

  -Total  9 (17.0)  4 (7.5 )  5 (9.4 ) 

  Anaemia  5 (9.4 )  3 (5.7 )  2 (3.8 ) 

  Thrombocytopenia  3 (5.7 )  1 (1.9 )  2 (3.8 ) 

  Febrile neutropenia  1 (1.9 )  0  1 (1.9 ) 

Cardiac disorders    

  -Total  6 (11.3)  4 (7.5 )  2 (3.8 ) 

  Tachycardia  5 (9.4 )  3 (5.7 )  2 (3.8 ) 

  Bradycardia  1 (1.9 )  1 (1.9 )  0 

Eye disorders    

  -Total  1 (1.9 )  1 (1.9 )  0 



  

  

7895 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Dry eye  1 (1.9 )  1 (1.9 )  0 

Gastrointestinal disorders    

  -Total 28 (52.8) 12 (22.6) 16 (30.2) 

  Nausea 14 (26.4)  6 (11.3)  8 (15.1) 

  Diarrhoea  9 (17.0)  6 (11.3)  3 (5.7 ) 

  Vomiting  9 (17.0)  7 (13.2)  2 (3.8 ) 

  Constipation  5 (9.4 )  4 (7.5 )  1 (1.9 ) 

  Stomatitis  5 (9.4 )  3 (5.7 )  2 (3.8 ) 

  Abdominal pain upper  3 (5.7 )  1 (1.9 )  2 (3.8 ) 

  Dental caries  2 (3.8 )  1 (1.9 )  1 (1.9 ) 

  Abdominal pain  1 (1.9 )  0  1 (1.9 ) 

General disorders and administration 
site conditions 

   

  -Total 31 (58.5) 16 (30.2) 15 (28.3) 

  Pyrexia 26 (49.1) 13 (24.5) 13 (24.5) 

  Fatigue  4 (7.5 )  2 (3.8 )  2 (3.8 ) 

  Pain  2 (3.8 )  0  2 (3.8 ) 

  Asthenia  1 (1.9 )  1 (1.9 )  0 

  Chills  1 (1.9 )  0  1 (1.9 ) 



  

  

7896 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Oedema peripheral  1 (1.9 )  1 (1.9 )  0 

Immune system disorders    

  -Total 33 (62.3)  7 (13.2) 26 (49.1) 

  Cytokine release syndrome 27 (50.9)  8 (15.1) 19 (35.8) 

  Hypogammaglobulinaemia 18 (34.0)  6 (11.3) 12 (22.6) 

  Drug hypersensitivity  1 (1.9 )  0  1 (1.9 ) 

Infections and infestations    

  -Total 17 (32.1)  8 (15.1)  9 (17.0) 

  Nasopharyngitis  7 (13.2)  6 (11.3)  1 (1.9 ) 

  Rhinitis  4 (7.5 )  2 (3.8 )  2 (3.8 ) 

  Upper respiratory tract infection  3 (5.7 )  1 (1.9 )  2 (3.8 ) 

  Oral herpes  2 (3.8 )  0  2 (3.8 ) 

  Bronchopulmonary aspergillosis  1 (1.9 )  0  1 (1.9 ) 

  Paronychia  1 (1.9 )  0  1 (1.9 ) 

  Pneumonia  1 (1.9 )  0  1 (1.9 ) 

Injury, poisoning and procedural 
complications 

   

  -Total  3 (5.7 )  2 (3.8 )  1 (1.9 ) 

  Contusion  1 (1.9 )  1 (1.9 )  0 



  

  

7897 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Fall  1 (1.9 )  1 (1.9 )  0 

  Procedural pain  1 (1.9 )  0  1 (1.9 ) 

Investigations    

  -Total 11 (20.8)  2 (3.8 )  9 (17.0) 

  White blood cell count decreased  6 (11.3)  2 (3.8 )  4 (7.5 ) 

  Platelet count decreased  5 (9.4 )  2 (3.8 )  3 (5.7 ) 

  Aspartate aminotransferase 
increased 

 3 (5.7 )  2 (3.8 )  1 (1.9 ) 

  Alanine aminotransferase increased  2 (3.8 )  2 (3.8 )  0 

  Neutrophil count decreased  2 (3.8 )  2 (3.8 )  0 

  Activated partial thromboplastin time 
prolonged 

 1 (1.9 )  1 (1.9 )  0 

  Antithrombin iii decreased  1 (1.9 )  0  1 (1.9 ) 

  Blood creatinine increased  1 (1.9 )  0  1 (1.9 ) 

  Blood fibrinogen decreased  1 (1.9 )  0  1 (1.9 ) 

  Urine output decreased  1 (1.9 )  0  1 (1.9 ) 

Metabolism and nutrition disorders    

  -Total 12 (22.6)  8 (15.1)  4 (7.5 ) 

  Hypokalaemia  5 (9.4 )  3 (5.7 )  2 (3.8 ) 



  

  

7898 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Decreased appetite  4 (7.5 )  4 (7.5 )  0 

  Hypoalbuminaemia  4 (7.5 )  2 (3.8 )  2 (3.8 ) 

  Hypophosphataemia  4 (7.5 )  4 (7.5 )  0 

  Hypomagnesaemia  2 (3.8 )  2 (3.8 )  0 

  Hypocalcaemia  1 (1.9 )  0  1 (1.9 ) 

  Hyponatraemia  1 (1.9 )  0  1 (1.9 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total  9 (17.0)  4 (7.5 )  5 (9.4 ) 

  Myalgia  4 (7.5 )  3 (5.7 )  1 (1.9 ) 

  Arthralgia  3 (5.7 )  0  3 (5.7 ) 

  Back pain  2 (3.8 )  2 (3.8 )  0 

  Pain in extremity  2 (3.8 )  1 (1.9 )  1 (1.9 ) 

  Muscular weakness  1 (1.9 )  1 (1.9 )  0 

Nervous system disorders    

  -Total 16 (30.2)  6 (11.3) 10 (18.9) 

  Headache  7 (13.2)  3 (5.7 )  4 (7.5 ) 

  Seizure  7 (13.2)  2 (3.8 )  5 (9.4 ) 

  Tremor  2 (3.8 )  1 (1.9 )  1 (1.9 ) 



  

  

7899 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Psychiatric disorders    

  -Total  3 (5.7 )  1 (1.9 )  2 (3.8 ) 

  Insomnia  3 (5.7 )  1 (1.9 )  2 (3.8 ) 

  Anxiety  1 (1.9 )  0  1 (1.9 ) 

Renal and urinary disorders    

  -Total  3 (5.7 )  2 (3.8 )  1 (1.9 ) 

  Dysuria  2 (3.8 )  1 (1.9 )  1 (1.9 ) 

  Haematuria  1 (1.9 )  1 (1.9 )  0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 12 (22.6)  8 (15.1)  4 (7.5 ) 

  Cough  5 (9.4 )  3 (5.7 )  2 (3.8 ) 

  Oropharyngeal pain  4 (7.5 )  2 (3.8 )  2 (3.8 ) 

  Epistaxis  2 (3.8 )  2 (3.8 )  0 

  Hypoxia  2 (3.8 )  2 (3.8 )  0 

  Dyspnoea  1 (1.9 )  0  1 (1.9 ) 

  Pleural effusion  1 (1.9 )  0  1 (1.9 ) 

Skin and subcutaneous tissue 
disorders 

   



  

  

7900 

Region: Europe 

 
All patients 

N=53 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 17 (32.1) 11 (20.8)  6 (11.3) 

  Rash  9 (17.0)  7 (13.2)  2 (3.8 ) 

  Erythema  5 (9.4 )  4 (7.5 )  1 (1.9 ) 

  Pruritus  4 (7.5 )  3 (5.7 )  1 (1.9 ) 

  Ingrowing nail  2 (3.8 )  0  2 (3.8 ) 

  Petechiae  2 (3.8 )  2 (3.8 )  0 

  Dry skin  1 (1.9 )  1 (1.9 )  0 

  Urticaria  1 (1.9 )  0  1 (1.9 ) 

Vascular disorders    

  -Total  6 (11.3)  4 (7.5 )  2 (3.8 ) 

  Hypertension  5 (9.4 )  3 (5.7 )  2 (3.8 ) 

  Hypotension  1 (1.9 )  1 (1.9 )  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 193d 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

18 (100)  0 18 (100) 

Blood and lymphatic system disorders    

  -Total 11 (61.1)  0 11 (61.1) 

  Anaemia  8 (44.4)  0  8 (44.4) 

  Thrombocytopenia  4 (22.2)  0  4 (22.2) 

  Febrile neutropenia  2 (11.1)  1 (5.6 )  1 (5.6 ) 

Cardiac disorders    

  -Total 10 (55.6)  6 (33.3)  4 (22.2) 

  Sinus tachycardia  6 (33.3)  5 (27.8)  1 (5.6 ) 

  Tachycardia  6 (33.3)  3 (16.7)  3 (16.7) 

  Sinus bradycardia  5 (27.8)  5 (27.8)  0 

  Bradycardia  2 (11.1)  0  2 (11.1) 



  

  

7904 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Ear and labyrinth disorders    

  -Total  3 (16.7)  2 (11.1)  1 (5.6 ) 

  Ear pain  3 (16.7)  2 (11.1)  1 (5.6 ) 

Endocrine disorders    

  -Total  2 (11.1)  2 (11.1)  0 

  Cushingoid  2 (11.1)  2 (11.1)  0 

Eye disorders    

  -Total  3 (16.7)  2 (11.1)  1 (5.6 ) 

  Eye pain  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Ocular hyperaemia  2 (11.1)  2 (11.1)  0 

Gastrointestinal disorders    

  -Total 17 (94.4)  6 (33.3) 11 (61.1) 

  Nausea 12 (66.7)  6 (33.3)  6 (33.3) 

  Abdominal pain 11 (61.1)  5 (27.8)  6 (33.3) 

  Diarrhoea 10 (55.6)  6 (33.3)  4 (22.2) 

  Constipation  9 (50.0)  6 (33.3)  3 (16.7) 

  Vomiting  9 (50.0)  6 (33.3)  3 (16.7) 

  Abdominal distension  6 (33.3)  3 (16.7)  3 (16.7) 

  Gingival bleeding  5 (27.8)  3 (16.7)  2 (11.1) 



  

  

7905 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Stomatitis  5 (27.8)  2 (11.1)  3 (16.7) 

  Oral pain  4 (22.2)  2 (11.1)  2 (11.1) 

  Abdominal pain upper  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Dental caries  2 (11.1)  2 (11.1)  0 

  Hypoaesthesia oral  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Lip dry  2 (11.1)  2 (11.1)  0 

  Paraesthesia oral  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Proctalgia  2 (11.1)  1 (5.6 )  1 (5.6 ) 

General disorders and administration 
site conditions 

   

  -Total 18 (100)  5 (27.8) 13 (72.2) 

  Pyrexia 13 (72.2)  3 (16.7) 10 (55.6) 

  Fatigue 12 (66.7)  8 (44.4)  4 (22.2) 

  Face oedema  5 (27.8)  5 (27.8)  0 

  Oedema peripheral  5 (27.8)  4 (22.2)  1 (5.6 ) 

  Pain  5 (27.8)  3 (16.7)  2 (11.1) 

  Malaise  4 (22.2)  2 (11.1)  2 (11.1) 

  Asthenia  3 (16.7)  3 (16.7)  0 

  Catheter site pain  3 (16.7)  2 (11.1)  1 (5.6 ) 



  

  

7906 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Chills  3 (16.7)  1 (5.6 )  2 (11.1) 

  Localised oedema  3 (16.7)  2 (11.1)  1 (5.6 ) 

  Catheter site haemorrhage  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Facial pain  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Gait disturbance  2 (11.1)  2 (11.1)  0 

  Generalised oedema  2 (11.1)  0  2 (11.1) 

  Non-cardiac chest pain  2 (11.1)  1 (5.6 )  1 (5.6 ) 

Immune system disorders    

  -Total 14 (77.8)  5 (27.8)  9 (50.0) 

  Cytokine release syndrome 11 (61.1)  6 (33.3)  5 (27.8) 

  Allergy to immunoglobulin therapy  4 (22.2)  2 (11.1)  2 (11.1) 

  Drug hypersensitivity  3 (16.7)  2 (11.1)  1 (5.6 ) 

  Hypogammaglobulinaemia  1 (5.6 )  0  1 (5.6 ) 

Infections and infestations    

  -Total 12 (66.7)  5 (27.8)  7 (38.9) 

  Rash pustular  4 (22.2)  4 (22.2)  0 

  Enterovirus infection  3 (16.7)  2 (11.1)  1 (5.6 ) 

  Rhinovirus infection  3 (16.7)  2 (11.1)  1 (5.6 ) 

  Upper respiratory tract infection  3 (16.7)  1 (5.6 )  2 (11.1) 



  

  

7907 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Cellulitis  2 (11.1)  0  2 (11.1) 

  Nasopharyngitis  2 (11.1)  2 (11.1)  0 

  Oral herpes  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Pneumonia  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Viral upper respiratory tract infection  2 (11.1)  0  2 (11.1) 

  Paronychia  1 (5.6 )  1 (5.6 )  0 

  Rhinitis  1 (5.6 )  1 (5.6 )  0 

Injury, poisoning and procedural 
complications 

   

  -Total  8 (44.4)  6 (33.3)  2 (11.1) 

  Contusion  5 (27.8)  5 (27.8)  0 

  Fall  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Procedural pain  2 (11.1)  1 (5.6 )  1 (5.6 ) 

Investigations    

  -Total 13 (72.2)  0 13 (72.2) 

  White blood cell count decreased  5 (27.8)  3 (16.7)  2 (11.1) 

  Neutrophil count decreased  4 (22.2)  0  4 (22.2) 

  Activated partial thromboplastin time 
prolonged 

 3 (16.7)  2 (11.1)  1 (5.6 ) 



  

  

7908 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Alanine aminotransferase increased  3 (16.7)  1 (5.6 )  2 (11.1) 

  Aspartate aminotransferase 
increased 

 3 (16.7)  1 (5.6 )  2 (11.1) 

  Blood bilirubin increased  3 (16.7)  2 (11.1)  1 (5.6 ) 

  Blood creatinine increased  3 (16.7)  2 (11.1)  1 (5.6 ) 

  Platelet count decreased  3 (16.7)  0  3 (16.7) 

  Serum ferritin increased  3 (16.7)  2 (11.1)  1 (5.6 ) 

  Weight decreased  3 (16.7)  1 (5.6 )  2 (11.1) 

  Blood alkaline phosphatase 
increased 

 2 (11.1)  2 (11.1)  0 

  Blood lactate dehydrogenase 
increased 

 2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Gamma-glutamyltransferase 
increased 

 2 (11.1)  0  2 (11.1) 

  International normalised ratio 
increased 

 2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Blood fibrinogen decreased  1 (5.6 )  0  1 (5.6 ) 

Metabolism and nutrition disorders    

  -Total 16 (88.9)  5 (27.8) 11 (61.1) 

  Hypokalaemia 10 (55.6)  5 (27.8)  5 (27.8) 



  

  

7909 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Decreased appetite  8 (44.4)  7 (38.9)  1 (5.6 ) 

  Hypomagnesaemia  7 (38.9)  5 (27.8)  2 (11.1) 

  Hyperkalaemia  6 (33.3)  4 (22.2)  2 (11.1) 

  Hyperuricaemia  6 (33.3)  6 (33.3)  0 

  Hypophosphataemia  6 (33.3)  3 (16.7)  3 (16.7) 

  Hypocalcaemia  5 (27.8)  3 (16.7)  2 (11.1) 

  Hyperglycaemia  3 (16.7)  3 (16.7)  0 

  Dehydration  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Fluid overload  2 (11.1)  0  2 (11.1) 

  Hypercalcaemia  2 (11.1)  2 (11.1)  0 

  Hyperphosphataemia  2 (11.1)  2 (11.1)  0 

  Hypoalbuminaemia  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Hyponatraemia  1 (5.6 )  1 (5.6 )  0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 14 (77.8)  3 (16.7) 11 (61.1) 

  Pain in extremity 10 (55.6)  4 (22.2)  6 (33.3) 

  Arthralgia  7 (38.9)  1 (5.6 )  6 (33.3) 

  Back pain  5 (27.8)  2 (11.1)  3 (16.7) 



  

  

7910 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Muscular weakness  4 (22.2)  2 (11.1)  2 (11.1) 

  Myalgia  4 (22.2)  4 (22.2)  0 

  Neck pain  3 (16.7)  2 (11.1)  1 (5.6 ) 

Nervous system disorders    

  -Total 14 (77.8)  4 (22.2) 10 (55.6) 

  Headache 10 (55.6)  4 (22.2)  6 (33.3) 

  Dizziness  3 (16.7)  3 (16.7)  0 

  Lethargy  3 (16.7)  1 (5.6 )  2 (11.1) 

  Somnolence  3 (16.7)  2 (11.1)  1 (5.6 ) 

  Dyskinesia  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Tremor  2 (11.1)  2 (11.1)  0 

Psychiatric disorders    

  -Total 10 (55.6)  3 (16.7)  7 (38.9) 

  Agitation  5 (27.8)  1 (5.6 )  4 (22.2) 

  Anxiety  5 (27.8)  2 (11.1)  3 (16.7) 

  Insomnia  3 (16.7)  1 (5.6 )  2 (11.1) 

  Confusional state  2 (11.1)  1 (5.6 )  1 (5.6 ) 

Renal and urinary disorders    

  -Total 11 (61.1)  6 (33.3)  5 (27.8) 



  

  

7911 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Haematuria  8 (44.4)  7 (38.9)  1 (5.6 ) 

  Acute kidney injury  3 (16.7)  0  3 (16.7) 

  Urinary retention  3 (16.7)  1 (5.6 )  2 (11.1) 

  Dysuria  2 (11.1)  2 (11.1)  0 

  Proteinuria  2 (11.1)  1 (5.6 )  1 (5.6 ) 

  Urinary incontinence  2 (11.1)  2 (11.1)  0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 15 (83.3)  4 (22.2) 11 (61.1) 

  Cough 11 (61.1)  9 (50.0)  2 (11.1) 

  Epistaxis 11 (61.1)  6 (33.3)  5 (27.8) 

  Tachypnoea  6 (33.3)  3 (16.7)  3 (16.7) 

  Hypoxia  4 (22.2)  1 (5.6 )  3 (16.7) 

  Nasal congestion  4 (22.2)  4 (22.2)  0 

  Oropharyngeal pain  4 (22.2)  2 (11.1)  2 (11.1) 

  Rhinorrhoea  4 (22.2)  2 (11.1)  2 (11.1) 

  Pleural effusion  3 (16.7)  1 (5.6 )  2 (11.1) 

  Dyspnoea  2 (11.1)  1 (5.6 )  1 (5.6 ) 



  

  

7912 

Region: US 

 
All patients 

N=18 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 14 (77.8)  9 (50.0)  5 (27.8) 

  Dry skin  6 (33.3)  5 (27.8)  1 (5.6 ) 

  Petechiae  5 (27.8)  4 (22.2)  1 (5.6 ) 

  Rash  5 (27.8)  4 (22.2)  1 (5.6 ) 

  Ingrowing nail  4 (22.2)  3 (16.7)  1 (5.6 ) 

  Alopecia  3 (16.7)  2 (11.1)  1 (5.6 ) 

  Erythema  3 (16.7)  3 (16.7)  0 

  Pruritus  3 (16.7)  3 (16.7)  0 

  Urticaria  3 (16.7)  1 (5.6 )  2 (11.1) 

Vascular disorders    

  -Total 11 (61.1)  7 (38.9)  4 (22.2) 

  Hypotension  7 (38.9)  6 (33.3)  1 (5.6 ) 

  Hypertension  4 (22.2)  2 (11.1)  2 (11.1) 

  Pallor  4 (22.2)  3 (16.7)  1 (5.6 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 



  

  

7913 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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7914 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 193d 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

 3 (100)  0  3 (100) 

Blood and lymphatic system disorders    

  -Total  2 (66.7)  0  2 (66.7) 

  Disseminated intravascular 
coagulation 

 2 (66.7)  0  2 (66.7) 

Eye disorders    

  -Total  1 (33.3)  0  1 (33.3) 

  Blepharitis  1 (33.3)  1 (33.3)  0 

  Dry eye  1 (33.3)  1 (33.3)  0 

  Ocular hypertension  1 (33.3)  0  1 (33.3) 

Gastrointestinal disorders    



  

  

7915 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total  3 (100)  0  3 (100) 

  Nausea  2 (66.7)  0  2 (66.7) 

  Stomatitis  2 (66.7)  0  2 (66.7) 

  Constipation  1 (33.3)  1 (33.3)  0 

  Diarrhoea  1 (33.3)  1 (33.3)  0 

General disorders and administration 
site conditions 

   

  -Total  1 (33.3)  1 (33.3)  0 

  Pyrexia  1 (33.3)  1 (33.3)  0 

Immune system disorders    

  -Total  2 (66.7)  1 (33.3)  1 (33.3) 

  Cytokine release syndrome  2 (66.7)  1 (33.3)  1 (33.3) 

Infections and infestations    

  -Total  2 (66.7)  0  2 (66.7) 

  Upper respiratory tract infection  2 (66.7)  0  2 (66.7) 

  Bronchopulmonary aspergillosis  1 (33.3)  0  1 (33.3) 

  Paronychia  1 (33.3)  0  1 (33.3) 

  Parotitis  1 (33.3)  1 (33.3)  0 

  Pharyngitis  1 (33.3)  0  1 (33.3) 



  

  

7916 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Rhinitis  1 (33.3)  1 (33.3)  0 

Investigations    

  -Total  2 (66.7)  0  2 (66.7) 

  Antithrombin iii decreased  1 (33.3)  0  1 (33.3) 

  Blood creatine phosphokinase 
increased 

 1 (33.3)  0  1 (33.3) 

  Blood fibrinogen decreased  1 (33.3)  0  1 (33.3) 

  Urine output decreased  1 (33.3)  0  1 (33.3) 

  Weight decreased  1 (33.3)  0  1 (33.3) 

Metabolism and nutrition disorders    

  -Total  2 (66.7)  0  2 (66.7) 

  Hyperuricaemia  2 (66.7)  2 (66.7)  0 

  Hypoalbuminaemia  2 (66.7)  0  2 (66.7) 

  Hypocalcaemia  1 (33.3)  0  1 (33.3) 

  Hypokalaemia  1 (33.3)  0  1 (33.3) 

  Hyponatraemia  1 (33.3)  1 (33.3)  0 

  Hypophosphataemia  1 (33.3)  0  1 (33.3) 

Musculoskeletal and connective tissue 
disorders 

   



  

  

7917 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total  1 (33.3)  1 (33.3)  0 

  Myalgia  1 (33.3)  1 (33.3)  0 

Nervous system disorders    

  -Total  1 (33.3)  1 (33.3)  0 

  Headache  1 (33.3)  1 (33.3)  0 

Psychiatric disorders    

  -Total  1 (33.3)  1 (33.3)  0 

  Insomnia  1 (33.3)  1 (33.3)  0 

Renal and urinary disorders    

  -Total  1 (33.3)  1 (33.3)  0 

  Haematuria  1 (33.3)  1 (33.3)  0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total  2 (66.7)  0  2 (66.7) 

  Hypoxia  2 (66.7)  0  2 (66.7) 

  Cough  1 (33.3)  0  1 (33.3) 

Skin and subcutaneous tissue 
disorders 

   

  -Total  2 (66.7)  2 (66.7)  0 



  

  

7918 

Region: Rest of World 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Pruritus  1 (33.3)  1 (33.3)  0 

  Skin exfoliation  1 (33.3)  1 (33.3)  0 

Vascular disorders    

  -Total  1 (33.3)  0  1 (33.3) 

  Hypertension  1 (33.3)  0  1 (33.3) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 193e => N on-severe adverse events ( AE CTCAE Grade 1/2) that occurred i n at l east 10% of the patients OR  (in at l east 10 patients AND i n at l east 1% of the patients) at anyti me pos t-enroll ment by pri mar y sys tem organ cl ass , preferred ter m, maxi mum CTC grade and Prior SCT  ther apy (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                              
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 193e 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

41 (91.1)  3 (6.7 ) 38 (84.4) 

Blood and lymphatic system disorders    

  -Total 12 (26.7)  3 (6.7 )  9 (20.0) 

  Anaemia  9 (20.0)  3 (6.7 )  6 (13.3) 

  Thrombocytopenia  4 (8.9 )  0  4 (8.9 ) 

Cardiac disorders    

  -Total  7 (15.6)  5 (11.1)  2 (4.4 ) 

  Tachycardia  6 (13.3)  4 (8.9 )  2 (4.4 ) 

  Sinus tachycardia  3 (6.7 )  2 (4.4 )  1 (2.2 ) 

Gastrointestinal disorders    

  -Total 27 (60.0) 10 (22.2) 17 (37.8) 

  Nausea 16 (35.6)  8 (17.8)  8 (17.8) 



  

  

7920 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Constipation 12 (26.7)  9 (20.0)  3 (6.7 ) 

  Diarrhoea 10 (22.2)  7 (15.6)  3 (6.7 ) 

  Vomiting 10 (22.2)  8 (17.8)  2 (4.4 ) 

  Abdominal pain  8 (17.8)  4 (8.9 )  4 (8.9 ) 

  Stomatitis  6 (13.3)  2 (4.4 )  4 (8.9 ) 

  Abdominal distension  3 (6.7 )  2 (4.4 )  1 (2.2 ) 

  Dental caries  1 (2.2 )  0  1 (2.2 ) 

General disorders and administration 
site conditions 

   

  -Total 31 (68.9) 16 (35.6) 15 (33.3) 

  Pyrexia 26 (57.8) 14 (31.1) 12 (26.7) 

  Fatigue 11 (24.4)  6 (13.3)  5 (11.1) 

  Pain  3 (6.7 )  1 (2.2 )  2 (4.4 ) 

  Face oedema  2 (4.4 )  2 (4.4 )  0 

Immune system disorders    

  -Total 29 (64.4)  8 (17.8) 21 (46.7) 

  Cytokine release syndrome 24 (53.3)  9 (20.0) 15 (33.3) 

  Hypogammaglobulinaemia 16 (35.6)  5 (11.1) 11 (24.4) 

  Drug hypersensitivity  1 (2.2 )  1 (2.2 )  0 



  

  

7921 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Infections and infestations    

  -Total 14 (31.1)  9 (20.0)  5 (11.1) 

  Nasopharyngitis  6 (13.3)  5 (11.1)  1 (2.2 ) 

  Rhinitis  5 (11.1)  4 (8.9 )  1 (2.2 ) 

  Upper respiratory tract infection  5 (11.1)  2 (4.4 )  3 (6.7 ) 

Investigations    

  -Total 11 (24.4)  1 (2.2 ) 10 (22.2) 

  Platelet count decreased  7 (15.6)  1 (2.2 )  6 (13.3) 

  White blood cell count decreased  7 (15.6)  2 (4.4 )  5 (11.1) 

  Neutrophil count decreased  5 (11.1)  2 (4.4 )  3 (6.7 ) 

  Activated partial thromboplastin time 
prolonged 

 1 (2.2 )  0  1 (2.2 ) 

Metabolism and nutrition disorders    

  -Total 15 (33.3) 11 (24.4)  4 (8.9 ) 

  Hypokalaemia  7 (15.6)  5 (11.1)  2 (4.4 ) 

  Decreased appetite  6 (13.3)  6 (13.3)  0 

  Hypomagnesaemia  4 (8.9 )  3 (6.7 )  1 (2.2 ) 

  Hypophosphataemia  4 (8.9 )  3 (6.7 )  1 (2.2 ) 

  Hyperuricaemia  3 (6.7 )  3 (6.7 )  0 



  

  

7922 

Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypoalbuminaemia  3 (6.7 )  2 (4.4 )  1 (2.2 ) 

  Hypocalcaemia  2 (4.4 )  1 (2.2 )  1 (2.2 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 13 (28.9)  6 (13.3)  7 (15.6) 

  Pain in extremity  8 (17.8)  4 (8.9 )  4 (8.9 ) 

  Arthralgia  4 (8.9 )  0  4 (8.9 ) 

  Back pain  4 (8.9 )  4 (8.9 )  0 

  Myalgia  4 (8.9 )  4 (8.9 )  0 

Nervous system disorders    

  -Total 13 (28.9)  5 (11.1)  8 (17.8) 

  Headache 10 (22.2)  4 (8.9 )  6 (13.3) 

  Seizure  3 (6.7 )  1 (2.2 )  2 (4.4 ) 

  Tremor  1 (2.2 )  1 (2.2 )  0 

Psychiatric disorders    

  -Total  8 (17.8)  3 (6.7 )  5 (11.1) 

  Insomnia  5 (11.1)  2 (4.4 )  3 (6.7 ) 

  Agitation  2 (4.4 )  0  2 (4.4 ) 

  Anxiety  2 (4.4 )  1 (2.2 )  1 (2.2 ) 
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Renal and urinary disorders    

  -Total  4 (8.9 )  4 (8.9 )  0 

  Haematuria  4 (8.9 )  4 (8.9 )  0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 15 (33.3)  6 (13.3)  9 (20.0) 

  Cough  9 (20.0)  6 (13.3)  3 (6.7 ) 

  Epistaxis  9 (20.0)  5 (11.1)  4 (8.9 ) 

  Oropharyngeal pain  6 (13.3)  4 (8.9 )  2 (4.4 ) 

  Hypoxia  3 (6.7 )  1 (2.2 )  2 (4.4 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 17 (37.8) 12 (26.7)  5 (11.1) 

  Rash  9 (20.0)  7 (15.6)  2 (4.4 ) 

  Dry skin  6 (13.3)  5 (11.1)  1 (2.2 ) 

  Erythema  5 (11.1)  4 (8.9 )  1 (2.2 ) 

  Petechiae  5 (11.1)  4 (8.9 )  1 (2.2 ) 

  Pruritus  4 (8.9 )  4 (8.9 )  0 

Vascular disorders    
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Prior SCT therapy: Yes 

 
All patients 

N=45 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total  8 (17.8)  4 (8.9 )  4 (8.9 ) 

  Hypertension  6 (13.3)  3 (6.7 )  3 (6.7 ) 

  Hypotension  3 (6.7 )  2 (4.4 )  1 (2.2 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t193_gd_b2001x.sas@@/main/1 25JUN21:18:39                                        Final 

 
  



  

  

7925 

 



  

  

7926 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 193e 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

28 (96.6)  3 (10.3) 25 (86.2) 

Blood and lymphatic system disorders    

  -Total  7 (24.1)  1 (3.4 )  6 (20.7) 

  Anaemia  4 (13.8)  0  4 (13.8) 

  Thrombocytopenia  3 (10.3)  1 (3.4 )  2 (6.9 ) 

Cardiac disorders    

  -Total  6 (20.7)  3 (10.3)  3 (10.3) 

  Tachycardia  5 (17.2)  2 (6.9 )  3 (10.3) 

  Sinus tachycardia  3 (10.3)  3 (10.3)  0 

Gastrointestinal disorders    

  -Total 20 (69.0)  9 (31.0) 11 (37.9) 

  Nausea 12 (41.4)  4 (13.8)  8 (27.6) 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Diarrhoea 10 (34.5)  6 (20.7)  4 (13.8) 

  Vomiting  8 (27.6)  5 (17.2)  3 (10.3) 

  Stomatitis  6 (20.7)  3 (10.3)  3 (10.3) 

  Abdominal pain  4 (13.8)  1 (3.4 )  3 (10.3) 

  Abdominal distension  3 (10.3)  1 (3.4 )  2 (6.9 ) 

  Constipation  3 (10.3)  2 (6.9 )  1 (3.4 ) 

  Dental caries  3 (10.3)  3 (10.3)  0 

General disorders and administration 
site conditions 

   

  -Total 17 (58.6)  6 (20.7) 11 (37.9) 

  Pyrexia 14 (48.3)  3 (10.3) 11 (37.9) 

  Fatigue  5 (17.2)  4 (13.8)  1 (3.4 ) 

  Pain  4 (13.8)  2 (6.9 )  2 (6.9 ) 

  Face oedema  3 (10.3)  3 (10.3)  0 

  Localised oedema  3 (10.3)  2 (6.9 )  1 (3.4 ) 

Immune system disorders    

  -Total 18 (62.1)  5 (17.2) 13 (44.8) 

  Cytokine release syndrome 16 (55.2)  6 (20.7) 10 (34.5) 

  Drug hypersensitivity  3 (10.3)  1 (3.4 )  2 (6.9 ) 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypogammaglobulinaemia  3 (10.3)  1 (3.4 )  2 (6.9 ) 

Infections and infestations    

  -Total  7 (24.1)  3 (10.3)  4 (13.8) 

  Nasopharyngitis  3 (10.3)  3 (10.3)  0 

  Upper respiratory tract infection  3 (10.3)  0  3 (10.3) 

  Rhinitis  1 (3.4 )  0  1 (3.4 ) 

Investigations    

  -Total  9 (31.0)  4 (13.8)  5 (17.2) 

  White blood cell count decreased  4 (13.8)  3 (10.3)  1 (3.4 ) 

  Activated partial thromboplastin time 
prolonged 

 3 (10.3)  3 (10.3)  0 

  Blood fibrinogen decreased  3 (10.3)  0  3 (10.3) 

  Neutrophil count decreased  1 (3.4 )  0  1 (3.4 ) 

  Platelet count decreased  1 (3.4 )  1 (3.4 )  0 

Metabolism and nutrition disorders    

  -Total 15 (51.7)  5 (17.2) 10 (34.5) 

  Hypokalaemia  9 (31.0)  3 (10.3)  6 (20.7) 

  Hypophosphataemia  7 (24.1)  4 (13.8)  3 (10.3) 

  Decreased appetite  6 (20.7)  5 (17.2)  1 (3.4 ) 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hyperuricaemia  5 (17.2)  5 (17.2)  0 

  Hypoalbuminaemia  5 (17.2)  1 (3.4 )  4 (13.8) 

  Hypocalcaemia  5 (17.2)  2 (6.9 )  3 (10.3) 

  Hypomagnesaemia  5 (17.2)  4 (13.8)  1 (3.4 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 10 (34.5)  2 (6.9 )  8 (27.6) 

  Arthralgia  6 (20.7)  1 (3.4 )  5 (17.2) 

  Myalgia  5 (17.2)  4 (13.8)  1 (3.4 ) 

  Pain in extremity  4 (13.8)  1 (3.4 )  3 (10.3) 

  Back pain  3 (10.3)  0  3 (10.3) 

Nervous system disorders    

  -Total 14 (48.3)  6 (20.7)  8 (27.6) 

  Headache  8 (27.6)  4 (13.8)  4 (13.8) 

  Seizure  4 (13.8)  1 (3.4 )  3 (10.3) 

  Tremor  3 (10.3)  2 (6.9 )  1 (3.4 ) 

Psychiatric disorders    

  -Total  6 (20.7)  2 (6.9 )  4 (13.8) 

  Anxiety  4 (13.8)  1 (3.4 )  3 (10.3) 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Agitation  3 (10.3)  1 (3.4 )  2 (6.9 ) 

  Insomnia  2 (6.9 )  1 (3.4 )  1 (3.4 ) 

Renal and urinary disorders    

  -Total  6 (20.7)  5 (17.2)  1 (3.4 ) 

  Haematuria  6 (20.7)  5 (17.2)  1 (3.4 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 13 (44.8)  7 (24.1)  6 (20.7) 

  Cough  8 (27.6)  6 (20.7)  2 (6.9 ) 

  Hypoxia  5 (17.2)  2 (6.9 )  3 (10.3) 

  Epistaxis  4 (13.8)  3 (10.3)  1 (3.4 ) 

  Oropharyngeal pain  2 (6.9 )  0  2 (6.9 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 11 (37.9)  9 (31.0)  2 (6.9 ) 

  Rash  5 (17.2)  4 (13.8)  1 (3.4 ) 

  Pruritus  4 (13.8)  3 (10.3)  1 (3.4 ) 

  Erythema  3 (10.3)  3 (10.3)  0 

  Petechiae  2 (6.9 )  2 (6.9 )  0 
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Prior SCT therapy: No 

 
All patients 

N=29 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Dry skin  1 (3.4 )  1 (3.4 )  0 

Vascular disorders    

  -Total  8 (27.6)  6 (20.7)  2 (6.9 ) 

  Hypotension  5 (17.2)  5 (17.2)  0 

  Hypertension  4 (13.8)  2 (6.9 )  2 (6.9 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/saf/t193_gd_b2001x.sas@@/main/1 25JUN21:18:39                                        Final 

 



  

  

7932 

Tabl e 193f => Non-sever e adverse events (AE CTC AE Gr ade 1/2) that occurred in at leas t 10% of the patients  OR (i n at l eas t 10 pati ents AND i n at l eas t 1% of the pati ents) at anyti me post- enr ollment by pri mar y system organ cl ass, pr eferred term, maxi mum C TC grade and Baseline bone marrow tumor burden (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                              
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 193f 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

25 (92.6)  2 (7.4 ) 23 (85.2) 

Blood and lymphatic system disorders    

  -Total  8 (29.6)  1 (3.7 )  7 (25.9) 

  Anaemia  5 (18.5)  1 (3.7 )  4 (14.8) 

  Thrombocytopenia  2 (7.4 )  0  2 (7.4 ) 

  Febrile neutropenia  1 (3.7 )  0  1 (3.7 ) 

Cardiac disorders    

  -Total  4 (14.8)  3 (11.1)  1 (3.7 ) 

  Tachycardia  3 (11.1)  2 (7.4 )  1 (3.7 ) 

  Sinus tachycardia  1 (3.7 )  1 (3.7 )  0 

Gastrointestinal disorders    

  -Total 16 (59.3)  5 (18.5) 11 (40.7) 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Nausea 10 (37.0)  4 (14.8)  6 (22.2) 

  Vomiting  6 (22.2)  3 (11.1)  3 (11.1) 

  Abdominal pain  5 (18.5)  2 (7.4 )  3 (11.1) 

  Diarrhoea  5 (18.5)  2 (7.4 )  3 (11.1) 

  Stomatitis  4 (14.8)  2 (7.4 )  2 (7.4 ) 

  Abdominal pain upper  3 (11.1)  1 (3.7 )  2 (7.4 ) 

  Constipation  3 (11.1)  3 (11.1)  0 

  Gingival bleeding  3 (11.1)  2 (7.4 )  1 (3.7 ) 

  Abdominal distension  1 (3.7 )  1 (3.7 )  0 

General disorders and administration 
site conditions 

   

  -Total 19 (70.4) 11 (40.7)  8 (29.6) 

  Pyrexia 15 (55.6)  8 (29.6)  7 (25.9) 

  Fatigue  4 (14.8)  3 (11.1)  1 (3.7 ) 

  Catheter site erythema  3 (11.1)  3 (11.1)  0 

  Chills  3 (11.1)  1 (3.7 )  2 (7.4 ) 

  Pain  3 (11.1)  2 (7.4 )  1 (3.7 ) 

  Asthenia  2 (7.4 )  2 (7.4 )  0 

Immune system disorders    
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 18 (66.7)  5 (18.5) 13 (48.1) 

  Cytokine release syndrome 14 (51.9)  4 (14.8) 10 (37.0) 

  Hypogammaglobulinaemia 10 (37.0)  4 (14.8)  6 (22.2) 

  Allergy to immunoglobulin therapy  1 (3.7 )  1 (3.7 )  0 

Infections and infestations    

  -Total  9 (33.3)  2 (7.4 )  7 (25.9) 

  Upper respiratory tract infection  4 (14.8)  1 (3.7 )  3 (11.1) 

  Herpes zoster  3 (11.1)  0  3 (11.1) 

  Nasopharyngitis  2 (7.4 )  2 (7.4 )  0 

  Pneumonia  1 (3.7 )  0  1 (3.7 ) 

  Rhinitis  1 (3.7 )  1 (3.7 )  0 

Injury, poisoning and procedural 
complications 

   

  -Total  3 (11.1)  3 (11.1)  0 

  Contusion  3 (11.1)  3 (11.1)  0 

Investigations    

  -Total  7 (25.9)  1 (3.7 )  6 (22.2) 

  Platelet count decreased  5 (18.5)  2 (7.4 )  3 (11.1) 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Aspartate aminotransferase 
increased 

 4 (14.8)  2 (7.4 )  2 (7.4 ) 

  White blood cell count decreased  4 (14.8)  3 (11.1)  1 (3.7 ) 

  Alanine aminotransferase increased  3 (11.1)  3 (11.1)  0 

  Blood creatinine increased  1 (3.7 )  1 (3.7 )  0 

Metabolism and nutrition disorders    

  -Total 11 (40.7)  9 (33.3)  2 (7.4 ) 

  Hypokalaemia  5 (18.5)  4 (14.8)  1 (3.7 ) 

  Decreased appetite  4 (14.8)  4 (14.8)  0 

  Hypomagnesaemia  3 (11.1)  3 (11.1)  0 

  Hypoalbuminaemia  2 (7.4 )  1 (3.7 )  1 (3.7 ) 

  Hypophosphataemia  2 (7.4 )  2 (7.4 )  0 

  Hyperglycaemia  1 (3.7 )  1 (3.7 )  0 

  Hyperkalaemia  1 (3.7 )  1 (3.7 )  0 

  Hyperuricaemia  1 (3.7 )  1 (3.7 )  0 

  Hypocalcaemia  1 (3.7 )  1 (3.7 )  0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total  9 (33.3)  4 (14.8)  5 (18.5) 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Pain in extremity  4 (14.8)  1 (3.7 )  3 (11.1) 

  Arthralgia  3 (11.1)  0  3 (11.1) 

  Myalgia  3 (11.1)  3 (11.1)  0 

  Back pain  2 (7.4 )  2 (7.4 )  0 

Nervous system disorders    

  -Total  8 (29.6)  4 (14.8)  4 (14.8) 

  Headache  7 (25.9)  4 (14.8)  3 (11.1) 

  Seizure  1 (3.7 )  0  1 (3.7 ) 

Psychiatric disorders    

  -Total  3 (11.1)  0  3 (11.1) 

  Insomnia  3 (11.1)  0  3 (11.1) 

  Anxiety  1 (3.7 )  0  1 (3.7 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 10 (37.0)  6 (22.2)  4 (14.8) 

  Cough  5 (18.5)  4 (14.8)  1 (3.7 ) 

  Oropharyngeal pain  5 (18.5)  3 (11.1)  2 (7.4 ) 

  Epistaxis  3 (11.1)  2 (7.4 )  1 (3.7 ) 

  Hypoxia  1 (3.7 )  0  1 (3.7 ) 
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Baseline bone marrow tumor burden: Low 

 
All patients 

N=27 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Tachypnoea  1 (3.7 )  0  1 (3.7 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 10 (37.0)  6 (22.2)  4 (14.8) 

  Rash  4 (14.8)  3 (11.1)  1 (3.7 ) 

  Erythema  3 (11.1)  2 (7.4 )  1 (3.7 ) 

  Ingrowing nail  3 (11.1)  2 (7.4 )  1 (3.7 ) 

  Dry skin  2 (7.4 )  1 (3.7 )  1 (3.7 ) 

  Pruritus  2 (7.4 )  2 (7.4 )  0 

  Petechiae  1 (3.7 )  1 (3.7 )  0 

Vascular disorders    

  -Total  5 (18.5)  4 (14.8)  1 (3.7 ) 

  Hypertension  3 (11.1)  2 (7.4 )  1 (3.7 ) 

  Hypotension  2 (7.4 )  2 (7.4 )  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 



  

  

7938 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Table 193f 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

41 (93.2)  2 (4.5 ) 39 (88.6) 

Blood and lymphatic system disorders    

  -Total 11 (25.0)  3 (6.8 )  8 (18.2) 

  Anaemia  7 (15.9)  2 (4.5 )  5 (11.4) 

  Thrombocytopenia  4 (9.1 )  1 (2.3 )  3 (6.8 ) 

  Febrile neutropenia  1 (2.3 )  0  1 (2.3 ) 

Cardiac disorders    

  -Total  8 (18.2)  4 (9.1 )  4 (9.1 ) 

  Tachycardia  7 (15.9)  3 (6.8 )  4 (9.1 ) 

  Sinus tachycardia  5 (11.4)  4 (9.1 )  1 (2.3 ) 

Gastrointestinal disorders    

  -Total 29 (65.9) 12 (27.3) 17 (38.6) 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Nausea 16 (36.4)  8 (18.2)  8 (18.2) 

  Diarrhoea 15 (34.1) 11 (25.0)  4 (9.1 ) 

  Constipation 11 (25.0)  8 (18.2)  3 (6.8 ) 

  Vomiting 11 (25.0)  9 (20.5)  2 (4.5 ) 

  Stomatitis  8 (18.2)  3 (6.8 )  5 (11.4) 

  Abdominal pain  7 (15.9)  3 (6.8 )  4 (9.1 ) 

  Abdominal distension  4 (9.1 )  2 (4.5 )  2 (4.5 ) 

  Abdominal pain upper  1 (2.3 )  0  1 (2.3 ) 

  Gingival bleeding  1 (2.3 )  0  1 (2.3 ) 

General disorders and administration 
site conditions 

   

  -Total 28 (63.6) 11 (25.0) 17 (38.6) 

  Pyrexia 22 (50.0)  7 (15.9) 15 (34.1) 

  Fatigue 11 (25.0)  6 (13.6)  5 (11.4) 

  Face oedema  4 (9.1 )  4 (9.1 )  0 

  Pain  4 (9.1 )  1 (2.3 )  3 (6.8 ) 

  Asthenia  1 (2.3 )  1 (2.3 )  0 

  Chills  1 (2.3 )  0  1 (2.3 ) 

Immune system disorders    
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 28 (63.6)  9 (20.5) 19 (43.2) 

  Cytokine release syndrome 24 (54.5) 10 (22.7) 14 (31.8) 

  Hypogammaglobulinaemia  9 (20.5)  2 (4.5 )  7 (15.9) 

  Allergy to immunoglobulin therapy  2 (4.5 )  1 (2.3 )  1 (2.3 ) 

Infections and infestations    

  -Total 16 (36.4)  8 (18.2)  8 (18.2) 

  Nasopharyngitis  6 (13.6)  5 (11.4)  1 (2.3 ) 

  Rhinitis  5 (11.4)  3 (6.8 )  2 (4.5 ) 

  Upper respiratory tract infection  4 (9.1 )  1 (2.3 )  3 (6.8 ) 

  Herpes zoster  2 (4.5 )  0  2 (4.5 ) 

  Pneumonia  1 (2.3 )  0  1 (2.3 ) 

Injury, poisoning and procedural 
complications 

   

  -Total  2 (4.5 )  2 (4.5 )  0 

  Contusion  2 (4.5 )  2 (4.5 )  0 

Investigations    

  -Total 10 (22.7)  1 (2.3 )  9 (20.5) 

  White blood cell count decreased  7 (15.9)  2 (4.5 )  5 (11.4) 

  Platelet count decreased  3 (6.8 )  0  3 (6.8 ) 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Alanine aminotransferase increased  2 (4.5 )  0  2 (4.5 ) 

  Aspartate aminotransferase 
increased 

 2 (4.5 )  1 (2.3 )  1 (2.3 ) 

  Blood creatinine increased  2 (4.5 )  1 (2.3 )  1 (2.3 ) 

Metabolism and nutrition disorders    

  -Total 18 (40.9)  5 (11.4) 13 (29.5) 

  Hypokalaemia 10 (22.7)  4 (9.1 )  6 (13.6) 

  Hypophosphataemia  9 (20.5)  5 (11.4)  4 (9.1 ) 

  Decreased appetite  8 (18.2)  7 (15.9)  1 (2.3 ) 

  Hyperuricaemia  7 (15.9)  7 (15.9)  0 

  Hypoalbuminaemia  6 (13.6)  2 (4.5 )  4 (9.1 ) 

  Hypocalcaemia  6 (13.6)  2 (4.5 )  4 (9.1 ) 

  Hypomagnesaemia  6 (13.6)  4 (9.1 )  2 (4.5 ) 

  Hyperkalaemia  5 (11.4)  3 (6.8 )  2 (4.5 ) 

  Hyperglycaemia  1 (2.3 )  1 (2.3 )  0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 12 (27.3)  3 (6.8 )  9 (20.5) 

  Pain in extremity  8 (18.2)  4 (9.1 )  4 (9.1 ) 
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Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Arthralgia  6 (13.6)  1 (2.3 )  5 (11.4) 

  Back pain  5 (11.4)  2 (4.5 )  3 (6.8 ) 

  Myalgia  5 (11.4)  4 (9.1 )  1 (2.3 ) 

Nervous system disorders    

  -Total 18 (40.9)  6 (13.6) 12 (27.3) 

  Headache 10 (22.7)  4 (9.1 )  6 (13.6) 

  Seizure  6 (13.6)  2 (4.5 )  4 (9.1 ) 

  Neuralgia  2 (4.5 )  0  2 (4.5 ) 

Psychiatric disorders    

  -Total  7 (15.9)  5 (11.4)  2 (4.5 ) 

  Anxiety  4 (9.1 )  2 (4.5 )  2 (4.5 ) 

  Insomnia  3 (6.8 )  3 (6.8 )  0 

Renal and urinary disorders    

  -Total  9 (20.5)  8 (18.2)  1 (2.3 ) 

  Haematuria  9 (20.5)  8 (18.2)  1 (2.3 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 17 (38.6)  6 (13.6) 11 (25.0) 

  Cough 11 (25.0)  7 (15.9)  4 (9.1 ) 



  

  

7945 

Baseline bone marrow tumor burden: High 

 
All patients 

N=44 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Epistaxis  9 (20.5)  6 (13.6)  3 (6.8 ) 

  Hypoxia  7 (15.9)  3 (6.8 )  4 (9.1 ) 

  Tachypnoea  5 (11.4)  3 (6.8 )  2 (4.5 ) 

  Oropharyngeal pain  3 (6.8 )  1 (2.3 )  2 (4.5 ) 

  Pleural effusion  3 (6.8 )  1 (2.3 )  2 (4.5 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 19 (43.2) 14 (31.8)  5 (11.4) 

  Rash  9 (20.5)  8 (18.2)  1 (2.3 ) 

  Petechiae  6 (13.6)  5 (11.4)  1 (2.3 ) 

  Pruritus  6 (13.6)  5 (11.4)  1 (2.3 ) 

  Dry skin  5 (11.4)  5 (11.4)  0 

  Erythema  5 (11.4)  5 (11.4)  0 

  Ingrowing nail  2 (4.5 )  0  2 (4.5 ) 

Vascular disorders    

  -Total 12 (27.3)  7 (15.9)  5 (11.4) 

  Hypertension  6 (13.6)  3 (6.8 )  3 (6.8 ) 

  Hypotension  6 (13.6)  5 (11.4)  1 (2.3 ) 

  Pallor  3 (6.8 )  2 (4.5 )  1 (2.3 ) 



  

  

7946 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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7947 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 193f 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

 3 (100)  1 (33.3)  2 (66.7) 

Blood and lymphatic system disorders    

  -Total  1 (33.3)  0  1 (33.3) 

  Anaemia  1 (33.3)  0  1 (33.3) 

  Febrile neutropenia  1 (33.3)  1 (33.3)  0 

  Thrombocytopenia  1 (33.3)  0  1 (33.3) 

Cardiac disorders    

  -Total  1 (33.3)  1 (33.3)  0 

  Tachycardia  1 (33.3)  1 (33.3)  0 

Gastrointestinal disorders    

  -Total  2 (66.7)  0  2 (66.7) 



  

  

7948 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Nausea  2 (66.7)  0  2 (66.7) 

  Abdominal distension  1 (33.3)  0  1 (33.3) 

  Abdominal pain upper  1 (33.3)  1 (33.3)  0 

  Constipation  1 (33.3)  0  1 (33.3) 

  Gingival bleeding  1 (33.3)  1 (33.3)  0 

  Vomiting  1 (33.3)  1 (33.3)  0 

General disorders and administration 
site conditions 

   

  -Total  3 (100)  2 (66.7)  1 (33.3) 

  Pyrexia  3 (100)  2 (66.7)  1 (33.3) 

  Asthenia  1 (33.3)  1 (33.3)  0 

  Face oedema  1 (33.3)  1 (33.3)  0 

  Fatigue  1 (33.3)  1 (33.3)  0 

Immune system disorders    

  -Total  2 (66.7)  0  2 (66.7) 

  Cytokine release syndrome  2 (66.7)  1 (33.3)  1 (33.3) 

  Allergy to immunoglobulin therapy  1 (33.3)  0  1 (33.3) 

Infections and infestations    

  -Total  3 (100)  1 (33.3)  2 (66.7) 



  

  

7949 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Cystitis  1 (33.3)  0  1 (33.3) 

  Escherichia urinary tract infection  1 (33.3)  0  1 (33.3) 

  Molluscum contagiosum  1 (33.3)  1 (33.3)  0 

  Nasopharyngitis  1 (33.3)  1 (33.3)  0 

  Oral candidiasis  1 (33.3)  0  1 (33.3) 

  Pneumonia  1 (33.3)  1 (33.3)  0 

  Pseudomembranous colitis  1 (33.3)  0  1 (33.3) 

Injury, poisoning and procedural 
complications 

   

  -Total  1 (33.3)  1 (33.3)  0 

  Contusion  1 (33.3)  1 (33.3)  0 

  Splinter  1 (33.3)  1 (33.3)  0 

Investigations    

  -Total  2 (66.7)  0  2 (66.7) 

  Blood creatinine increased  1 (33.3)  0  1 (33.3) 

  Clostridium test positive  1 (33.3)  0  1 (33.3) 

Metabolism and nutrition disorders    

  -Total  1 (33.3)  0  1 (33.3) 

  Hyperglycaemia  1 (33.3)  1 (33.3)  0 



  

  

7950 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypokalaemia  1 (33.3)  0  1 (33.3) 

  Iron overload  1 (33.3)  0  1 (33.3) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total  2 (66.7)  1 (33.3)  1 (33.3) 

  Arthralgia  1 (33.3)  0  1 (33.3) 

  Myalgia  1 (33.3)  1 (33.3)  0 

  Osteoporosis  1 (33.3)  0  1 (33.3) 

Nervous system disorders    

  -Total  2 (66.7)  0  2 (66.7) 

  Headache  1 (33.3)  0  1 (33.3) 

  Neuralgia  1 (33.3)  0  1 (33.3) 

Psychiatric disorders    

  -Total  1 (33.3)  0  1 (33.3) 

  Anxiety  1 (33.3)  0  1 (33.3) 

  Insomnia  1 (33.3)  0  1 (33.3) 

  Restlessness  1 (33.3)  0  1 (33.3) 

Renal and urinary disorders    

  -Total  1 (33.3)  1 (33.3)  0 



  

  

7951 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Haematuria  1 (33.3)  1 (33.3)  0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total  2 (66.7)  0  2 (66.7) 

  Cough  1 (33.3)  1 (33.3)  0 

  Epistaxis  1 (33.3)  0  1 (33.3) 

  Haemoptysis  1 (33.3)  0  1 (33.3) 

  Pleural effusion  1 (33.3)  0  1 (33.3) 

  Pneumothorax  1 (33.3)  1 (33.3)  0 

Skin and subcutaneous tissue 
disorders 

   

  -Total  2 (66.7)  1 (33.3)  1 (33.3) 

  Decubitus ulcer  1 (33.3)  0  1 (33.3) 

  Ingrowing nail  1 (33.3)  1 (33.3)  0 

  Rash  1 (33.3)  0  1 (33.3) 

Vascular disorders    

  -Total  1 (33.3)  0  1 (33.3) 

  Hypertension  1 (33.3)  0  1 (33.3) 

  Pallor  1 (33.3)  1 (33.3)  0 

 



  

  

7952 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 193g => N on-severe adverse events ( AE CTCAE Grade 1/2) that occurred i n at l east 10% of the patients OR  (in at l east 10 patients AND i n at l east 1% of the patients) at anyti me pos t-enroll ment by pri mar y sys tem organ cl ass , preferred ter m, maxi mum CTC grade and N umber of previ ous rel apses (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                    
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 193g 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

 6 (85.7)  0  6 (85.7) 

Blood and lymphatic system disorders    

  -Total  3 (42.9)  0  3 (42.9) 

  Anaemia  1 (14.3)  0  1 (14.3) 

  Bone marrow failure  1 (14.3)  0  1 (14.3) 

  Leukocytosis  1 (14.3)  0  1 (14.3) 

  Thrombocytopenia  1 (14.3)  0  1 (14.3) 

Cardiac disorders    

  -Total  2 (28.6)  1 (14.3)  1 (14.3) 

  Tachycardia  2 (28.6)  1 (14.3)  1 (14.3) 

  Sinus bradycardia  1 (14.3)  1 (14.3)  0 

  Sinus tachycardia  1 (14.3)  1 (14.3)  0 



  

  

7954 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Congenital, familial and genetic 
disorders 

   

  -Total  1 (14.3)  1 (14.3)  0 

  Talipes  1 (14.3)  1 (14.3)  0 

Ear and labyrinth disorders    

  -Total  1 (14.3)  1 (14.3)  0 

  Ear pain  1 (14.3)  1 (14.3)  0 

Endocrine disorders    

  -Total  1 (14.3)  0  1 (14.3) 

  Adrenal insufficiency  1 (14.3)  0  1 (14.3) 

  Cushingoid  1 (14.3)  1 (14.3)  0 

  Inappropriate antidiuretic hormone 
secretion 

 1 (14.3)  1 (14.3)  0 

  Precocious puberty  1 (14.3)  1 (14.3)  0 

Eye disorders    

  -Total  2 (28.6)  1 (14.3)  1 (14.3) 

  Eye pain  1 (14.3)  1 (14.3)  0 

  Ocular hyperaemia  1 (14.3)  1 (14.3)  0 

  Optic atrophy  1 (14.3)  0  1 (14.3) 



  

  

7955 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Visual impairment  1 (14.3)  1 (14.3)  0 

  Vitreous opacities  1 (14.3)  1 (14.3)  0 

Gastrointestinal disorders    

  -Total  5 (71.4)  0  5 (71.4) 

  Nausea  4 (57.1)  0  4 (57.1) 

  Vomiting  3 (42.9)  1 (14.3)  2 (28.6) 

  Abdominal pain  2 (28.6)  0  2 (28.6) 

  Diarrhoea  2 (28.6)  1 (14.3)  1 (14.3) 

  Stomatitis  2 (28.6)  0  2 (28.6) 

  Abdominal distension  1 (14.3)  0  1 (14.3) 

  Constipation  1 (14.3)  1 (14.3)  0 

  Dental caries  1 (14.3)  1 (14.3)  0 

  Dyspepsia  1 (14.3)  1 (14.3)  0 

  Gingival swelling  1 (14.3)  0  1 (14.3) 

  Oral pain  1 (14.3)  0  1 (14.3) 

  Periodontal disease  1 (14.3)  1 (14.3)  0 

  Proctalgia  1 (14.3)  0  1 (14.3) 

General disorders and administration 
site conditions 

   



  

  

7956 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total  4 (57.1)  0  4 (57.1) 

  Pyrexia  3 (42.9)  0  3 (42.9) 

  Face oedema  1 (14.3)  1 (14.3)  0 

  Facial pain  1 (14.3)  0  1 (14.3) 

  Fatigue  1 (14.3)  1 (14.3)  0 

  Generalised oedema  1 (14.3)  0  1 (14.3) 

  Localised oedema  1 (14.3)  1 (14.3)  0 

  Malaise  1 (14.3)  0  1 (14.3) 

  Non-cardiac chest pain  1 (14.3)  0  1 (14.3) 

  Oedema  1 (14.3)  0  1 (14.3) 

  Pain  1 (14.3)  0  1 (14.3) 

  Vessel puncture site erythema  1 (14.3)  0  1 (14.3) 

Hepatobiliary disorders    

  -Total  1 (14.3)  1 (14.3)  0 

  Hepatic steatosis  1 (14.3)  1 (14.3)  0 

Immune system disorders    

  -Total  4 (57.1)  0  4 (57.1) 

  Cytokine release syndrome  3 (42.9)  1 (14.3)  2 (28.6) 

  Drug hypersensitivity  1 (14.3)  0  1 (14.3) 



  

  

7957 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Haemophagocytic 
lymphohistiocytosis 

 1 (14.3)  0  1 (14.3) 

Infections and infestations    

  -Total  4 (57.1)  1 (14.3)  3 (42.9) 

  Catheter site infection  1 (14.3)  0  1 (14.3) 

  Cytomegalovirus infection  1 (14.3)  0  1 (14.3) 

  Enterovirus infection  1 (14.3)  0  1 (14.3) 

  Mucosal infection  1 (14.3)  0  1 (14.3) 

  Nasopharyngitis  1 (14.3)  1 (14.3)  0 

  Paronychia  1 (14.3)  0  1 (14.3) 

  Rash pustular  1 (14.3)  1 (14.3)  0 

  Rhinovirus infection  1 (14.3)  0  1 (14.3) 

  Upper respiratory tract infection  1 (14.3)  0  1 (14.3) 

  Viral upper respiratory tract infection  1 (14.3)  0  1 (14.3) 

Injury, poisoning and procedural 
complications 

   

  -Total  4 (57.1)  2 (28.6)  2 (28.6) 

  Contusion  1 (14.3)  1 (14.3)  0 

  Fall  1 (14.3)  1 (14.3)  0 



  

  

7958 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Femoral neck fracture  1 (14.3)  0  1 (14.3) 

  Gastrostomy tube site complication  1 (14.3)  1 (14.3)  0 

  Skin abrasion  1 (14.3)  0  1 (14.3) 

  Transfusion reaction  1 (14.3)  1 (14.3)  0 

Investigations    

  -Total  3 (42.9)  0  3 (42.9) 

  C-reactive protein increased  2 (28.6)  0  2 (28.6) 

  Blood potassium decreased  1 (14.3)  0  1 (14.3) 

  Blood uric acid increased  1 (14.3)  0  1 (14.3) 

  Ejection fraction decreased  1 (14.3)  1 (14.3)  0 

  Electrocardiogram repolarisation 
abnormality 

 1 (14.3)  1 (14.3)  0 

  Immunoglobulins decreased  1 (14.3)  0  1 (14.3) 

  Neutrophil count decreased  1 (14.3)  0  1 (14.3) 

  Protein total decreased  1 (14.3)  0  1 (14.3) 

  Urine output decreased  1 (14.3)  0  1 (14.3) 

Metabolism and nutrition disorders    

  -Total  2 (28.6)  0  2 (28.6) 

  Hypokalaemia  2 (28.6)  0  2 (28.6) 



  

  

7959 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Decreased appetite  1 (14.3)  0  1 (14.3) 

  Hyperkalaemia  1 (14.3)  1 (14.3)  0 

  Hypomagnesaemia  1 (14.3)  1 (14.3)  0 

  Hyponatraemia  1 (14.3)  0  1 (14.3) 

  Obesity  1 (14.3)  1 (14.3)  0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total  4 (57.1)  1 (14.3)  3 (42.9) 

  Back pain  2 (28.6)  1 (14.3)  1 (14.3) 

  Pain in extremity  2 (28.6)  0  2 (28.6) 

  Arthralgia  1 (14.3)  0  1 (14.3) 

  Muscular weakness  1 (14.3)  1 (14.3)  0 

  Myalgia  1 (14.3)  0  1 (14.3) 

  Neck pain  1 (14.3)  1 (14.3)  0 

  Osteonecrosis  1 (14.3)  1 (14.3)  0 

  Osteopenia  1 (14.3)  1 (14.3)  0 

Nervous system disorders    

  -Total  6 (85.7)  1 (14.3)  5 (71.4) 

  Headache  2 (28.6)  1 (14.3)  1 (14.3) 



  

  

7960 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Seizure  2 (28.6)  1 (14.3)  1 (14.3) 

  Cerebral atrophy  1 (14.3)  1 (14.3)  0 

  Cerebral haemorrhage  1 (14.3)  1 (14.3)  0 

  Cerebral venous sinus thrombosis  1 (14.3)  0  1 (14.3) 

  Dysarthria  1 (14.3)  0  1 (14.3) 

  Facial paralysis  1 (14.3)  0  1 (14.3) 

  Lethargy  1 (14.3)  1 (14.3)  0 

  Leukoencephalopathy  1 (14.3)  1 (14.3)  0 

  Neurological decompensation  1 (14.3)  0  1 (14.3) 

  Neuropathy peripheral  1 (14.3)  0  1 (14.3) 

  Tremor  1 (14.3)  0  1 (14.3) 

Psychiatric disorders    

  -Total  1 (14.3)  0  1 (14.3) 

  Agitation  1 (14.3)  0  1 (14.3) 

Renal and urinary disorders    

  -Total  3 (42.9)  0  3 (42.9) 

  Urinary tract disorder  2 (28.6)  0  2 (28.6) 

  Haematuria  1 (14.3)  1 (14.3)  0 

  Nephropathy  1 (14.3)  1 (14.3)  0 



  

  

7961 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Proteinuria  1 (14.3)  0  1 (14.3) 

  Urinary retention  1 (14.3)  0  1 (14.3) 

Reproductive system and breast 
disorders 

   

  -Total  1 (14.3)  0  1 (14.3) 

  Perineal pain  1 (14.3)  1 (14.3)  0 

  Vulvovaginal pain  1 (14.3)  0  1 (14.3) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total  2 (28.6)  1 (14.3)  1 (14.3) 

  Epistaxis  2 (28.6)  2 (28.6)  0 

  Oropharyngeal pain  2 (28.6)  1 (14.3)  1 (14.3) 

  Cough  1 (14.3)  1 (14.3)  0 

  Dyspnoea  1 (14.3)  0  1 (14.3) 

  Hypoxia  1 (14.3)  0  1 (14.3) 

  Nasal congestion  1 (14.3)  1 (14.3)  0 

  Nasal septum perforation  1 (14.3)  0  1 (14.3) 

  Productive cough  1 (14.3)  1 (14.3)  0 

  Rhinalgia  1 (14.3)  1 (14.3)  0 



  

  

7962 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Rhinorrhoea  1 (14.3)  0  1 (14.3) 

  Sinus pain  1 (14.3)  1 (14.3)  0 

  Tachypnoea  1 (14.3)  0  1 (14.3) 

Skin and subcutaneous tissue 
disorders 

   

  -Total  5 (71.4)  4 (57.1)  1 (14.3) 

  Rash  3 (42.9)  3 (42.9)  0 

  Erythema  2 (28.6)  2 (28.6)  0 

  Pruritus  2 (28.6)  1 (14.3)  1 (14.3) 

  Dermatitis acneiform  1 (14.3)  1 (14.3)  0 

  Dermatitis bullous  1 (14.3)  1 (14.3)  0 

  Petechiae  1 (14.3)  1 (14.3)  0 

  Skin ulcer  1 (14.3)  1 (14.3)  0 

Vascular disorders    

  -Total  4 (57.1)  2 (28.6)  2 (28.6) 

  Embolism  1 (14.3)  0  1 (14.3) 

  Flushing  1 (14.3)  1 (14.3)  0 

  Hot flush  1 (14.3)  1 (14.3)  0 

  Hypertension  1 (14.3)  0  1 (14.3) 



  

  

7963 

Number of previous relapses: 0 

 
All patients 

N=7 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Vascular occlusion  1 (14.3)  1 (14.3)  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 193g 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

30 (93.8)  4 (12.5) 26 (81.3) 

Blood and lymphatic system disorders    

  -Total  8 (25.0)  1 (3.1 )  7 (21.9) 

  Anaemia  4 (12.5)  0  4 (12.5) 

  Thrombocytopenia  4 (12.5)  1 (3.1 )  3 (9.4 ) 

Cardiac disorders    

  -Total  5 (15.6)  3 (9.4 )  2 (6.3 ) 

  Tachycardia  4 (12.5)  2 (6.3 )  2 (6.3 ) 

  Sinus bradycardia  3 (9.4 )  3 (9.4 )  0 

  Sinus tachycardia  2 (6.3 )  2 (6.3 )  0 

Ear and labyrinth disorders    

  -Total  1 (3.1 )  0  1 (3.1 ) 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Ear pain  1 (3.1 )  0  1 (3.1 ) 

Eye disorders    

  -Total  1 (3.1 )  0  1 (3.1 ) 

  Eye pain  1 (3.1 )  0  1 (3.1 ) 

Gastrointestinal disorders    

  -Total 21 (65.6) 11 (34.4) 10 (31.3) 

  Diarrhoea 10 (31.3)  6 (18.8)  4 (12.5) 

  Nausea  9 (28.1)  5 (15.6)  4 (12.5) 

  Vomiting  8 (25.0)  6 (18.8)  2 (6.3 ) 

  Abdominal pain  5 (15.6)  2 (6.3 )  3 (9.4 ) 

  Stomatitis  5 (15.6)  3 (9.4 )  2 (6.3 ) 

  Constipation  4 (12.5)  2 (6.3 )  2 (6.3 ) 

  Dental caries  3 (9.4 )  2 (6.3 )  1 (3.1 ) 

  Abdominal pain upper  2 (6.3 )  1 (3.1 )  1 (3.1 ) 

  Abdominal distension  1 (3.1 )  0  1 (3.1 ) 

  Oral pain  1 (3.1 )  0  1 (3.1 ) 

General disorders and administration 
site conditions 

   

  -Total 23 (71.9) 11 (34.4) 12 (37.5) 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Pyrexia 19 (59.4) 10 (31.3)  9 (28.1) 

  Fatigue  6 (18.8)  2 (6.3 )  4 (12.5) 

  Pain  3 (9.4 )  2 (6.3 )  1 (3.1 ) 

  Face oedema  2 (6.3 )  2 (6.3 )  0 

  Localised oedema  1 (3.1 )  0  1 (3.1 ) 

  Malaise  1 (3.1 )  0  1 (3.1 ) 

Immune system disorders    

  -Total 19 (59.4)  4 (12.5) 15 (46.9) 

  Cytokine release syndrome 15 (46.9)  5 (15.6) 10 (31.3) 

  Hypogammaglobulinaemia  8 (25.0)  3 (9.4 )  5 (15.6) 

  Drug hypersensitivity  1 (3.1 )  1 (3.1 )  0 

Infections and infestations    

  -Total  9 (28.1)  6 (18.8)  3 (9.4 ) 

  Nasopharyngitis  4 (12.5)  4 (12.5)  0 

  Rash pustular  2 (6.3 )  2 (6.3 )  0 

  Rhinitis  2 (6.3 )  1 (3.1 )  1 (3.1 ) 

  Enterovirus infection  1 (3.1 )  1 (3.1 )  0 

  Paronychia  1 (3.1 )  1 (3.1 )  0 

  Rhinovirus infection  1 (3.1 )  1 (3.1 )  0 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Upper respiratory tract infection  1 (3.1 )  0  1 (3.1 ) 

  Viral upper respiratory tract infection  1 (3.1 )  0  1 (3.1 ) 

Injury, poisoning and procedural 
complications 

   

  -Total  1 (3.1 )  1 (3.1 )  0 

  Contusion  1 (3.1 )  1 (3.1 )  0 

  Fall  1 (3.1 )  1 (3.1 )  0 

Investigations    

  -Total  8 (25.0)  3 (9.4 )  5 (15.6) 

  White blood cell count decreased  4 (12.5)  3 (9.4 )  1 (3.1 ) 

  Alanine aminotransferase increased  3 (9.4 )  1 (3.1 )  2 (6.3 ) 

  Aspartate aminotransferase 
increased 

 3 (9.4 )  2 (6.3 )  1 (3.1 ) 

  Activated partial thromboplastin time 
prolonged 

 2 (6.3 )  2 (6.3 )  0 

  Platelet count decreased  2 (6.3 )  0  2 (6.3 ) 

  Blood bilirubin increased  1 (3.1 )  1 (3.1 )  0 

  C-reactive protein increased  1 (3.1 )  1 (3.1 )  0 

  Neutrophil count decreased  1 (3.1 )  0  1 (3.1 ) 

Metabolism and nutrition disorders    
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total 13 (40.6)  7 (21.9)  6 (18.8) 

  Hypokalaemia  8 (25.0)  5 (15.6)  3 (9.4 ) 

  Decreased appetite  6 (18.8)  6 (18.8)  0 

  Hypophosphataemia  6 (18.8)  4 (12.5)  2 (6.3 ) 

  Hypocalcaemia  3 (9.4 )  2 (6.3 )  1 (3.1 ) 

  Hyperkalaemia  2 (6.3 )  1 (3.1 )  1 (3.1 ) 

  Hyperuricaemia  2 (6.3 )  2 (6.3 )  0 

  Hypoalbuminaemia  2 (6.3 )  1 (3.1 )  1 (3.1 ) 

  Hypomagnesaemia  2 (6.3 )  1 (3.1 )  1 (3.1 ) 

Musculoskeletal and connective tissue 
disorders 

   

  -Total  6 (18.8)  1 (3.1 )  5 (15.6) 

  Pain in extremity  5 (15.6)  2 (6.3 )  3 (9.4 ) 

  Arthralgia  3 (9.4 )  0  3 (9.4 ) 

  Back pain  2 (6.3 )  1 (3.1 )  1 (3.1 ) 

  Myalgia  1 (3.1 )  1 (3.1 )  0 

Nervous system disorders    

  -Total 10 (31.3)  3 (9.4 )  7 (21.9) 

  Headache  7 (21.9)  2 (6.3 )  5 (15.6) 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Seizure  2 (6.3 )  0  2 (6.3 ) 

  Tremor  2 (6.3 )  2 (6.3 )  0 

Psychiatric disorders    

  -Total  4 (12.5)  0  4 (12.5) 

  Agitation  2 (6.3 )  0  2 (6.3 ) 

  Anxiety  2 (6.3 )  0  2 (6.3 ) 

  Insomnia  2 (6.3 )  0  2 (6.3 ) 

Renal and urinary disorders    

  -Total  4 (12.5)  3 (9.4 )  1 (3.1 ) 

  Haematuria  4 (12.5)  3 (9.4 )  1 (3.1 ) 

  Urinary retention  1 (3.1 )  0  1 (3.1 ) 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 11 (34.4)  7 (21.9)  4 (12.5) 

  Cough  7 (21.9)  5 (15.6)  2 (6.3 ) 

  Epistaxis  5 (15.6)  4 (12.5)  1 (3.1 ) 

  Hypoxia  3 (9.4 )  3 (9.4 )  0 

  Oropharyngeal pain  2 (6.3 )  2 (6.3 )  0 

  Tachypnoea  2 (6.3 )  1 (3.1 )  1 (3.1 ) 
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Number of previous relapses: 1 

 
All patients 

N=32 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Nasal congestion  1 (3.1 )  1 (3.1 )  0 

  Rhinorrhoea  1 (3.1 )  1 (3.1 )  0 

Skin and subcutaneous tissue 
disorders 

   

  -Total 11 (34.4)  7 (21.9)  4 (12.5) 

  Rash  5 (15.6)  4 (12.5)  1 (3.1 ) 

  Erythema  4 (12.5)  4 (12.5)  0 

  Ingrowing nail  3 (9.4 )  1 (3.1 )  2 (6.3 ) 

  Dry skin  2 (6.3 )  2 (6.3 )  0 

  Petechiae  2 (6.3 )  1 (3.1 )  1 (3.1 ) 

Vascular disorders    

  -Total  8 (25.0)  6 (18.8)  2 (6.3 ) 

  Hypertension  5 (15.6)  4 (12.5)  1 (3.1 ) 

  Hypotension  4 (12.5)  3 (9.4 )  1 (3.1 ) 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 
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all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 193g 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

21 (95.5)  2 (9.1 ) 19 (86.4) 

Blood and lymphatic system disorders    

  -Total  4 (18.2)  0  4 (18.2) 

  Anaemia  4 (18.2)  0  4 (18.2) 

  Thrombocytopenia  1 (4.5 )  0  1 (4.5 ) 

Cardiac disorders    

  -Total  6 (27.3)  4 (18.2)  2 (9.1 ) 

  Tachycardia  4 (18.2)  2 (9.1 )  2 (9.1 ) 

  Sinus tachycardia  3 (13.6)  2 (9.1 )  1 (4.5 ) 

  Sinus bradycardia  1 (4.5 )  1 (4.5 )  0 

Ear and labyrinth disorders    
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total  1 (4.5 )  1 (4.5 )  0 

  Ear pain  1 (4.5 )  1 (4.5 )  0 

Endocrine disorders    

  -Total  1 (4.5 )  1 (4.5 )  0 

  Cushingoid  1 (4.5 )  1 (4.5 )  0 

Eye disorders    

  -Total  1 (4.5 )  1 (4.5 )  0 

  Ocular hyperaemia  1 (4.5 )  1 (4.5 )  0 

Gastrointestinal disorders    

  -Total 14 (63.6)  4 (18.2) 10 (45.5) 

  Nausea 10 (45.5)  5 (22.7)  5 (22.7) 

  Constipation  8 (36.4)  6 (27.3)  2 (9.1 ) 

  Vomiting  6 (27.3)  5 (22.7)  1 (4.5 ) 

  Abdominal distension  4 (18.2)  3 (13.6)  1 (4.5 ) 

  Abdominal pain  4 (18.2)  3 (13.6)  1 (4.5 ) 

  Diarrhoea  4 (18.2)  3 (13.6)  1 (4.5 ) 

  Stomatitis  4 (18.2)  1 (4.5 )  3 (13.6) 

  Oral pain  2 (9.1 )  2 (9.1 )  0 

  Abdominal pain upper  1 (4.5 )  1 (4.5 )  0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Dyspepsia  1 (4.5 )  1 (4.5 )  0 

  Proctalgia  1 (4.5 )  1 (4.5 )  0 

General disorders and administration 
site conditions 

   

  -Total 15 (68.2)  8 (36.4)  7 (31.8) 

  Pyrexia 13 (59.1)  6 (27.3)  7 (31.8) 

  Fatigue  6 (27.3)  4 (18.2)  2 (9.1 ) 

  Asthenia  2 (9.1 )  2 (9.1 )  0 

  Face oedema  2 (9.1 )  2 (9.1 )  0 

  Malaise  2 (9.1 )  2 (9.1 )  0 

  Pain  2 (9.1 )  1 (4.5 )  1 (4.5 ) 

  Facial pain  1 (4.5 )  1 (4.5 )  0 

  Generalised oedema  1 (4.5 )  0  1 (4.5 ) 

  Localised oedema  1 (4.5 )  1 (4.5 )  0 

  Non-cardiac chest pain  1 (4.5 )  1 (4.5 )  0 

Immune system disorders    

  -Total 15 (68.2)  7 (31.8)  8 (36.4) 

  Cytokine release syndrome 13 (59.1)  8 (36.4)  5 (22.7) 

  Hypogammaglobulinaemia  5 (22.7)  3 (13.6)  2 (9.1 ) 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Drug hypersensitivity  2 (9.1 )  1 (4.5 )  1 (4.5 ) 

  Haemophagocytic 
lymphohistiocytosis 

 1 (4.5 )  0  1 (4.5 ) 

Infections and infestations    

  -Total 11 (50.0)  4 (18.2)  7 (31.8) 

  Rhinitis  4 (18.2)  3 (13.6)  1 (4.5 ) 

  Upper respiratory tract infection  4 (18.2)  1 (4.5 )  3 (13.6) 

  Nasopharyngitis  3 (13.6)  2 (9.1 )  1 (4.5 ) 

  Pneumonia  3 (13.6)  1 (4.5 )  2 (9.1 ) 

  Enterovirus infection  1 (4.5 )  1 (4.5 )  0 

  Paronychia  1 (4.5 )  0  1 (4.5 ) 

  Rash pustular  1 (4.5 )  1 (4.5 )  0 

  Rhinovirus infection  1 (4.5 )  1 (4.5 )  0 

Injury, poisoning and procedural 
complications 

   

  -Total  5 (22.7)  4 (18.2)  1 (4.5 ) 

  Contusion  4 (18.2)  4 (18.2)  0 

  Fall  1 (4.5 )  0  1 (4.5 ) 

Investigations    
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total  7 (31.8)  0  7 (31.8) 

  Neutrophil count decreased  2 (9.1 )  0  2 (9.1 ) 

  Platelet count decreased  2 (9.1 )  1 (4.5 )  1 (4.5 ) 

  White blood cell count decreased  2 (9.1 )  1 (4.5 )  1 (4.5 ) 

  Aspartate aminotransferase 
increased 

 1 (4.5 )  0  1 (4.5 ) 

  C-reactive protein increased  1 (4.5 )  0  1 (4.5 ) 

  Immunoglobulins decreased  1 (4.5 )  0  1 (4.5 ) 

  Urine output decreased  1 (4.5 )  0  1 (4.5 ) 

Metabolism and nutrition disorders    

  -Total  9 (40.9)  3 (13.6)  6 (27.3) 

  Hyperuricaemia  5 (22.7)  5 (22.7)  0 

  Hypokalaemia  5 (22.7)  2 (9.1 )  3 (13.6) 

  Hypomagnesaemia  4 (18.2)  4 (18.2)  0 

  Hypophosphataemia  4 (18.2)  2 (9.1 )  2 (9.1 ) 

  Hypoalbuminaemia  3 (13.6)  0  3 (13.6) 

  Decreased appetite  1 (4.5 )  1 (4.5 )  0 

  Hyperglycaemia  1 (4.5 )  1 (4.5 )  0 

  Hyperkalaemia  1 (4.5 )  0  1 (4.5 ) 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hypocalcaemia  1 (4.5 )  0  1 (4.5 ) 

  Hyponatraemia  1 (4.5 )  1 (4.5 )  0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total 11 (50.0)  6 (27.3)  5 (22.7) 

  Myalgia  6 (27.3)  6 (27.3)  0 

  Arthralgia  4 (18.2)  0  4 (18.2) 

  Muscular weakness  4 (18.2)  2 (9.1 )  2 (9.1 ) 

  Pain in extremity  4 (18.2)  3 (13.6)  1 (4.5 ) 

  Back pain  2 (9.1 )  2 (9.1 )  0 

  Neck pain  1 (4.5 )  1 (4.5 )  0 

  Osteopenia  1 (4.5 )  1 (4.5 )  0 

Nervous system disorders    

  -Total 11 (50.0)  3 (13.6)  8 (36.4) 

  Headache  7 (31.8)  4 (18.2)  3 (13.6) 

  Seizure  3 (13.6)  1 (4.5 )  2 (9.1 ) 

  Lethargy  2 (9.1 )  0  2 (9.1 ) 

  Neuropathy peripheral  1 (4.5 )  0  1 (4.5 ) 

  Tremor  1 (4.5 )  1 (4.5 )  0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Psychiatric disorders    

  -Total  6 (27.3)  5 (22.7)  1 (4.5 ) 

  Insomnia  3 (13.6)  3 (13.6)  0 

  Agitation  2 (9.1 )  1 (4.5 )  1 (4.5 ) 

  Anxiety  2 (9.1 )  2 (9.1 )  0 

Renal and urinary disorders    

  -Total  4 (18.2)  4 (18.2)  0 

  Haematuria  4 (18.2)  4 (18.2)  0 

  Proteinuria  1 (4.5 )  1 (4.5 )  0 

  Urinary retention  1 (4.5 )  1 (4.5 )  0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total 11 (50.0)  3 (13.6)  8 (36.4) 

  Cough  8 (36.4)  5 (22.7)  3 (13.6) 

  Epistaxis  5 (22.7)  2 (9.1 )  3 (13.6) 

  Hypoxia  3 (13.6)  0  3 (13.6) 

  Oropharyngeal pain  3 (13.6)  1 (4.5 )  2 (9.1 ) 

  Nasal congestion  2 (9.1 )  2 (9.1 )  0 

  Tachypnoea  2 (9.1 )  2 (9.1 )  0 
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Number of previous relapses: 2 

 
All patients 

N=22 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Rhinorrhoea  1 (4.5 )  0  1 (4.5 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total 11 (50.0)  9 (40.9)  2 (9.1 ) 

  Rash  5 (22.7)  4 (18.2)  1 (4.5 ) 

  Dry skin  4 (18.2)  4 (18.2)  0 

  Pruritus  4 (18.2)  4 (18.2)  0 

  Petechiae  3 (13.6)  3 (13.6)  0 

  Urticaria  3 (13.6)  1 (4.5 )  2 (9.1 ) 

  Ingrowing nail  1 (4.5 )  1 (4.5 )  0 

Vascular disorders    

  -Total  7 (31.8)  3 (13.6)  4 (18.2) 

  Hypertension  4 (18.2)  1 (4.5 )  3 (13.6) 

  Pallor  4 (18.2)  3 (13.6)  1 (4.5 ) 

  Hypotension  2 (9.1 )  2 (9.1 )  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 
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- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 193g 

Non-severe adverse events (AE CTCAE Grade 1/2) that occurred in at least 10% of the patients OR (in at least 10 

patients AND in at least 1% of the patients) at anytime post-enrollment by primary system organ class, preferred term, 

maximum CTC grade and Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

Number of patients with at least one 
AE 

12 (92.3)  0 12 (92.3) 

Blood and lymphatic system disorders    

  -Total  5 (38.5)  3 (23.1)  2 (15.4) 

  Anaemia  4 (30.8)  3 (23.1)  1 (7.7 ) 

  Thrombocytopenia  1 (7.7 )  0  1 (7.7 ) 

Cardiac disorders    

  -Total  1 (7.7 )  1 (7.7 )  0 

  Tachycardia  1 (7.7 )  1 (7.7 )  0 

Gastrointestinal disorders    

  -Total  8 (61.5)  4 (30.8)  4 (30.8) 

  Nausea  5 (38.5)  2 (15.4)  3 (23.1) 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Diarrhoea  4 (30.8)  3 (23.1)  1 (7.7 ) 

  Abdominal pain upper  2 (15.4)  0  2 (15.4) 

  Constipation  2 (15.4)  2 (15.4)  0 

  Abdominal pain  1 (7.7 )  0  1 (7.7 ) 

  Stomatitis  1 (7.7 )  1 (7.7 )  0 

  Vomiting  1 (7.7 )  1 (7.7 )  0 

General disorders and administration 
site conditions 

   

  -Total  8 (61.5)  4 (30.8)  4 (30.8) 

  Pyrexia  5 (38.5)  1 (7.7 )  4 (30.8) 

  Fatigue  3 (23.1)  3 (23.1)  0 

  Asthenia  2 (15.4)  2 (15.4)  0 

  Pain  1 (7.7 )  0  1 (7.7 ) 

Immune system disorders    

  -Total 10 (76.9)  1 (7.7 )  9 (69.2) 

  Cytokine release syndrome  9 (69.2)  1 (7.7 )  8 (61.5) 

  Hypogammaglobulinaemia  6 (46.2)  0  6 (46.2) 

Infections and infestations    

  -Total  5 (38.5)  3 (23.1)  2 (15.4) 
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Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Bronchitis  2 (15.4)  1 (7.7 )  1 (7.7 ) 

  Upper respiratory tract infection  2 (15.4)  1 (7.7 )  1 (7.7 ) 

  Nasopharyngitis  1 (7.7 )  1 (7.7 )  0 

Investigations    

  -Total  7 (53.8)  0  7 (53.8) 

  White blood cell count decreased  5 (38.5)  1 (7.7 )  4 (30.8) 

  Platelet count decreased  4 (30.8)  1 (7.7 )  3 (23.1) 

  Activated partial thromboplastin time 
prolonged 

 2 (15.4)  1 (7.7 )  1 (7.7 ) 

  Alanine aminotransferase increased  2 (15.4)  2 (15.4)  0 

  Aspartate aminotransferase 
increased 

 2 (15.4)  1 (7.7 )  1 (7.7 ) 

  Blood bilirubin increased  2 (15.4)  1 (7.7 )  1 (7.7 ) 

  Neutrophil count decreased  2 (15.4)  2 (15.4)  0 

Metabolism and nutrition disorders    

  -Total  6 (46.2)  4 (30.8)  2 (15.4) 

  Decreased appetite  4 (30.8)  4 (30.8)  0 

  Hypoalbuminaemia  3 (23.1)  2 (15.4)  1 (7.7 ) 

  Hypocalcaemia  3 (23.1)  1 (7.7 )  2 (15.4) 



  

  

7985 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Hyperglycaemia  2 (15.4)  2 (15.4)  0 

  Hyperkalaemia  2 (15.4)  2 (15.4)  0 

  Hypomagnesaemia  2 (15.4)  1 (7.7 )  1 (7.7 ) 

  Hyperuricaemia  1 (7.7 )  1 (7.7 )  0 

  Hypokalaemia  1 (7.7 )  1 (7.7 )  0 

  Hyponatraemia  1 (7.7 )  1 (7.7 )  0 

  Hypophosphataemia  1 (7.7 )  1 (7.7 )  0 

Musculoskeletal and connective tissue 
disorders 

   

  -Total  4 (30.8)  1 (7.7 )  3 (23.1) 

  Arthralgia  2 (15.4)  1 (7.7 )  1 (7.7 ) 

  Back pain  1 (7.7 )  0  1 (7.7 ) 

  Myalgia  1 (7.7 )  1 (7.7 )  0 

  Neck pain  1 (7.7 )  0  1 (7.7 ) 

  Pain in extremity  1 (7.7 )  0  1 (7.7 ) 

Nervous system disorders    

  -Total  2 (15.4)  1 (7.7 )  1 (7.7 ) 

  Headache  2 (15.4)  1 (7.7 )  1 (7.7 ) 

Psychiatric disorders    



  

  

7986 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  -Total  3 (23.1)  0  3 (23.1) 

  Anxiety  2 (15.4)  0  2 (15.4) 

  Insomnia  2 (15.4)  0  2 (15.4) 

Renal and urinary disorders    

  -Total  1 (7.7 )  1 (7.7 )  0 

  Haematuria  1 (7.7 )  1 (7.7 )  0 

Respiratory, thoracic and mediastinal 
disorders 

   

  -Total  4 (30.8)  1 (7.7 )  3 (23.1) 

  Dyspnoea  2 (15.4)  1 (7.7 )  1 (7.7 ) 

  Cough  1 (7.7 )  1 (7.7 )  0 

  Epistaxis  1 (7.7 )  0  1 (7.7 ) 

  Hypoxia  1 (7.7 )  0  1 (7.7 ) 

  Oropharyngeal pain  1 (7.7 )  0  1 (7.7 ) 

  Rhinorrhoea  1 (7.7 )  1 (7.7 )  0 

  Tachypnoea  1 (7.7 )  0  1 (7.7 ) 

Skin and subcutaneous tissue 
disorders 

   

  -Total  6 (46.2)  2 (15.4)  4 (30.8) 



  

  

7987 

Number of previous relapses: >=3 

 
All patients 

N=13 

Primary system organ class 
Preferred term 

All grades 
n (%) 

Grade 1 
n (%) 

Grade 2 
n (%) 

  Erythema  2 (15.4)  1 (7.7 )  1 (7.7 ) 

  Hangnail  2 (15.4)  2 (15.4)  0 

  Ingrowing nail  2 (15.4)  1 (7.7 )  1 (7.7 ) 

  Pruritus  2 (15.4)  2 (15.4)  0 

  Dry skin  1 (7.7 )  0  1 (7.7 ) 

  Petechiae  1 (7.7 )  1 (7.7 )  0 

  Rash  1 (7.7 )  0  1 (7.7 ) 

  Urticaria  1 (7.7 )  0  1 (7.7 ) 

Vascular disorders    

  -Total  2 (15.4)  2 (15.4)  0 

  Hypotension  2 (15.4)  2 (15.4)  0 

 

 
- Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose 

apheresis product is received and accepted by the manufacturing facility 

- A patient with multiple adverse events within a primary system organ class is counted only once in the total row. 

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade. 

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of 

all grades column, as reported in the All patients column. 

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events. 
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Tabl e 198a => Event free sur vi val (EFS) fr om enr ollment censori ng HSCT  by Ag e (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                        
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 198a 

Event free survival (EFS) from enrollment censoring HSCT by Age 

Full analysis set 

 

Age: <10 years 

 
All patients 

N=34 

Events/Total (%) 8/34 (23.5) 

Maximum follow-up (months) 12.4 

Median follow-up (months) 8.39 

Percentiles (95% CI) [1]  

  25th  7.8 ( 0.9, NE) 

  50th  NE (12.0, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 90.6 (73.7, 96.9) 

  Month 6 79.2 (59.1, 90.2) 

  Month 9 74.8 (53.8, 87.3) 

  Month 12 74.8 (53.8, 87.3) 

  Month 15  NE 

 

 
CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 



  

  

7990 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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7991 

 



  

  

7992 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 198a 

Event free survival (EFS) from enrollment censoring HSCT by Age 

Full analysis set 

 

Age: >=10 years to <18 years 

 
All patients 

N=18 

Events/Total (%) 7/18 (38.9) 

Maximum follow-up (months) 15.1 

Median follow-up (months) 9.58 

Percentiles (95% CI) [1]  

  25th  9.0 ( 3.0, NE) 

  50th 15.1 ( 5.5, NE) 

  75th 15.1 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 94.4 (66.6, 99.2) 

  Month 6 75.8 (47.3, 90.2) 

  Month 9 75.8 (47.3, 90.2) 

  Month 12 60.6 (31.8, 80.3) 

  Month 15 60.6 (31.8, 80.3) 

  Month 18  0.0 (NE, NE    ) 

 

 



  

  

7993 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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7994 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 198a 

Event free survival (EFS) from enrollment censoring HSCT by Age 

Full analysis set 

 

Age: >=18 years 

 
All patients 

N=17 

Events/Total (%) 5/17 (29.4) 

Maximum follow-up (months) 12.2 

Median follow-up (months) 5.62 

Percentiles (95% CI) [1]  

  25th  5.6 ( 2.6, NE) 

  50th  NE ( 4.2, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 85.1 (52.3, 96.1) 

  Month 6 68.8 (36.4, 87.1) 

  Month 9 60.2 (28.8, 81.3) 

  Month 12 60.2 (28.8, 81.3) 

  Month 15  NE 

 

 
CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 



  

  

7995 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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7996 

Tabl e 198b => Event free sur vi val (EFS) fr om enr ollment censori ng HSCT  by Gender (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                     
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 198b 

Event free survival (EFS) from enrollment censoring HSCT by Gender 

Full analysis set 

 

Gender: Male 

 
All patients 

N=41 

Events/Total (%) 13/41 (31.7) 

Maximum follow-up (months) 12.4 

Median follow-up (months) 8.54 

Percentiles (95% CI) [1]  

  25th  5.6 ( 3.2, NE) 

  50th  NE ( 8.5, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 89.8 (75.0, 96.0) 

  Month 6 72.6 (55.0, 84.3) 

  Month 9 66.0 (47.7, 79.2) 

  Month 12 62.4 (43.7, 76.4) 

  Month 15  NE 

 

 
CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 



  

  

7997 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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7999 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 198b 

Event free survival (EFS) from enrollment censoring HSCT by Gender 

Full analysis set 

 

Gender: Female 

 
All patients 

N=28 

Events/Total (%) 7/28 (25.0) 

Maximum follow-up (months) 15.1 

Median follow-up (months) 9.17 

Percentiles (95% CI) [1]  

  25th 12.0 ( 0.9, NE) 

  50th 15.1 (10.2, NE) 

  75th 15.1 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 91.6 (70.4, 97.8) 

  Month 6 81.9 (58.5, 92.9) 

  Month 9 81.9 (58.5, 92.9) 

  Month 12 75.1 (49.1, 89.1) 

  Month 15 64.4 (33.6, 83.7) 

  Month 18  0.0 (NE, NE    ) 

 

 



  

  

8000 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t198a_gd_b2001x.sas 24AUG23:06:03                                                Final 

 



  

  

8001 

Tabl e 198c  => Event free sur vi val ( EFS)  from enroll ment censoring H SCT by R esponse s tatus  at study entr y (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                             
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 198c 

Event free survival (EFS) from enrollment censoring HSCT by Response status at study entry 

Full analysis set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Events/Total (%) 1/1 (100.0) 

Maximum follow-up (months) 3.0 

Median follow-up (months) 2.99 

Percentiles (95% CI) [1]  

  25th  3.0 (NE, NE) 

  50th  3.0 (NE, NE) 

  75th  3.0 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  0.0 (NE, NE    ) 

 

 
CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 

 



  

  

8002 
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8004 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 198c 

Event free survival (EFS) from enrollment censoring HSCT by Response status at study entry 

Full analysis set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=68 

Events/Total (%) 19/68 (27.9) 

Maximum follow-up (months) 15.1 

Median follow-up (months) 8.97 

Percentiles (95% CI) [1]  

  25th  8.5 ( 3.8, NE) 

  50th 15.1 (12.0, NE) 

  75th 15.1 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 92.0 (81.8, 96.6) 

  Month 6 77.2 (63.9, 86.1) 

  Month 9 73.0 (59.1, 82.9) 

  Month 12 68.4 (53.8, 79.2) 

  Month 15 63.5 (46.6, 76.3) 

  Month 18  0.0 (NE, NE    ) 

 

 



  

  

8005 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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8006 

Tabl e 198d => Event free sur vi val (EFS) fr om enr ollment censori ng HSCT  by Regi on (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                     
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 198d 

Event free survival (EFS) from enrollment censoring HSCT by Region 

Full analysis set 

 

Region: Europe 

 
All patients 

N=48 

Events/Total (%) 10/48 (20.8) 

Maximum follow-up (months) 15.1 

Median follow-up (months) 10.71 

Percentiles (95% CI) [1]  

  25th 12.0 ( 6.0, NE) 

  50th 15.1 (NE, NE) 

  75th 15.1 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 95.4 (82.8, 98.8) 

  Month 6 87.4 (72.2, 94.6) 

  Month 9 84.5 (68.5, 92.8) 

  Month 12 78.1 (60.6, 88.5) 

  Month 15 72.1 (51.2, 85.2) 

  Month 18  0.0 (NE, NE    ) 

 

 



  

  

8007 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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8009 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 198d 

Event free survival (EFS) from enrollment censoring HSCT by Region 

Full analysis set 

 

Region: US 

 
All patients 

N=18 

Events/Total (%) 9/18 (50.0) 

Maximum follow-up (months) 11.9 

Median follow-up (months) 4.01 

Percentiles (95% CI) [1]  

  25th  3.2 ( 0.4,  5.6) 

  50th  5.6 ( 3.2, NE) 

  75th  NE ( 5.6, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 81.6 (53.0, 93.7) 

  Month 6 46.6 (20.7, 69.1) 

  Month 9 37.3 (13.3, 61.7) 

  Month 12  NE 

 

 
CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 



  

  

8010 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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8011 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 198d 

Event free survival (EFS) from enrollment censoring HSCT by Region 

Full analysis set 

 

Region: Rest of World 

 
All patients 

N=3 

Events/Total (%) 1/3 (33.3) 

Maximum follow-up (months) 12.1 

Median follow-up (months) 9.23 

Percentiles (95% CI) [1]  

  25th  0.6 ( 0.6, NE) 

  50th  NE ( 0.6, NE) 

  75th  NE ( 0.6, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 66.7 ( 5.4, 94.5) 

  Month 6 66.7 ( 5.4, 94.5) 

  Month 9 66.7 ( 5.4, 94.5) 

  Month 12 66.7 ( 5.4, 94.5) 

  Month 15  NE 

 

 
CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 



  

  

8012 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 198e => Event free sur vi val (EFS) fr om enr ollment censori ng HSCT  by Pri or SCT  ther apy (Full anal ysis  set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                          
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 198e 

Event free survival (EFS) from enrollment censoring HSCT by Prior SCT therapy 

Full analysis set 

 

Prior SCT therapy: Yes 

 
All patients 

N=42 

Events/Total (%) 9/42 (21.4) 

Maximum follow-up (months) 15.1 

Median follow-up (months) 9.48 

Percentiles (95% CI) [1]  

  25th 12.0 ( 7.8, NE) 

  50th 15.1 (12.0, NE) 

  75th 15.1 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 94.9 (81.0, 98.7) 

  Month 6 92.0 (77.1, 97.4) 

  Month 9 85.2 (67.7, 93.6) 

  Month 12 77.5 (58.0, 88.8) 

  Month 15 70.5 (47.0, 85.0) 

  Month 18  0.0 (NE, NE    ) 

 

 



  

  

8014 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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8016 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 198e 

Event free survival (EFS) from enrollment censoring HSCT by Prior SCT therapy 

Full analysis set 

 

Prior SCT therapy: No 

 
All patients 

N=27 

Events/Total (%) 11/27 (40.7) 

Maximum follow-up (months) 12.1 

Median follow-up (months) 3.91 

Percentiles (95% CI) [1]  

  25th  3.3 ( 0.4,  5.6) 

  50th  6.0 ( 3.8, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 83.2 (61.2, 93.4) 

  Month 6 49.8 (27.6, 68.5) 

  Month 9 49.8 (27.6, 68.5) 

  Month 12 49.8 (27.6, 68.5) 

  Month 15  NE 

 

 
CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 



  

  

8017 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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8018 

Tabl e 198f => Event free sur vi val  (EFS) from enroll ment censoring H SCT by Baseli ne bone marrow tumor burden (Full anal ysis  set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                          
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 198f 

Event free survival (EFS) from enrollment censoring HSCT by Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=26 

Events/Total (%) 7/26 (26.9) 

Maximum follow-up (months) 15.1 

Median follow-up (months) 9.12 

Percentiles (95% CI) [1]  

  25th 10.2 ( 4.2, NE) 

  50th 15.1 (10.2, NE) 

  75th 15.1 (12.0, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6 90.2 (66.2, 97.5) 

  Month 9 84.6 (59.3, 94.8) 

  Month 12 72.0 (44.7, 87.4) 

  Month 15 54.0 (17.6, 80.3) 

  Month 18  0.0 (NE, NE    ) 

 

 



  

  

8019 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 198f 

Event free survival (EFS) from enrollment censoring HSCT by Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=40 

Events/Total (%) 13/40 (32.5) 

Maximum follow-up (months) 12.4 

Median follow-up (months) 5.95 

Percentiles (95% CI) [1]  

  25th  3.8 ( 2.6, NE) 

  50th  NE ( 5.6, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 83.3 (66.6, 92.1) 

  Month 6 64.8 (46.2, 78.3) 

  Month 9 61.2 (42.4, 75.5) 

  Month 12 61.2 (42.4, 75.5) 

  Month 15  NE 

 

 
CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Table 198f 

Event free survival (EFS) from enrollment censoring HSCT by Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Events/Total (%) 0/3 (0.0) 

Maximum follow-up (months) 12.2 

Median follow-up (months) 9.10 

Percentiles (95% CI) [1]  

  25th  NE 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6  100 ( 100, 100 ) 

  Month 9  100 ( 100, 100 ) 

  Month 12  100 ( 100, 100 ) 

  Month 15  NE 

 

 
CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 198g => Event free sur vi val (EFS) fr om enr ollment censori ng HSCT  by Number of previ ous rel apses  (Full anal ysis  set ) 
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Table 198g 

Event free survival (EFS) from enrollment censoring HSCT by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 0 

 
All patients 

N=6 

Events/Total (%) 4/6 (66.7) 

Maximum follow-up (months) 12.1 

Median follow-up (months) 3.55 

Percentiles (95% CI) [1]  

  25th  3.0 ( 0.9,  3.8) 

  50th  3.5 ( 0.9, NE) 

  75th  NE ( 3.0, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 66.7 (19.5, 90.4) 

  Month 6 33.3 ( 4.6, 67.6) 

  Month 9 33.3 ( 4.6, 67.6) 

  Month 12 33.3 ( 4.6, 67.6) 

  Month 15  NE 

 

 
CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 198g 

Event free survival (EFS) from enrollment censoring HSCT by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 1 

 
All patients 

N=30 

Events/Total (%) 8/30 (26.7) 

Maximum follow-up (months) 15.1 

Median follow-up (months) 5.96 

Percentiles (95% CI) [1]  

  25th  7.8 ( 2.6, NE) 

  50th 15.1 ( 7.8, NE) 

  75th 15.1 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 87.7 (66.5, 95.9) 

  Month 6 77.1 (52.8, 89.9) 

  Month 9 71.1 (45.9, 86.2) 

  Month 12 64.0 (37.7, 81.6) 

  Month 15 64.0 (37.7, 81.6) 

  Month 18  0.0 (NE, NE    ) 

 

 



  

  

8029 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Table 198g 

Event free survival (EFS) from enrollment censoring HSCT by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 2 

 
All patients 

N=21 

Events/Total (%) 4/21 (19.0) 

Maximum follow-up (months) 12.1 

Median follow-up (months) 9.72 

Percentiles (95% CI) [1]  

  25th 12.0 ( 0.6, NE) 

  50th  NE (12.0, NE) 

  75th  NE (12.0, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 95.0 (69.5, 99.3) 

  Month 6 90.0 (65.6, 97.4) 

  Month 9 83.6 (56.8, 94.5) 

  Month 12 83.6 (56.8, 94.5) 

  Month 15  NE 

 

 
CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 



  

  

8031 

If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Table 198g 

Event free survival (EFS) from enrollment censoring HSCT by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: >=3 

 
All patients 

N=12 

Events/Total (%) 4/12 (33.3) 

Maximum follow-up (months) 12.4 

Median follow-up (months) 11.48 

Percentiles (95% CI) [1]  

  25th  5.5 ( 3.2, NE) 

  50th  NE ( 4.2, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6 73.3 (37.9, 90.6) 

  Month 9 73.3 (37.9, 90.6) 

  Month 12 64.2 (30.2, 84.8) 

  Month 15  NE 

 

 
CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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If treatment failure occurs, it will be censored at the enrollment date. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 199a => Bone marr ow MRD s tatus  by fl ow cytometr y and ti me poi nt by Age (Full anal ysis set ) 
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Table 199a 

Bone marrow MRD status by flow cytometry and time point by Age 

Full analysis set 

 

Age: <10 years 

 
All subjects 

N=34 

Timepoint  n (%) 95% CI 

Day 28   Negative    25 ( 73.5) (55.6, 87.1) 

   Positive     2 (  5.9)  

   Missing     7 ( 20.6)  

Month 3   Negative    21 ( 61.8) (43.6, 77.8) 

   Positive     3 (  8.8)  

   Missing    10 ( 29.4)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 199a 

Bone marrow MRD status by flow cytometry and time point by Age 

Full analysis set 

 

Age: <10 years 

 
All subjects 

N=34 

Timepoint  n (%) 95% CI 

Month 6   Negative    18 ( 52.9) (35.1, 70.2) 

   Missing    13 ( 38.2)  

   Unknown     3 (  8.8)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199a 

Bone marrow MRD status by flow cytometry and time point by Age 

Full analysis set 

 

Age: >=10 years to <18 years 

 
All subjects 

N=18 

Timepoint  n (%) 95% CI 

Day 28   Negative    13 ( 72.2) (46.5, 90.3) 

   Positive     1 (  5.6)  

   Missing     4 ( 22.2)  

Month 3   Negative    10 ( 55.6) (30.8, 78.5) 

   Positive     2 ( 11.1)  

   Missing     6 ( 33.3)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199a 

Bone marrow MRD status by flow cytometry and time point by Age 

Full analysis set 

 

Age: >=10 years to <18 years 

 
All subjects 

N=18 

Timepoint  n (%) 95% CI 

Month 6   Negative     9 ( 50.0) (26.0, 74.0) 

   Positive     1 (  5.6)  

   Missing     8 ( 44.4)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199a 

Bone marrow MRD status by flow cytometry and time point by Age 

Full analysis set 

 

Age: >=18 years 

 
All subjects 

N=17 

Timepoint  n (%) 95% CI 

Day 28   Negative     6 ( 35.3) (14.2, 61.7) 

   Positive     1 (  5.9)  

   Unknown     2 ( 11.8)  

   Missing     8 ( 47.1)  

Month 3   Negative     3 ( 17.6) (3.8, 43.4) 

   Positive     2 ( 11.8)  

   Unknown     1 (  5.9)  

   Missing    11 ( 64.7)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 199a 

Bone marrow MRD status by flow cytometry and time point by Age 

Full analysis set 

 

Age: >=18 years 

 
All subjects 

N=17 

Timepoint  n (%) 95% CI 

Month 6   Negative     3 ( 17.6) (3.8, 43.4) 

   Positive     1 (  5.9)  

   Missing    12 ( 70.6)  

   Not done     1 (  5.9)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Tabl e 199b => Bone marr ow MRD s tatus  by fl ow cytometr y and ti me poi nt by Gender (Full anal ysis set ) 
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Table 199b 

Bone marrow MRD status by flow cytometry and time point by Gender 

Full analysis set 

 

Gender: Male 

 
All subjects 

N=41 

Timepoint  n (%) 95% CI 

Day 28   Negative    28 ( 68.3) (51.9, 81.9) 

   Positive     2 (  4.9)  

   Unknown     1 (  2.4)  

   Missing    10 ( 24.4)  

Month 3   Negative    17 ( 41.5) (26.3, 57.9) 

   Positive     6 ( 14.6)  

   Missing    18 ( 43.9)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 199b 

Bone marrow MRD status by flow cytometry and time point by Gender 

Full analysis set 

 

Gender: Male 

 
All subjects 

N=41 

Timepoint  n (%) 95% CI 

Month 6   Negative    16 ( 39.0) (24.2, 55.5) 

   Positive     2 (  4.9)  

   Unknown     1 (  2.4)  

   Missing    21 ( 51.2)  

   Not done     1 (  2.4)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199b 

Bone marrow MRD status by flow cytometry and time point by Gender 

Full analysis set 

 

Gender: Female 

 
All subjects 

N=28 

Timepoint  n (%) 95% CI 

Day 28   Negative    16 ( 57.1) (37.2, 75.5) 

   Positive     2 (  7.1)  

   Unknown     1 (  3.6)  

   Missing     9 ( 32.1)  

Month 3   Negative    17 ( 60.7) (40.6, 78.5) 

   Positive     1 (  3.6)  

   Unknown     1 (  3.6)  

   Missing     9 ( 32.1)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199b 

Bone marrow MRD status by flow cytometry and time point by Gender 

Full analysis set 

 

Gender: Female 

 
All subjects 

N=28 

Timepoint  n (%) 95% CI 

Month 6   Negative    14 ( 50.0) (30.6, 69.4) 

   Unknown     2 (  7.1)  

   Missing    12 ( 42.9)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199c 

Bone marrow MRD status by flow cytometry and time point by Response status at study entry 

Full analysis set 

 

Response status at study entry: Relapsed disease 

 
All subjects 

N=68 

Timepoint  n (%) 95% CI 

Day 28   Negative    44 ( 64.7) (52.2, 75.9) 

   Positive     3 (  4.4)  

   Unknown     2 (  2.9)  

   Missing    19 ( 27.9)  

Month 3   Negative    34 ( 50.0) (37.6, 62.4) 

   Positive     6 (  8.8)  

   Unknown     1 (  1.5)  

   Missing    27 ( 39.7)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 

 

/vob/CCTL019/haq/haq_eu_6/pgm/eff/t199c_gd_b2001x.sas@@/main/1 29AUG23:15:48                                       Final 

 
  



  

  

8049 

 



  

  

8050 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 199c 

Bone marrow MRD status by flow cytometry and time point by Response status at study entry 

Full analysis set 

 

Response status at study entry: Relapsed disease 

 
All subjects 

N=68 

Timepoint  n (%) 95% CI 

Month 6   Negative    30 ( 44.1) (32.1, 56.7) 

   Positive     2 (  2.9)  

   Unknown     3 (  4.4)  

   Missing    32 ( 47.1)  

   Not done     1 (  1.5)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199c 

Bone marrow MRD status by flow cytometry and time point by Response status at study entry 

Full analysis set 

 

Response status at study entry: Primary refractory 

 
All subjects 

N=1 

Timepoint  n (%) 95% CI 

Day 28   Negative     0 (NE, NE) 

   Positive     1 (100.0)  

Month 3   Negative     0 (NE, NE) 

   Positive     1 (100.0)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199c 

Bone marrow MRD status by flow cytometry and time point by Response status at study entry 

Full analysis set 

 

Response status at study entry: Primary refractory 

 
All subjects 

N=1 

Timepoint  n (%) 95% CI 

Month 6   Negative     0 (NE, NE) 

   Missing     1 (100.0)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199d 

Bone marrow MRD status by flow cytometry and time point by Region 

Full analysis set 

 

Region: Europe 

 
All subjects 

N=48 

Timepoint  n (%) 95% CI 

Day 28   Negative    29 ( 60.4) (45.3, 74.2) 

   Positive     3 (  6.3)  

   Missing    16 ( 33.3)  

Month 3   Negative    26 ( 54.2) (39.2, 68.6) 

   Positive     2 (  4.2)  

   Missing    20 ( 41.7)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199d 

Bone marrow MRD status by flow cytometry and time point by Region 

Full analysis set 

 

Region: Europe 

 
All subjects 

N=48 

Timepoint  n (%) 95% CI 

Month 6   Negative    24 ( 50.0) (35.2, 64.8) 

   Positive     2 (  4.2)  

   Missing    20 ( 41.7)  

   Unknown     2 (  4.2)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199d 

Bone marrow MRD status by flow cytometry and time point by Region 

Full analysis set 

 

Region: US 

 
All subjects 

N=18 

Timepoint  n (%) 95% CI 

Day 28   Negative    13 ( 72.2) (46.5, 90.3) 

   Positive     1 (  5.6)  

   Unknown     2 ( 11.1)  

   Missing     2 ( 11.1)  

Month 3   Negative     6 ( 33.3) (13.3, 59.0) 

   Positive     5 ( 27.8)  

   Unknown     1 (  5.6)  

   Missing     6 ( 33.3)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199d 

Bone marrow MRD status by flow cytometry and time point by Region 

Full analysis set 

 

Region: US 

 
All subjects 

N=18 

Timepoint  n (%) 95% CI 

Month 6   Negative     4 ( 22.2) (6.4, 47.6) 

   Unknown     1 (  5.6)  

   Missing    12 ( 66.7)  

   Not done     1 (  5.6)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199d 

Bone marrow MRD status by flow cytometry and time point by Region 

Full analysis set 

 

Region: Rest of World 

 
All subjects 

N=3 

Timepoint  n (%) 95% CI 

Day 28   Negative     2 ( 66.7) (9.4, 99.2) 

   Missing     1 ( 33.3)  

Month 3   Negative     2 ( 66.7) (9.4, 99.2) 

   Missing     1 ( 33.3)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199d 

Bone marrow MRD status by flow cytometry and time point by Region 

Full analysis set 

 

Region: Rest of World 

 
All subjects 

N=3 

Timepoint  n (%) 95% CI 

Month 6   Negative     2 ( 66.7) (9.4, 99.2) 

   Missing     1 ( 33.3)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199e 

Bone marrow MRD status by flow cytometry and time point by Prior SCT therapy 

Full analysis set 

 

Prior SCT therapy: Yes 

 
All subjects 

N=42 

Timepoint  n (%) 95% CI 

Day 28   Negative    29 ( 69.0) (52.9, 82.4) 

   Positive     1 (  2.4)  

   Unknown     1 (  2.4)  

   Missing    11 ( 26.2)  

Month 3   Negative    23 ( 54.8) (38.7, 70.2) 

   Positive     1 (  2.4)  

   Unknown     1 (  2.4)  

   Missing    17 ( 40.5)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199e 

Bone marrow MRD status by flow cytometry and time point by Prior SCT therapy 

Full analysis set 

 

Prior SCT therapy: Yes 

 
All subjects 

N=42 

Timepoint  n (%) 95% CI 

Month 6   Negative    21 ( 50.0) (34.2, 65.8) 

   Positive     1 (  2.4)  

   Unknown     1 (  2.4)  

   Missing    19 ( 45.2)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199e 

Bone marrow MRD status by flow cytometry and time point by Prior SCT therapy 

Full analysis set 

 

Prior SCT therapy: No 

 
All subjects 

N=27 

Timepoint  n (%) 95% CI 

Day 28   Negative    15 ( 55.6) (35.3, 74.5) 

   Positive     3 ( 11.1)  

   Unknown     1 (  3.7)  

   Missing     8 ( 29.6)  

Month 3   Negative    11 ( 40.7) (22.4, 61.2) 

   Positive     6 ( 22.2)  

   Missing    10 ( 37.0)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199e 

Bone marrow MRD status by flow cytometry and time point by Prior SCT therapy 

Full analysis set 

 

Prior SCT therapy: No 

 
All subjects 

N=27 

Timepoint  n (%) 95% CI 

Month 6   Negative     9 ( 33.3) (16.5, 54.0) 

   Positive     1 (  3.7)  

   Unknown     2 (  7.4)  

   Missing    14 ( 51.9)  

   Not done     1 (  3.7)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199f 

Bone marrow MRD status by flow cytometry and time point by Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: Low 

 
All subjects 

N=26 

Timepoint  n (%) 95% CI 

Day 28   Negative    19 ( 73.1) (52.2, 88.4) 

   Positive     1 (  3.8)  

   Missing     6 ( 23.1)  

Month 3   Negative    12 ( 46.2) (26.6, 66.6) 

   Positive     2 (  7.7)  

   Missing    12 ( 46.2)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199f 

Bone marrow MRD status by flow cytometry and time point by Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: Low 

 
All subjects 

N=26 

Timepoint  n (%) 95% CI 

Month 6   Negative    12 ( 46.2) (26.6, 66.6) 

   Positive     2 (  7.7)  

   Missing    11 ( 42.3)  

   Unknown     1 (  3.8)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199f 

Bone marrow MRD status by flow cytometry and time point by Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: High 

 
All subjects 

N=40 

Timepoint  n (%) 95% CI 

Day 28   Negative    22 ( 55.0) (38.5, 70.7) 

   Positive     3 (  7.5)  

   Unknown     2 (  5.0)  

   Missing    13 ( 32.5)  

Month 3   Negative    20 ( 50.0) (33.8, 66.2) 

   Positive     5 ( 12.5)  

   Unknown     1 (  2.5)  

   Missing    14 ( 35.0)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199f 

Bone marrow MRD status by flow cytometry and time point by Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: High 

 
All subjects 

N=40 

Timepoint  n (%) 95% CI 

Month 6   Negative    16 ( 40.0) (24.9, 56.7) 

   Unknown     2 (  5.0)  

   Missing    21 ( 52.5)  

   Not done     1 (  2.5)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199f 

Bone marrow MRD status by flow cytometry and time point by Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: Missing 

 
All subjects 

N=3 

Timepoint  n (%) 95% CI 

Day 28   Negative     3 (100.0) (29.2, 100.0) 

Month 3   Negative     2 ( 66.7) (9.4, 99.2) 

   Missing     1 ( 33.3)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199f 

Bone marrow MRD status by flow cytometry and time point by Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: Missing 

 
All subjects 

N=3 

Timepoint  n (%) 95% CI 

Month 6   Negative     2 ( 66.7) (9.4, 99.2) 

   Missing     1 ( 33.3)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199g 

Bone marrow MRD status by flow cytometry and time point by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 0 

 
All subjects 

N=6 

Timepoint  n (%) 95% CI 

Day 28   Negative     4 ( 66.7) (22.3, 95.7) 

   Positive     1 ( 16.7)  

   Missing     1 ( 16.7)  

Month 3   Negative     1 ( 16.7) (0.4, 64.1) 

   Positive     2 ( 33.3)  

   Missing     3 ( 50.0)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199g 

Bone marrow MRD status by flow cytometry and time point by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 0 

 
All subjects 

N=6 

Timepoint  n (%) 95% CI 

Month 6   Negative     1 ( 16.7) (0.4, 64.1) 

   Missing     4 ( 66.7)  

   Unknown     1 ( 16.7)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199g 

Bone marrow MRD status by flow cytometry and time point by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 1 

 
All subjects 

N=30 

Timepoint  n (%) 95% CI 

Day 28   Negative    16 ( 53.3) (34.3, 71.7) 

   Positive     2 (  6.7)  

   Unknown     2 (  6.7)  

   Missing    10 ( 33.3)  

Month 3   Negative    15 ( 50.0) (31.3, 68.7) 

   Positive     2 (  6.7)  

   Unknown     1 (  3.3)  

   Missing    12 ( 40.0)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199g 

Bone marrow MRD status by flow cytometry and time point by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 1 

 
All subjects 

N=30 

Timepoint  n (%) 95% CI 

Month 6   Negative    12 ( 40.0) (22.7, 59.4) 

   Positive     1 (  3.3)  

   Unknown     2 (  6.7)  

   Missing    14 ( 46.7)  

   Not done     1 (  3.3)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199g 

Bone marrow MRD status by flow cytometry and time point by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 2 

 
All subjects 

N=21 

Timepoint  n (%) 95% CI 

Day 28   Negative    14 ( 66.7) (43.0, 85.4) 

   Positive     1 (  4.8)  

   Missing     6 ( 28.6)  

Month 3   Negative    11 ( 52.4) (29.8, 74.3) 

   Positive     1 (  4.8)  

   Missing     9 ( 42.9)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199g 

Bone marrow MRD status by flow cytometry and time point by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 2 

 
All subjects 

N=21 

Timepoint  n (%) 95% CI 

Month 6   Negative    12 ( 57.1) (34.0, 78.2) 

   Missing     9 ( 42.9)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199g 

Bone marrow MRD status by flow cytometry and time point by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: >=3 

 
All subjects 

N=12 

Timepoint  n (%) 95% CI 

Day 28   Negative    10 ( 83.3) (51.6, 97.9) 

   Missing     2 ( 16.7)  

Month 3   Negative     7 ( 58.3) (27.7, 84.8) 

   Missing     3 ( 25.0)  

   Positive     2 ( 16.7)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 199g 

Bone marrow MRD status by flow cytometry and time point by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: >=3 

 
All subjects 

N=12 

Timepoint  n (%) 95% CI 

Month 6   Negative     5 ( 41.7) (15.2, 72.3) 

   Missing     6 ( 50.0)  

   Positive     1 (  8.3)  

 

 
CI=Confidence interval; MRD=Minimum residual disease. 

The 95% CIs are exact Clopper-Pearson CIs. 

Percentages are based on the number of subjects in the full analysis set (N). 
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Table 200a 

Duration of remission (DOR) censoring HSCT by Age 

Enrolled set 

 

Age: <10 years 

 
All patients 

N=27 

Events/Total (%) 5/27 (18.5) 

Maximum follow-up (months) 11.5 

Median follow-up (months) 8.84 

Percentiles (95% CI) [1]  

  25th 11.1 ( 2.7, NE) 

  50th  NE (11.1, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 92.0 (71.6, 97.9) 

  Month 6 87.8 (66.8, 95.9) 

  Month 9 82.9 (60.5, 93.3) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 
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[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Table 200a 

Duration of remission (DOR) censoring HSCT by Age 

Enrolled set 

 

Age: >=10 years to <18 years 

 
All patients 

N=17 

Events/Total (%) 6/17 (35.3) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 9.13 

Percentiles (95% CI) [1]  

  25th  8.0 ( 2.1, NE) 

  50th 14.4 ( 8.0, NE) 

  75th 14.4 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 87.8 (59.5, 96.8) 

  Month 6 80.5 (50.6, 93.3) 

  Month 9 73.2 (43.0, 89.1) 

  Month 12 65.1 (34.7, 84.0) 

  Month 15  0.0 (NE, NE    ) 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Table 200a 

Duration of remission (DOR) censoring HSCT by Age 

Enrolled set 

 

Age: >=18 years 

 
All patients 

N=13 

Events/Total (%) 4/13 (30.8) 

Maximum follow-up (months) 11.3 

Median follow-up (months) 8.90 

Percentiles (95% CI) [1]  

  25th  7.6 ( 1.7, NE) 

  50th  NE ( 3.3, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 92.3 (56.6, 98.9) 

  Month 6 75.5 (41.6, 91.4) 

  Month 9 66.1 (32.5, 85.8) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 200b => D urati on of r emission (DOR)  censoring H SCT by Gender ( Enr olled set ) 
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Table 200b 

Duration of remission (DOR) censoring HSCT by Gender 

Enrolled set 

 

Gender: Male 

 
All patients 

N=36 

Events/Total (%) 10/36 (27.8) 

Maximum follow-up (months) 11.5 

Median follow-up (months) 8.07 

Percentiles (95% CI) [1]  

  25th  7.6 ( 2.8, NE) 

  50th  NE ( 8.0, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 88.3 (71.7, 95.4) 

  Month 6 78.9 (60.7, 89.4) 

  Month 9 68.2 (48.6, 81.6) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 
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[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Table 200b 

Duration of remission (DOR) censoring HSCT by Gender 

Enrolled set 

 

Gender: Female 

 
All patients 

N=21 

Events/Total (%) 5/21 (23.8) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 10.58 

Percentiles (95% CI) [1]  

  25th 11.1 ( 2.7, NE) 

  50th 14.4 (11.1, NE) 

  75th 14.4 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 95.0 (69.5, 99.3) 

  Month 6 89.4 (63.8, 97.3) 

  Month 9 89.4 (63.8, 97.3) 

  Month 12 71.7 (38.7, 89.0) 

  Month 15  0.0 (NE, NE    ) 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 



  

  

8095 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 200c  => Dur ation of remissi on (DOR) censori ng HSCT by Response status at s tudy entr y ( Enr olled set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 200c 

Duration of remission (DOR) censoring HSCT by Response status at study entry 

Enrolled set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Events/Total (%) 1/1 (100.0) 

Maximum follow-up (months) 2.1 

Median follow-up (months) 2.10 

Percentiles (95% CI) [1]  

  25th  2.1 (NE, NE) 

  50th  2.1 (NE, NE) 

  75th  2.1 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  0.0 (NE, NE    ) 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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8099 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 200c 

Duration of remission (DOR) censoring HSCT by Response status at study entry 

Enrolled set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=56 

Events/Total (%) 14/56 (25.0) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 9.02 

Percentiles (95% CI) [1]  

  25th  9.1 ( 4.7, NE) 

  50th 14.4 (NE, NE) 

  75th 14.4 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 92.4 (81.1, 97.1) 

  Month 6 84.2 (70.8, 91.8) 

  Month 9 77.4 (62.7, 86.8) 

  Month 12 69.6 (51.8, 82.0) 

  Month 15  0.0 (NE, NE    ) 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 



  

  

8100 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 200d => D urati on of r emission (DOR)  censoring H SCT by R egion (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                        
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 200d 

Duration of remission (DOR) censoring HSCT by Region 

Enrolled set 

 

Region: Europe 

 
All patients 

N=42 

Events/Total (%) 9/42 (21.4) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 10.63 

Percentiles (95% CI) [1]  

  25th 11.1 ( 5.0, NE) 

  50th 14.4 (NE, NE) 

  75th 14.4 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 95.0 (81.4, 98.7) 

  Month 6 89.5 (74.3, 95.9) 

  Month 9 83.5 (66.8, 92.3) 

  Month 12 74.3 (53.5, 86.9) 

  Month 15  0.0 (NE, NE    ) 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 200d 

Duration of remission (DOR) censoring HSCT by Region 

Enrolled set 

 

Region: US 

 
All patients 

N=13 

Events/Total (%) 6/13 (46.2) 

Maximum follow-up (months) 10.9 

Median follow-up (months) 4.70 

Percentiles (95% CI) [1]  

  25th  3.3 ( 1.7,  6.9) 

  50th  6.9 ( 2.7, NE) 

  75th  NE ( 6.9, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 75.5 (41.6, 91.4) 

  Month 6 57.5 (25.7, 79.9) 

  Month 9 46.0 (16.2, 71.9) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 
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[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 200d 

Duration of remission (DOR) censoring HSCT by Region 

Enrolled set 

 

Region: Rest of World 

 
All patients 

N=2 

Events/Total (%) 0/2 (0.0) 

Maximum follow-up (months) 11.1 

Median follow-up (months) 9.68 

Percentiles (95% CI) [1]  

  25th  NE 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6  100 ( 100, 100 ) 

  Month 9  100 ( 100, 100 ) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 200e => D urati on of r emission (DOR)  censoring H SCT by Prior SCT therapy (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                             
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 200e 

Duration of remission (DOR) censoring HSCT by Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: Yes 

 
All patients 

N=37 

Events/Total (%) 7/37 (18.9) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 10.28 

Percentiles (95% CI) [1]  

  25th 11.1 ( 7.6, NE) 

  50th 14.4 (11.1, NE) 

  75th 14.4 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6 97.0 (80.4, 99.6) 

  Month 9 86.2 (67.2, 94.6) 

  Month 12 74.4 (49.3, 88.4) 

  Month 15  0.0 (NE, NE    ) 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 200e 

Duration of remission (DOR) censoring HSCT by Prior SCT therapy 

Enrolled set 

 

Prior SCT therapy: No 

 
All patients 

N=20 

Events/Total (%) 8/20 (40.0) 

Maximum follow-up (months) 11.1 

Median follow-up (months) 6.52 

Percentiles (95% CI) [1]  

  25th  2.8 ( 1.7, NE) 

  50th  NE ( 2.8, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 74.1 (48.5, 88.3) 

  Month 6 57.0 (32.0, 75.8) 

  Month 9 57.0 (32.0, 75.8) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 
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[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 200f => Dur ati on of remissi on (DOR) censori ng HSCT  by Baseline bone marr ow tumor burden (Enroll ed set ) 
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Table 200f 

Duration of remission (DOR) censoring HSCT by Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=23 

Events/Total (%) 7/23 (30.4) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 9.13 

Percentiles (95% CI) [1]  

  25th  9.1 ( 3.3, NE) 

  50th 14.4 ( 9.1, NE) 

  75th 14.4 (11.1, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6 90.2 (66.2, 97.5) 

  Month 9 78.9 (53.0, 91.6) 

  Month 12 57.9 (24.0, 81.1) 

  Month 15  0.0 (NE, NE    ) 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 200f 

Duration of remission (DOR) censoring HSCT by Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=31 

Events/Total (%) 8/31 (25.8) 

Maximum follow-up (months) 11.5 

Median follow-up (months) 8.90 

Percentiles (95% CI) [1]  

  25th  7.6 ( 2.4, NE) 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 83.2 (64.1, 92.6) 

  Month 6 75.6 (55.4, 87.6) 

  Month 9 71.4 (50.6, 84.7) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 
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[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 200f 

Duration of remission (DOR) censoring HSCT by Baseline bone marrow tumor burden 

Enrolled set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Events/Total (%) 0/3 (0.0) 

Maximum follow-up (months) 11.3 

Median follow-up (months) 8.21 

Percentiles (95% CI) [1]  

  25th  NE 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6  100 ( 100, 100 ) 

  Month 9  100 ( 100, 100 ) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 200g => D urati on of r emission (DOR)  censoring H SCT by N umber of previ ous r elapses (Enroll ed set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                   
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 200g 

Duration of remission (DOR) censoring HSCT by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 0 

 
All patients 

N=5 

Events/Total (%) 3/5 (60.0) 

Maximum follow-up (months) 11.1 

Median follow-up (months) 2.66 

Percentiles (95% CI) [1]  

  25th  2.4 ( 2.1, NE) 

  50th  2.7 ( 2.1, NE) 

  75th  NE ( 2.1, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 40.0 ( 5.2, 75.3) 

  Month 6 40.0 ( 5.2, 75.3) 

  Month 9 40.0 ( 5.2, 75.3) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 
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[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 200g 

Duration of remission (DOR) censoring HSCT by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 1 

 
All patients 

N=22 

Events/Total (%) 6/22 (27.3) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 8.07 

Percentiles (95% CI) [1]  

  25th  9.1 ( 1.7, NE) 

  50th 14.4 ( 9.1, NE) 

  75th 14.4 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 95.5 (71.9, 99.3) 

  Month 6 84.2 (58.4, 94.7) 

  Month 9 77.7 (50.5, 91.1) 

  Month 12 69.1 (39.4, 86.4) 

  Month 15  0.0 (NE, NE    ) 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 200g 

Duration of remission (DOR) censoring HSCT by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: 2 

 
All patients 

N=19 

Events/Total (%) 3/19 (15.8) 

Maximum follow-up (months) 11.1 

Median follow-up (months) 10.68 

Percentiles (95% CI) [1]  

  25th 11.1 ( 2.8, NE) 

  50th  NE (11.1, NE) 

  75th  NE (11.1, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 94.7 (68.1, 99.2) 

  Month 6 94.7 (68.1, 99.2) 

  Month 9 88.0 (59.4, 96.9) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 200g 

Duration of remission (DOR) censoring HSCT by Number of previous relapses 

Enrolled set 

 

Number of previous relapses: >=3 

 
All patients 

N=11 

Events/Total (%) 3/11 (27.3) 

Maximum follow-up (months) 11.5 

Median follow-up (months) 10.78 

Percentiles (95% CI) [1]  

  25th  8.0 ( 3.3, NE) 

  50th  NE ( 3.3, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6 80.0 (40.9, 94.6) 

  Month 9 70.0 (32.9, 89.2) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 201a => D urati on of r emission (DOR)  censoring H SCT by Age (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                      
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 201a 

Duration of remission (DOR) censoring HSCT by Age 

Full analysis set 

 

Age: <10 years 

 
All patients 

N=27 

Events/Total (%) 5/27 (18.5) 

Maximum follow-up (months) 11.5 

Median follow-up (months) 8.84 

Percentiles (95% CI) [1]  

  25th 11.1 ( 2.7, NE) 

  50th  NE (11.1, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 92.0 (71.6, 97.9) 

  Month 6 87.8 (66.8, 95.9) 

  Month 9 82.9 (60.5, 93.3) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 
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[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 201a 

Duration of remission (DOR) censoring HSCT by Age 

Full analysis set 

 

Age: >=10 years to <18 years 

 
All patients 

N=17 

Events/Total (%) 6/17 (35.3) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 9.13 

Percentiles (95% CI) [1]  

  25th  8.0 ( 2.1, NE) 

  50th 14.4 ( 8.0, NE) 

  75th 14.4 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 87.8 (59.5, 96.8) 

  Month 6 80.5 (50.6, 93.3) 

  Month 9 73.2 (43.0, 89.1) 

  Month 12 65.1 (34.7, 84.0) 

  Month 15  0.0 (NE, NE    ) 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 201a 

Duration of remission (DOR) censoring HSCT by Age 

Full analysis set 

 

Age: >=18 years 

 
All patients 

N=13 

Events/Total (%) 4/13 (30.8) 

Maximum follow-up (months) 11.3 

Median follow-up (months) 8.90 

Percentiles (95% CI) [1]  

  25th  7.6 ( 1.7, NE) 

  50th  NE ( 3.3, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 92.3 (56.6, 98.9) 

  Month 6 75.5 (41.6, 91.4) 

  Month 9 66.1 (32.5, 85.8) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 201b => D urati on of r emission (DOR)  censoring H SCT by Gender (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                   
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 201b 

Duration of remission (DOR) censoring HSCT by Gender 

Full analysis set 

 

Gender: Male 

 
All patients 

N=36 

Events/Total (%) 10/36 (27.8) 

Maximum follow-up (months) 11.5 

Median follow-up (months) 8.07 

Percentiles (95% CI) [1]  

  25th  7.6 ( 2.8, NE) 

  50th  NE ( 8.0, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 88.3 (71.7, 95.4) 

  Month 6 78.9 (60.7, 89.4) 

  Month 9 68.2 (48.6, 81.6) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 
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[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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8139 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 201b 

Duration of remission (DOR) censoring HSCT by Gender 

Full analysis set 

 

Gender: Female 

 
All patients 

N=21 

Events/Total (%) 5/21 (23.8) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 10.58 

Percentiles (95% CI) [1]  

  25th 11.1 ( 2.7, NE) 

  50th 14.4 (11.1, NE) 

  75th 14.4 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 95.0 (69.5, 99.3) 

  Month 6 89.4 (63.8, 97.3) 

  Month 9 89.4 (63.8, 97.3) 

  Month 12 71.7 (38.7, 89.0) 

  Month 15  0.0 (NE, NE    ) 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 201c  => Dur ation of remissi on (DOR) censori ng HSCT by Response status at s tudy entr y (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                           
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 201c 

Duration of remission (DOR) censoring HSCT by Response status at study entry 

Full analysis set 

 

Response status at study entry: Primary refractory 

 
All patients 

N=1 

Events/Total (%) 1/1 (100.0) 

Maximum follow-up (months) 2.1 

Median follow-up (months) 2.10 

Percentiles (95% CI) [1]  

  25th  2.1 (NE, NE) 

  50th  2.1 (NE, NE) 

  75th  2.1 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  0.0 (NE, NE    ) 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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8144 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 201c 

Duration of remission (DOR) censoring HSCT by Response status at study entry 

Full analysis set 

 

Response status at study entry: Relapsed disease 

 
All patients 

N=56 

Events/Total (%) 14/56 (25.0) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 9.02 

Percentiles (95% CI) [1]  

  25th  9.1 ( 4.7, NE) 

  50th 14.4 (NE, NE) 

  75th 14.4 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 92.4 (81.1, 97.1) 

  Month 6 84.2 (70.8, 91.8) 

  Month 9 77.4 (62.7, 86.8) 

  Month 12 69.6 (51.8, 82.0) 

  Month 15  0.0 (NE, NE    ) 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 201d => D urati on of r emission (DOR)  censoring H SCT by R egion (Full anal ysis  set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                   
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 201d 

Duration of remission (DOR) censoring HSCT by Region 

Full analysis set 

 

Region: Europe 

 
All patients 

N=42 

Events/Total (%) 9/42 (21.4) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 10.63 

Percentiles (95% CI) [1]  

  25th 11.1 ( 5.0, NE) 

  50th 14.4 (NE, NE) 

  75th 14.4 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 95.0 (81.4, 98.7) 

  Month 6 89.5 (74.3, 95.9) 

  Month 9 83.5 (66.8, 92.3) 

  Month 12 74.3 (53.5, 86.9) 

  Month 15  0.0 (NE, NE    ) 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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8149 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 201d 

Duration of remission (DOR) censoring HSCT by Region 

Full analysis set 

 

Region: US 

 
All patients 

N=13 

Events/Total (%) 6/13 (46.2) 

Maximum follow-up (months) 10.9 

Median follow-up (months) 4.70 

Percentiles (95% CI) [1]  

  25th  3.3 ( 1.7,  6.9) 

  50th  6.9 ( 2.7, NE) 

  75th  NE ( 6.9, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 75.5 (41.6, 91.4) 

  Month 6 57.5 (25.7, 79.9) 

  Month 9 46.0 (16.2, 71.9) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 
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[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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8151 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 201d 

Duration of remission (DOR) censoring HSCT by Region 

Full analysis set 

 

Region: Rest of World 

 
All patients 

N=2 

Events/Total (%) 0/2 (0.0) 

Maximum follow-up (months) 11.1 

Median follow-up (months) 9.68 

Percentiles (95% CI) [1]  

  25th  NE 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6  100 ( 100, 100 ) 

  Month 9  100 ( 100, 100 ) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 201e => D urati on of r emission (DOR)  censoring H SCT by Prior SCT therapy (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                        
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 201e 

Duration of remission (DOR) censoring HSCT by Prior SCT therapy 

Full analysis set 

 

Prior SCT therapy: Yes 

 
All patients 

N=37 

Events/Total (%) 7/37 (18.9) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 10.28 

Percentiles (95% CI) [1]  

  25th 11.1 ( 7.6, NE) 

  50th 14.4 (11.1, NE) 

  75th 14.4 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6 97.0 (80.4, 99.6) 

  Month 9 86.2 (67.2, 94.6) 

  Month 12 74.4 (49.3, 88.4) 

  Month 15  0.0 (NE, NE    ) 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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8156 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 201e 

Duration of remission (DOR) censoring HSCT by Prior SCT therapy 

Full analysis set 

 

Prior SCT therapy: No 

 
All patients 

N=20 

Events/Total (%) 8/20 (40.0) 

Maximum follow-up (months) 11.1 

Median follow-up (months) 6.52 

Percentiles (95% CI) [1]  

  25th  2.8 ( 1.7, NE) 

  50th  NE ( 2.8, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 74.1 (48.5, 88.3) 

  Month 6 57.0 (32.0, 75.8) 

  Month 9 57.0 (32.0, 75.8) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 
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[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 201f => Dur ati on of remissi on (DOR) censori ng HSCT  by Baseline bone marr ow tumor burden (Full anal ysi s set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                        
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 201f 

Duration of remission (DOR) censoring HSCT by Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: Low 

 
All patients 

N=23 

Events/Total (%) 7/23 (30.4) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 9.13 

Percentiles (95% CI) [1]  

  25th  9.1 ( 3.3, NE) 

  50th 14.4 ( 9.1, NE) 

  75th 14.4 (11.1, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6 90.2 (66.2, 97.5) 

  Month 9 78.9 (53.0, 91.6) 

  Month 12 57.9 (24.0, 81.1) 

  Month 15  0.0 (NE, NE    ) 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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8161 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 201f 

Duration of remission (DOR) censoring HSCT by Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: High 

 
All patients 

N=31 

Events/Total (%) 8/31 (25.8) 

Maximum follow-up (months) 11.5 

Median follow-up (months) 8.90 

Percentiles (95% CI) [1]  

  25th  7.6 ( 2.4, NE) 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 83.2 (64.1, 92.6) 

  Month 6 75.6 (55.4, 87.6) 

  Month 9 71.4 (50.6, 84.7) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 
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[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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8163 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 201f 

Duration of remission (DOR) censoring HSCT by Baseline bone marrow tumor burden 

Full analysis set 

 

Baseline bone marrow tumor burden: Missing 

 
All patients 

N=3 

Events/Total (%) 0/3 (0.0) 

Maximum follow-up (months) 11.3 

Median follow-up (months) 8.21 

Percentiles (95% CI) [1]  

  25th  NE 

  50th  NE 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6  100 ( 100, 100 ) 

  Month 9  100 ( 100, 100 ) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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Tabl e 201g => D urati on of r emission (DOR)  censoring H SCT by N umber of previ ous r elapses (Full anal ysis set ) 
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                              
CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 201g 

Duration of remission (DOR) censoring HSCT by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 0 

 
All patients 

N=5 

Events/Total (%) 3/5 (60.0) 

Maximum follow-up (months) 11.1 

Median follow-up (months) 2.66 

Percentiles (95% CI) [1]  

  25th  2.4 ( 2.1, NE) 

  50th  2.7 ( 2.1, NE) 

  75th  NE ( 2.1, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 40.0 ( 5.2, 75.3) 

  Month 6 40.0 ( 5.2, 75.3) 

  Month 9 40.0 ( 5.2, 75.3) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 

[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 
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[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 201g 

Duration of remission (DOR) censoring HSCT by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 1 

 
All patients 

N=22 

Events/Total (%) 6/22 (27.3) 

Maximum follow-up (months) 14.4 

Median follow-up (months) 8.07 

Percentiles (95% CI) [1]  

  25th  9.1 ( 1.7, NE) 

  50th 14.4 ( 9.1, NE) 

  75th 14.4 (NE, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 95.5 (71.9, 99.3) 

  Month 6 84.2 (58.4, 94.7) 

  Month 9 77.7 (50.5, 91.1) 

  Month 12 69.1 (39.4, 86.4) 

  Month 15  0.0 (NE, NE    ) 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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8170 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 201g 

Duration of remission (DOR) censoring HSCT by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: 2 

 
All patients 

N=19 

Events/Total (%) 3/19 (15.8) 

Maximum follow-up (months) 11.1 

Median follow-up (months) 10.68 

Percentiles (95% CI) [1]  

  25th 11.1 ( 2.8, NE) 

  50th  NE (11.1, NE) 

  75th  NE (11.1, NE) 

% Event-free probability estimates (95% CI)  [2]  

  Month 3 94.7 (68.1, 99.2) 

  Month 6 94.7 (68.1, 99.2) 

  Month 9 88.0 (59.4, 96.9) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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8172 

 

CTL019B2001X GermanDossier - Analysis cut-off date: 13Oct2020 

 

Table 201g 

Duration of remission (DOR) censoring HSCT by Number of previous relapses 

Full analysis set 

 

Number of previous relapses: >=3 

 
All patients 

N=11 

Events/Total (%) 3/11 (27.3) 

Maximum follow-up (months) 11.5 

Median follow-up (months) 10.78 

Percentiles (95% CI) [1]  

  25th  8.0 ( 3.3, NE) 

  50th  NE ( 3.3, NE) 

  75th  NE 

% Event-free probability estimates (95% CI)  [2]  

  Month 3  100 ( 100, 100 ) 

  Month 6 80.0 (40.9, 94.6) 

  Month 9 70.0 (32.9, 89.2) 

  Month 12  NE 

 

 
Responders=Subjects with the best overall response of CR or CRi. 

CI=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable. 
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[1] Percentiles with 95% CIs are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982). 

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the 

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates; 

Greenwood formula is used for CIs of KM estimates. 
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